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AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona
|Basic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricgily FRouting

Owvemide Auto Calculation Rule Mo

FD& Received Date 08-Doc-2023 CTU Receved Date OB-Doc-2023
CTU Trage Date CTU Data Enfry Date

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward i Departmont b cOER (CDER-OSE-RSS-CTU@Hda hhs.gov) (E2B)

Case Prionly Dlirenct

Case First Mame Last Name Email Address Phane
Reporar

¥ (b)}e) — |(b)B) (B)(E) | (BNETE

I Section A - About the Problem

What kind of problem was it?

Bl e st or mad & bt i bt et ;
{Check all that apply) orhad & L {Inciuling Frer o WETBANING ByMpaoms)

I:ILl:ndlpr-:ﬂ.u:l income By which could have or led fa a problem
DMMiMﬁHHMmd&EM
DM#MJMM Irom G prodiact maker 0 anoihes makor
Cate the problem ocounred 25-Jun-2023

Senous Yes

Cvid any of the following happen?
(Check all that apply}

DI’WH‘I.H - dimiting of slayed g
I:IFI:u:uludhum i prevent permanent harm

Dmn or haalth probigm
I:IEII'Jd-qu:I
DLih-‘ll-l'ﬂm
ocan
Enmm’.ﬁmﬂ sl incidonli{Pisass Dosdriba Balow)

Other senous/important medical

incidant{Pleass Describe Balow)

4, Tell us what | A o r'|r.'4.-:jl [Ir|-:' fo a5 :'|'|i_:|',I elalls -1 possitle FF'. r1'|:-'|':r1::-Es|':r| ol 16 ',.'-:':-r

ants il nec

: ¥

CFSAN CAERS PHONME REPORT 12/8/2023; Wa got high lead levels result duning her annual physical test wilh her doctor,
Sacond test July 11, 2023 Result through IV: 4.9; 92772023 Result: 6.5; 10031/2023: 4.9. We changed her food around 14
months, she has stop consuming pouches 3 months ago.

televant Test/Laboratory Data

Test Name LEAD TEST FINGER POK | Test Date 27=Jun=-2023
E
Tast Rasult 8B Tast Linit MICROGRAMS PER DEC
ILITRE

Ganarated by: BYSTEM Generaied on: [5-Dae-2023 141525 Fage 1cd4 5
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Low Test Range High Test Range

hbore Inforrnation Availablka’?

| Additional Comments

=ection B - Product Availability

Do you still have the product in Mo
case we need to evaluate it?

Do you have a picture of the Mo
product? (check yes if you are
including & picture)

l=eclion G - About the Products
Suspect Yas
Primary? Yes
Type DrugiBiologic
This repor is aboul Fooditedical food
Mama of the product a% it WARABANA APPLE CINNANCOMN
appears on the box, botibe,
or package (Inchude as many
NEMas a5 you Sea)
Mame of the company that WAMABAMA,
makes (or compounds) tha
product
Product Type{check all that B it i
apply)

I:Iﬁmmumdad by @ Praarmacy o an Cutsourcrg Facilty

Dﬁ-ﬂﬂlﬂ:

Dﬂmlnr
Strenglh If Cithir
MOC numbear
Cid the probdem stop after the Yes
person reduced the dose or
stopped taking or using the
product?
Dvid the problem return if the Doasn't Apply
perscn started taking or using the
product again?
rug Therapy
Expiration date
Led mumbser
Dosage Fomm
Cluiantity If Crthie
Frequency If Cither
How was it taken or usad If Othar
Crate the person first slared -Drec-2022
laking or using the product

Ganarated by: BYSTEM Generaied on: [5-Dae-2023 141525 Fage 2 ¢4 5
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Date the person stopped taking | 30-Sep-2023
or using the product

Crate the person reduced dosa of
e product

Give bast estimate of duration

Is tharapy still on-going?

Returned o Manufaciurer On

I Section D - About the Medical Device

Mame of medical device

Mame of the company thal
makas the medical davica
Oiher identifving information (The model, catalog, lof, senal, or UDI number, and the expiration dale, if you can
locate them)

hoded Mumbsar
Catalog Mumber
Lot Mumber
Serial Number
LD Mumber
Expiration date

Was someone operaling the
medical device whan the pro

occurmad ¥
| For implanted medical devices ONLY [(such as pacemakers, breast implants, elc.)
Drate the implant was pul in Date ihe mplani was taken out (i
redevant)
ISection E - Aboul thae F
Parson's Initials WiKE)
San Famale
Gender Mot selacled
Pleasa Specify Ciher Gender
Age (specify unit of time for age)
Date of Birth b))
Weight 8.55 kg
Ethnicity (Choose only one) Mot HspanicLating
Race (Chack all that apply) Dw \ndban or Masks Hotve
I:IH'MI-'l.uI':-;m or Cther Pacic Islandar

Ganarated by: BYSTEM Generaied on: [5-Dae-2023 141525 FPage 3cd 5
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|Flease list all allergies (such as to drugs, foods, pollen or others)

List any other imporant information about the person (such as smoking, pregnancy, alcohol use, elc.)

IList all current prescriplion medications and medical dewicas baing used

Antibiobe, Medicated sar drops

List all over-the-counter medications and any vilamins, minerals, supplemenis, and herbal remedies being used

Tybanol, Ixiprophen

| Section F - About the Person Filling Out This Form
Primary? Yes

Reporter is Patient?

Tilhe

Last name _

hiddle Mame

WumbanSireet

City

StateProvince

Country UNITED STATES

ZIF or Pastal code

Email address

Telaphone numbar
Ganerated by SYSTEM Genaraled on: 08-Dae-2023 141525 Fags 4 04 5
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Fax

Feporer Qrganization

Deparrment

Reporer Spaciality

Today's date 08-Dec-2023

Dhid wou report this problem o the| Yes
company that makas the product
(the manufacturer/compaunder)?

If you do NOT want your Mo
idenlily disciosed o the
manufaciurer, please mark this
box (Confidentiality Raquested):

Ganarated by: BYSTEM Generaied on: [5-Dae-2023 141525 FPage 5ol 5
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AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona
|Basic Details

Company it CDER-CTU Omiginaling Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricgily FRouting

Owvermide Auto Calculation Rule Mo

FDA Recened Dale 11:Dec-2023 CTU Received Date 12-Dec-2023
LCTU Triage Date CTU Data Entry Dabe

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward to Depariment E

Case Prionty Drirenct

Contac

Case First Mama Last Mama Email Address Phone

What kind of problem was it’?
(Chack all that apply})

| [P ——— side effect (nduding roe: o worsening sympioms)
Dm&da produc] incamesy which could Fave of led lo a problem
Dﬂnﬂdapmﬂuﬂﬁmhlqunyﬂl iy penduct

DMM&MW o e product makas 0 anoiee makuir
Date the problem occurned 2T=Jul-2023

Senous s

Ckd any of the following kappen?

{Check all that apply) L Haspsization - st oe staye vnger

DWHFWI-U prEvent permansnt harm
E[ﬁmlﬂwﬂmdm probhm
Dﬂiﬂimm

Dua-nmumg

DD&EN

memm&m Desoribe Balow)

4. Tell us what happened and how it happened (Include as many details as possible FDA may reach out to you for

any additional documents if necessary)

kly infant son (at the tima of lesting had just turned 1) had a high blood lead leval. On 7/27723 he had a fingar prick lead last
which came back al B Smeghdl, he was relested with a venous draw on 7/31/23 and his levels came back at & 8meg/dl, prigs 1o
this, his grandmather had provided many pouches of the wana bana apple cinnamon puree. He has since not had any. AL the
time we assumed the lead poisoning was coming from our newly purchased home we are renovating. Our county did nod come
do any besting 1o find oul even though it was requested by myselfl and two doctors. My son was removed from our new home
while | worked on rancvations and has baen living with my mother and his fathar in my mothers homa in a nearby town. On
1123 | weas tested for lead and it was found that | had none in my systam. | have been Bving and working in the new housa
non stop, which keads me 1o believe that my son was paisoned by the cinnamaon in the wana bana pouches. He had another
finger prick lead fest done on 10/25/23 and the value came back at <3.3meg/dl. He has not expenienced any noticable side

aﬁaﬂsasnig.

|Relevant Test/Laboratory Data

Test Narne LEAD SCREEMN {SON) Tast Data 27-Jul-2023

Ganarated by: BYSTEM Generaied on: 12-Dae-2023 003816 Fage 1cd4 5
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Tzt Rasult 8 .Bmagidl Tt Unit MILLIGRAMS PER DECIL
ITRE
Low Test Range 0.0 High Tast Ranga 49
Maore Infarmation Available?
Relevant Test/Laboratory Data
Test Mamae LEAD, VENOUS (S0OM) Test Data 31-Jul-2023
Test Result G .amecgidl Test Unit MILLIGRAMS PER DECIL
ITRE
Low Test Range 1R1] High Test Range 4.9
More Information Availabla?
Felevant Test/Laboratory Dala
Test Mama LEAD SCREEM [SOM) Test Date 25-Orot-2023
Tesi Result <3 Imcgid Test Unit MILLIGRAMS PER DECIL
ITRE
Low Test Range (N1 High Test Ranga 4.9
Mare Infarmation Available?
Relevant Test/Laboratory Data
Test Mamea LEAD, VEMOWS (MOTHE | Tast Date 10-Mow-2023
R)
Test Result D.0megidl Test Unit MILLIGRAMS PER DECIL
ITRE
Low Test Rangea 0.0 High Teslt Range 4.9
hore Information Availabla?

Additional Comments

| have added which tests belonged to my son and the one that belonged to me, his mother.

Section B - Product Availability

Dk o still hawve the product in Mo
case we need to evaluate it?

Do you have a picture of tha Mo
product? (check ves f vou ang
including & pictura)

Suspect Yes

Primary? Yies

Type Drug/Biclogic

This repor is aboul Foodidedical food

Mame of the product as it Apple Cinnamon Frull Puree
appears on the box, botile,

or package (Include a5 many

AATES A5 You S)

Ganarated by: BYSTEM Generaied on: 12-Dae-2023 003816 Fage 2 ¢4 5
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Mame of the company thai YWana Bana

maakes (or compounds) the

product

Product Typeicheck all that [

apply} 0 .

Campoursded by & Planmscy or an Sulsourcing Facity

I:Il:iunun:
DBINHHI&J

Strenglh If Cithir

MOC number

Cid the problem stop after the Yas

person reduced the dose or

slopped taking or using (he

product?

Dvid the probdem returm if the Doesnt Apply
parson started taking or using the

Emdu:rt aﬁln?

Expiration data
Lod nurnber

Dogage Fomm
Cluantity If Cithias
Frsquancy If Cithigs
How wias it taken or usad If Char

Crate the person first slared 0 -Jun-2023
taking or using the product
Date tha person stopped taking | 31-Jul-2023
or using the product

Drate the person reduced dose of
the product

Give besl estimale of duration
1% therapy shill on-gaing?
Why was the person using the product? (such as what condition was it supposed to treat)

It is baby food.

Returned io Manulaciurer On

Section D - Abaut the Medical Davice

Mame of medical devioe

Mamea of the company thal
makes the medical device

g information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

hboded Mumbbar

Ganarated by: BYSTEM Generaied on: 12-Dae-2023 003816 FPage 3cd 5
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Catalog Mumber
Lod Number
Barial Number
LD Number
Expiration date

Was someons operaling the
madical device whan the pro
occurmad?

|For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Diate the implant was pul in Date the implant was taken oul [
ridevant

Section E - About the Person Who Had the Problem
Person's Initials {b)(6)

Sex Mabe

Gandar Cisgender man/boy
Fleasa Spacify Other Gander
Age (specify unit of time for aga)
Date of Birth (b))
Waight 9.9 kg

Ethnicity {Choose anly one) Mot Hespanic/iLating
Race {(Check all that apply)

I:Ihmiaﬂ Indian or Al Nathe
Dmmmﬁmwnm Facass |slander

I
EW‘I‘HH

Dﬂ-lucltamm

st known medical conditions (Such as diabetes, high blood pressure, cancer, hear disease, or others)

Mone

Fhease list all allergies (such as to drugs. foods, pollen or others)
Mo

List any other imporant information about the parson (such as smoking, pregnancy, alcohol usea, elc.
He iz an infamnt.

jList all currant prescriplion madications and madical devicas Deing used.

Ganarated by: BYSTEM Generaied on: 12-Dae-2023 003816 Fage 404 5
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Mone

List all over-the-counter medicalions and any vitlamins, minerals, supplemeants, and herbal remedies being used

Mane

=

Section F - About the Person Filling Oul This Form

Frimary? Yes
Reponer s Patiemt?
Title

Last namea

Middle Mama

Firsl name
Mumber/Sireet

Cily

StatelProvinca
Counlry UNITED STATES
ZIP or Posial coda
Talaphone numbar
Email address

Fax

Raporter Organization
Cepartment

Reporter Speciality
Today's dabe 11-Dec-2023

Chid you repor this problem fo the| Mo
company that makes the product
(the manufacturer/compounder)?

If you do MOT want your Yas

identily disclosed 1o the
manufacturer, pkease mark this
box (Confidentiality Requested):

Ganarated by: BYSTEM Generaied on: 12-Dweg-2023 083816 FPage 5ol 5
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AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona
|Basic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricgily FRouting
Owvemide Auto Calculation Rule Mo
FD& Received Date 13-Doc-2023 CTU Receved Date 13:-Doc-2023
CTU Trage Date CTU Data Enfry Date
Repord Type Spontaneous Repor Classification Dirug
Assign To Usar
Usar/Group
Conmis fo Depaiinont b COER (CDER-OSE-RSS-CTU@Hda hhs.gov) (E2B)

Case Prionly Dlirenct

| Contact

Case First Mame Last Mame Email Address Phane

R
¥ Be (b)(6) (b)e)

What kind of problem was 47
(Check all that apply}

E'H'w hiart of had & Do sich abicl (Calng Feee oF WOTBBNING 5FMcmE)
I:Il.h:dl produs] inoomec iy which could hanee or led fa a problem
Dmmw:mﬁmmmmnrmmu

I:Ihhdpmm;mnrmﬂu"g from one peodiuct makesr & anothes maker
Date the problem ocounred 28-Jul-2023

Senous Mo

Cid any of the following happen?
(Check all that apply)

Dwm-mnrmﬁudhn@r
Dm;mnmhnm:mm:rum
Dwurfnrmvm
I:IEHI'HHHHH

DLlFB-ﬂ‘I'Hm'Iﬂ

4.Tell us whatl happe appene ; = possible FDA may reach oul to you for
any addifional documn if ]
My 15 mondh old child was found 1o have elevated lead levels on lesting at her pediatrician’s office. Inilial lead level was 14 .4,

it has since been downtrénding, bul remains elevated. She consurmed Wana Bana Apple cinnamon products regularly during
the Spring of 2023 prior to this lest result.

|Felevant Test/Laboratory Dala

Tesi Mamea LEAD LEWVEL Test Data 28-Jul-2023
Test Result 14.4 Test Unit

Low Test Range High Test Range

hore Information Availabla?

Ganarated by: BYSTEM Generaied on: 153-Dae-2023 21 46.5F Fage 1cd4 5
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Felevant Test/Laboratory Dala

Tesl Mama LEAD LEVEL Tesl Date 05-Sep-2023
Tast Basult 114 Test Unif
Low Test Range High Test Range
heora Information Availabla?
Felevant Test/Laboratory Dala
Tast Mama LEAD LEVEL Test Date 30-Cht-2023
Test Result 71 Test Unif
Low Test Range High Test Range
heore Inforrmation Availablka?

Additional Comments

|Section B - Product Availability

Ch you s6ill hawve the product in Mo
casa wea nead to evaluala it?

Do you have a piclure of the Mo
product? {(check yes if you are
including a picture)

Section © - About the Products

Suspec Yies
Primary? Yas

Type Drug/Biologic
This repod is about FoodMedical food

Marme of the product as it WanaBana Apple Cinnamaon Fruit Puree
appears on the box, boltle,

or package (Include as many
NEMas a5 you Sea)

Mame of the company thal
makes (or compounds) the
product

Product Type(check all that
apply)

DW—Wr

I:Iﬂdln'lml.lﬂd by & Prclnvcity oF an Oulsourca) Facibly
Dm-i:

] siosimitar

Strenglh If Crthi

MOC numbar

Chd the problem stop after the
person reduced the dose or

sloppad taking or using iha
product?

Ganarated by: BYSTEM Generaied on: 153-Dae-2023 21 46.5F Fage 2 ¢4 5
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Did tha problem return if the
person started taking or using the
product again?

rug Therapy
Expiration date
Lot murnbar
Dosage Fom
Cuanitity If Oithiar
Frequency o
Hew was it taken of used i Othes

Drate the person first slared 01-Det-2022
taking or using the product
Date the person stopped laking | 30-Jun-2023
ar using tha product

Crate the person reduced dose of
ihe produc

Give besi estimale of duration

I= therapy still on-going?

|Why was the person using the product? (such as whal condition was it supposed 10 treat)

fear o

Returnsd (o Manufacturer On

I Saction D - About the Medical Device

Mame of medical device

Mame of the company that
makas the madical device

her identifying information {The model, catalog, lol, seral, or UDI number, and the expiration date, if you can

~ate them)

hodel Mumbsar
Catalog Mumber
Lod Mumbear
Senal Number
DD Mumbear
Expiration date

Was someone operaling the
medical device when the pro
ooccumed ?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)

Dwate the implant was pul in Date the implant was taken oul [
redevant)

Ganarated by: BYSTEM Generaied on: 153-Dae-2023 21 46.5F FPage 3cd 5
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|=ection E - About the Person Who Had the Problem

Parson's Initials Unspeacifiad
Sex Famaba
Gender Mol selecied
Please Spacify Other Gender
Age (specify unid of time for age]
Drate of Birth

Waight

Ethnicity (Choose only onae)
Race (Check all that apply)

D!mluﬂ:rl Indian or Alasks Nathwa
DHMHFMWDHHF‘M IslandnT

[ s
DWI‘HH

I:IEuﬂ.u'Ah:m.i.rMnc-un

IList known medical conditions (Such as diabeles, high blood pressure, cancer, heart disease, or others)

ease list all allergies (such as to drugs, foods, pollen or others)

IList any other imporant information aboul the person (such as smoking, pregnancy, alcohol use, etc.)

IList all current prescription medications and medical devices being used

List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

Section F - About the Person Filling Out This Form
Frimary? Yes
Reporer iz Patient?

Ganarated by: BYSTEM Generaied on: 153-Dae-2023 21 46.5F Fage 404 5



Receipt Mo: RCT-1187551 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-91539 | Depariment: CFSAN | RCT No.: RCT-1167551 | CTU Triage Date: 14-Dec-2023 | Tolal Pag

sl

Title

Weddbe Marie

Last name (D)(6)
)

First name

MumberiSireat

City

State/Provinos

Cauntry UNITED STATES

ZIP or Postal code

Telephone number

Emai address oE

Fax

Reporter Organization

Deparment

Reporer Spaciality

Today's date 13-Dec-2023

Dnd you report this problem o the| Mo
company that makes the product
(the manufacturercompounder)?

If you do NOT want your Yes
idantiy disclosed o the
manufacturer, pkeasa mark this
box (Confidentiality Requested):

Ganarated by: BYSTEM Generaied on: 153-Dae-2023 21 46.5F FPage 5ol 5



Receipt Mo: RCT-1185148 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-93065 | Depariment: CFSAN | RCT No.: RCT-11E8H4E | CTU Triage Date: 19-Dec-2023 | Tolal Pag
&5 5

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona
|Basic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricsity Rouline
Owvemide Auto Calculation Rule Mo
FD& Received Date 19:Doc-2023 CTU Receved Date 19-Doc-2023
CTU Trage Date CTU Data Enfry Date
Repord Type Spontaneous Repor Classification Dirug
Assign To Usar
Usar/Group
Conmis fo Depaiinont b COER (CDER-OSE-RSS-CTU@Hda hhs.gov) (E2B)

Case Prionly Dlirenct

Contact

Seaction A - About the Problem

What kind of problesn was 7

{Check all that apply) Bl vvore et or nac a tad side amoct gictiaaing renw or worsening sympsoms)

[ useaa product incames iy which could hune o led t a problem
Dmm:mﬁmumwnrmmu
Dmmuumuammurg from ane product maker B another maker
Crater the problem oocurmad 29-Sap-2023

Sanous Mo

Cid any of the following happen?

(Check all that apply) [ Hospieaizaion - amittod oe stayed longer

Eﬁmﬁﬂhﬁh 10 prevent permmarsnl aom

Desability or hoalth problem
Dﬂ'l'hdﬂ&l.‘-i
DLIM

I:lumf T OUS Impo

14 Tell us what happened and hi happened (Include as many details as possible FDA may reach out to you for
any additional documents if necessary)

Wy 2-1/2 yoar old son tested with lead level of 8.1 on 092%23. Ha had kean consuming the WanaBana Cinnamon

Applesauce pouches all summer long almost daily. He was refested on 11/8/723 and his lead level wenl down to a 7.6, He had
siopped consuming the WanaBana Applesavce mid August of 2023,

|Felevant Test/Laboratory Dala

Tesi Mamea WVEMUS BLOOD TEST Test Data 29-Sep-2023
Test Result 8.1 Test Unit

Low Test Range High Test Range

hore Information Availabla?

Ganarated by: BYSTEM Generaied on: 19-Dee-2023 151710 Fage 1cd4 5
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Felevant Test/Laboratory Dala

Test Mama VEMUE BLOOD TEST Test Date 06-Mow-2023
Tast Basult TE Test Unif

Low Test Range High Test Range

heora Information Availabla?

Additional Comments

| Section B - Product Availability

Do you sHIl have the product in | Mo
case we nead to evaluale it?
Do you have a picture of the Mo
product? (check yes if you are
including a picture)

I Saction O - About the Products

Suspect Y

Primany? fas

Type Drug/Biologic

This repor s about Foodidedical food

Mame of the product as it WanaBana Cinnaman Applesauce

appears on the box, bolile,

or package (Include as many

NEmas a5 you Sea)

Mame of the company thal WanaBana

makes (or compounds) the

product

Product Type{check all that [

apply) 0O ;

Cownpoursdad by & Prarmacy or an Oulourcrnd Fatilty

Dﬂ'ﬂfﬂlﬂ:
Daimfﬁm

Strength If Cither

MOG number

Ciid the problem stop after the Yies
person reducad the dose or
siopped taking or using the
product?

D the probdem neturm if the Doesnl Apply
person started taking or using the
product again?
ug Therapy

Expiration date 0 1-Moe-2023

Lod number Unknown

Dosage Fom
Cluantity If Oither

Ganarated by: BYSTEM Generaied on: 19-Dee-2023 151710 Fage 2 ¢4 5



Receipt Mo: RCT-1185148 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-93065 | Depariment: CFSAN | RCT No.: RCT-11E8H4E | CTU Triage Date: 19-Dec-2023 | Tolal Pag

-]
Frequancy If Other
How was it taken or used If Other
Date the person first slared 15-Mar-2023

taking or using the product
Crate the person stopped taking | 15-Aug-2023
ar using the product

Date the person reduced dosa of
I prosduct

Give best estimale of duration

Is therapy still on-going?
IWhy was the person using the product? (such as whal condition was it sug

Retumed {o Manufadurer On

action O - About the Medical Device

7

Mame of medical device

Mame of the company thal
makes the madical device
Diher ideniifying information { The model, catalog, lot, senal, or UDI number, and the expiration dale, if you can

locate them)

hode Mumbser
Catalog Mumbear
Lod Mumber
Senal Mumber
LIDDH Mumber
Expiration date

Was someone operaling the
medical device whan the pro
occurmed?

For implanted medical devices ONLY (such as pacemakers, breast implants, fc.)

Crate the implant was puf in Crate the mplant was taken oul (If
reshenrant)

Parson's Initials (hixe)

Sax Iake

Gender Cisgender man/boy
Please Specify Other Gender

Age (specify unit of time for age)

Date of Bih 016

Ganarated by: BYSTEM Generaied on: 19-Dee-2023 151710 FPage 3cd 5



Receipt Mo: RCT-1185148 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-93065 | Depariment: CFSAN | RCT No.: RCT-11E8H4E | CTU Triage Date: 19-Dec-2023 | Tolal Pag
&5 5

Waight 13.5 kg
Ethnicity (Choose only one) Mol Hspanic/Lating
Race {Check all that apply) D. s I o A

DH.‘IMH“-:H‘I.DI’ Other Pacdc slander
DM’N
EL’I‘HI&

Dmamm

IList known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Flease lisl all allergies (such as 1o drugs, foods, pollen or others)

|List any other important information about the person (such as smoking, pregnancy, alcohol usa, ele.)

Mia

List all current prescripiion medications and meadical devices baing used.

Mone

ist all owver-the-counter medications and any vitamins, minerals, supplements, and herbal remeadies being used.
Baking soda detox baths Epson salt delox bath Easy ready green gummie vilamins Following cdc guidelines for healthy diat if
alevated levels of lead

section F - About the Person Filling Out This Form
Primary? Yes

Feporer s Patiem?
Tiths

Last name

hMiddie Mame

First namse
Mumber/Sireet

City

State/Province

Ganarated by: BYSTEM Generaied on: 19-Dee-2023 151710 Fage 404 5



Receipt Mo: RCT-1185148 FOvA 35008 Form

GTU Mo.: FOA-CDER-CTU-2023-93066 | Depariment: CFSAN | RCT Mo RCT-116H4E | CTU Triage Date: 19-Dec-2023 | Total Pag
855

Couniry UNITED STATES

ZIF or Posial code

Talephone numbear

Email address

Fax

Reporer Organization

Department

Reporer Spaciality

Today's date 19-Dec-2023

Dvid vou repor this problem to the| Mo
company that makes the product
(the manufacturer'compounder)?

If you do MOT want your Mo
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Reagueasted):

Ganarated by: BYSTEM Generaied on: 19-Dag-2023 151710 Fage 5¢d 5



Receipt Mo: RCT-1162353
U Mo FLA-CDE R TIULG -t |
ee 5

FiDu& 35008 Form

Daparmenl CFSAN | RCT Mo BOT-1 THSE | CTL Tnogs Data; 87 -Nos- MRS | Tobst Fag

Date the person stopped taking
Date the persan reduced dose of
the product

20-Mov-2023

20-Mev-2023

Give bast estimate of duration

Is therapy still on-going?

Wiy W

as the perscn using the product? {such aa whal conditon was it supposed o treat)
Baby loves this babylood eat every feeding after breast mak

Retumead to Manufaciurer On

hame of medical device

Sachon D - About the Meadical Device

Mame of the company that
makes the medical devics

Ot
iocate them)

har idantifying information (The model, catalog, lot, senal, or UDI number, and the expiration date, if you can

Model Numbear
Catalog Nurmber
Lot Number

Sanal Number
LGOI Murmber

Expiration date

Was someona oparatng tha
medical device when the prablem
occumad

| For implanted medical devicas O

Diate the mplant was put in

MLY (such as pacemakers, breast implanis, etc.)

| Diate the implant was taken out (If
relevant)

vh

- About the Person ¥

aacton

o Had the r"r':'t'IE'm

Parsan's Initiaks ENE)
Senx Male
Gender Mot selected
Age (specify unit of ima for aga)
Date of Birth (b¥6y
| Weight 6.75 kg
Ethnicity (Choose anly one) Mot HispanseiLating
Race (Check all that apply) DM‘HH:H]IMH‘:HMHI‘M
Dlulu!hwimmfﬂhn Padiic lsiander

Generaied by SYSTEM

Ceneraied o 25-Moy- 0 144523 Page 3od &




Receipt Mo: RCT-1162353 FDA& 35008 Form
CIU Mo PO RO T L0 e | Do msen | CFSAM | RET Mo BET-1 182050 | CTU I'noga ada; £ F-Nos- MRS | Tobst Fag
L

List known medical conditions (Such as diabeles, high blood pressure, cancer, heart diseass, or othars)

I Please st all allergies (such as to drugs, foods, pollen of others)

3 amoking, pregnancy, alcohol use, alc.)

Lest all currant prescripbon madicabons and madical devices baing used

Amoicillin 400mg Poly-vitamin'w iron solution

st all over-ihe-counter medications and any witaming, minerals, supplements, and harbal ram s baing used

1 - About the Person Filbing Out This Form
Primary? Yes
Reporter i= Patent?
Title
Last name
Middle Mamea
First name
MNumbar/Straat
City
State/Provinoe
Country UNITED STATES
ZIF or Fostal code il \ /4

Talephone nurmber
Email addrass

Generaied by SYSTEM Genermied cn; Eh-Pov- A2 194522 Fagedof b



Feceipt Mo: FCT-1 182353 FiDwa 35008 Form
£TU Mo | FOW-COER-CTU-2023-86454 | Dopatment CFSAM | ACT Mo - RCT-11823493 | OTU Trage Dete; 27-Mow-2023 | Total Pag
&8 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 25-Kow-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 25-Mov- 2028 144527 Pago §od §



Receipt Mo RCT-1182791 FDA 35008 Form
CIU Mo FLA-CIER-CTU- LS00 10 | Deparmenl CFSAMN | RGT Mo BOT-1 TSS9 | ST Tnoge Data; JB-Nos- MEDS | Tobsd Fag
L

Al dates displyed in e repon are o ESTICT D500} e moene

Basic Details

Company Unii CDER-CTU Driginating Accown FAERS
| Source Medium MWO {Drug) Source Form Type | E2B XML 35008
Priarity Routine
Override Aute Calculation Rule Mo
FDA Received Date 27-Mov-2023 | CTU Received Date | 27.-Now-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification Drug
Assign To User
UsariGroup
Farward 1o Departrment E

Contact

Efﬂml::lm“‘““ %::hmwhuammm[hmmhmm]
a peoduct incomectly which could have of led 1o a protlem
Dm;mmmmﬂﬂl product
Haxd probiems after switching from one prodiact makes o anather maker
Date the problem occurred 13-Nov-2023
Serious s
Did of the fodlowi n?
mh:twﬂmil ipp*ﬂnﬂ happe E.M-Mu:mm
Fisguired help b preven permanent haim
[ [P —
Dmm
| [Y—
Cloesn
Eﬂh"ﬂ medical inciden{Piease Descrbe Bl
— e =
incident|Please Describe Below)
appanad : i happaned (Inciude as many details as possible FUA may reach out to you for
documents if ary)

My 20 month old son had a Wanabana cinnamon applesauce pouch on 1111372023, | didnt see the recall until the next day
o the pews, [Dwas pufchased back n Seplamber by my molber-in-die, possibly frarm Targed. He may have had bes sinos
they typically come in packs of threa and my sister-inlaw said she may have been given one for her baby. My son had a lead
bhood test on 111672023 and the results were 2.1 ugidl. He had a lead blood test 5 months earlier on 060172023 which was.
=1.0 wgidl. We dont have the product. We have a picture of him eating the pouch bt it's not clear encugh to make out the ot |
number or axp daie,

| Relevant TestLaboratory Data

Tast Name LEAD, WHOLE BLOOD Test Date 01-Jun-2023
Test Result =1.0 Test Linit MICROGRAMS PER DEC)|
ILITRE '

Generaied by SYSTEM Ceneraied o 27-Moy- 0 184530 Page Tod &



Receipt No: RET-1 182791

CTU Mo FOA-COER-CTLU-2022-86810 | Departmanl: CREAM | ROT Mo

FiOvA 35008 Form
ACT-1182751 | CTU Triage Date; 28-Mow-2023 | Total Pag

ek 5§
Lovwr Tast Range High Test Range
Maora Infermation Availabla?
Relevant TestiLaboratory Data
Tasi Nami LEAD, WHOLE BLOCQD Test Dada 18-May-2023
Tesi Rasul 21 Test Unit MICROGRAMS PER DEC
ILITRE
Lows Test Rangs High Test Range

More Information Available?

Additional Comments

Saclion B - Product Availability

Do you still have the prodwect in | No
case we need to evaluats 07

D you haws a pichune of the Ko
product? (check yas il you ane
including & pletune)

sachon O - Aboul the Products

product again?

Drug Therapy

Primary? WS
Typa Drug/Biologic
This report ts aboul FoodMsedical food
Marme of the product as it Wananana Apple Cinnamon Fruil Pures
appears on the boo botlle,
or package {Include as many
NAMES A% ou See)
Mame of the company that Wanabana
makies (o compounds) tha
product
F'rnd;ut Typaicheck sl tha DG*_MMI
aprly Coompoimaed by @ Pharmacy of an Cutsowsng Faciliy
Lienanc
| —— (| Cloosmas :
Slrength If Oaher
WD membar
Cid the probéem slop after the
piErson maeced i dose or
stopped Laking or using tha
product?
Diid ihe problam ratum if the
person slafed taking of usang

Generaled by. SYSTEM

Generaled on: 2T -Mov- 2028 18:45:30

Paga 2od b



Receipt Mo RCT-1182791 FDA 35008 Form
CIU Mo FLA-CIER-CTU- LS00 10 | Deparmenl CFSAMN | RGT Mo BOT-1 TSS9 | ST Tnoge Data; JB-Nos- MEDS | Tobsd Fag
L

Lot nurriber

‘Dosage Farm
Frequency | If Other
How was if taken or used ¥ Other

Diate the persan firs! stared
taking or using the product
Diate the person stopeed taking
of using the product =
Date the parson meduced dose of
the product

Giva bast estimate of duration

Is therapy still cn-going?

hy was the parscn using thea product? (such as what condrbon was it supposed o raat)

Ratumad o Manutactuner On

Sacton [ - About the Medical Devica

Hame of medical devica

Mame of the company that
makes the medical devies

Jther identifying infermabon (The model, catalog, lol, senal, or UDI number, and the expiration date,
scate them)

Modal Mumbar
Cataksg Nurnber
Sarnial Number

LoDl Mumber
Was lﬂ!'l';ll:ﬂl oparatng the
maedical device when the problem
ecouwmad?

For implanted medical dewvices ONLY (such as pacemakers, breast implants, alc.)

Diate the Fmplant was put in Crate the implant was taken out (i
relevant)

Eu-'_ tion E - Abo ut _rl'-r-_- F_-'El_-;:-:n:'. '_."-.-'h-:n H:':-.'J_ the F'rr:nl_:-l-:—l'r'-

Generaied by SYSTEM Ceneraied o 27-Moy- 0 184530 Page 3od &



Receipt Mo RCT-1182781

FiDu& 35008 Form

CIU Mo FLA-CIER-CTU- LS00 10 | Deparmenl CFSAMN | RGT Mo BOT-1 TSS9 | ST Tnoge Data; JB-Nos- MEDS | Tobsd Fag

L

Flease Specily Other Gender

Race (Chack all that apply)

A.g-l-[npudl'y unit of time for age) Eﬂhhnlh[i] I
Date of Birth

Weight

Ethnicity (Choose only one) Mot Hispanse/Lating '

izt known medical condriicna {Such as diabeles, high blood pressure, cancer, heart diseasse, or others)

ieasa st all allerges {such as to drugs, foods, pollen or othars)

st any othar important informabion about the pergon (Buch as amoking, pregnancy, alcohol usa,

List all current prescriphon medicaticns and medical devices being

List all over-the-countar madications and any vitamina, minerals, supplements, and herbal remedias being used

Ceneraied o 27-Moy- 0 184530 Pagedof b



Receipt Me: RCT-1182731 FDA& 35008 Form
€T KMo, FOA-COER-CTU- 27380810 | Deparimant  CFSAM | RET Moo RET-1187791 | ©TU Tnogs Date: 26-How- 20073 | Tobs! Pag
[

umbern Streat

City

Sate/Province

Courtry UINITED STAT

ZIP or Postal code

Telaphone number

Email address

Fax

Generaied by SYSTEM Genermied cn; ZT-Mov- 023 184530 Fage God &



Receipt No: RCT-11E3168

FiDu& 35008 Form

CTU Mo, FOA-COER-CTU- 2387 188 | Daparmenl CFSAN | RCT Mo BOT-1THITEE | S0 Tnoge Dada; S6-Nos- MRS | Tobst Fag

L

Al dates displyed in e repon are o ESTICT D500} e moene

Basic Details

Company Unii CDER-CTU Originating Accound | FAERS
| Source Medium MWO {Drug) Source Form Type | E2B XML 35008
Priarity Routine
Overide Auto Calculation Rule No
FDA Received Date 28-Mov-2023 | CTU Received Date | 2B-Now-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification | Drug
Assign To User
UsariGroup
Forward I Dapartment " B coer (coER-0sE-RSS-CTU@da hhs.gov) (E28B)
Case Pricrity Direct

About tha Problem

Secton A -

ta if

My son's lead level is elevated after he

E‘;“:me“? Emmﬂm:mmmmﬂqmmmﬂum
0 isct  prouct incomecty which coukd have o ed fo:a peotlem
Dm-mmﬂtmﬂrﬂﬂtﬂm

Haed prokiems afer swichiee Hom one: (e maker o anoies maksr

Diate the problem cocuwmead 28-Mowv-2023

Sanous Yos

Eﬂ:ﬁtmﬁn happan? EWm::';Tawﬁ:

[ R ———
Dﬂhhddﬂ:t
Dl'ﬂl-ﬂ“m
Dieath
A other sertoumamportant medicat IncideniPlease Describe Betow)
Other seriousiimportant medical
incident{Please Describe Below)

happenad (lnclude as many detsils as p ble FDA may reach out to vou for

consumed the cinnamon applesauce pouches from WanaBana,

Relsvant Test'Laboratory Data

Tasi Name LEAD TEST Test Date 28-Mov-2023
Tesi Result a.0 Test Unit MICROGRAMS PER DEC
ILITRE
Generaied by SYSTEM Ceneraied o F8-Moy-J0E MH1h3 Page Tod &




Recenpt Mo: RET-11683168 FDw 35008 Form

CTU Mo FOA-COER-CTU-2023-87 189 | Department CFSAMN | HOT Mo- RCT-1182168 | GTU Trage Dete; 29-Now-2073 | Total Pag
oe 5

Lovwr Tast Range 4] High Test Range a5

Mo Infermation Availabla?

Additicnal Comments

sachon B - Product Availability
Do you still have the produect in - | Mo
case we need 1o avaluale 17
Do you have a pictune of e Mo
product? (chack yas if ywou are

iru:lud-ing a Eicllmall
Section C - About the Products
Suspec fas
Prmary? Yos
Type DrugBiologic
This report is aboul Foodtiedical food
Mame of the product as it WanaBana cinnamon applesauce pouches
appears on the bow, botile,

of package (Include &3 many
NEMEs a8 you sea)

MWarme of the compary that
ks (or compounids) iha
product

Product Typa(chack all thal
apply)

L__Ef_'l-.-u-lhu-c‘mwr
D'.‘.'mhp-ui..-r'dud by a Pharmacy of an Cutsouwting Facilty

Dﬁm-r:

D'EHH-ITHIT

Sirength If Daher
NOC membear

Chid thar protbem stop after the
person reduced the dose or

stopped taking or using tha
product?

Did the peoblern retunm i e
person staned taking or uskng
ain?

Expiration date
Lol mumbear
Cozage Form
Ciusantity if Cher
Fr&qw_'r;:r i Other
Henw wias 0 iaken or used I Cher

Crate thy person first staried 01 -Jan-20F3
laking or using the produc

Generaled by,  SYSTEM Generaled on: 28-Mov- 2028 W62 Paga 2od b



Receipt Mo: RCT-1163168 FDA& 35008 Form
CTU Mo, FOACOER-CTU-X23-87 105 | Depardmant CFSAMN | RCT Mo - RET-1183188 | CTU I'nogas ada; S6-Now- MED | Tobst Fag
L

Date the person stopped taking | 01-0e1-2023
Date the persan reduced dose of
the product

Give bast estimate of duration

Is therapy still on-going?

as the perscn using the product? {such aa whal conditon was it supposed o treat)

Retumead to Manufaciurer On

Sachon D - About the Meadical Device

Hame of medical device
Mame of the company that
makes the medical devics
Other identifying infermation (The model, catalog, lot, senal, or UDI number, and the expiration date, if you can
locate them)

| DMLY (such as pacemakers, breast implanis, etc.)
Date the implant was put in | Date the implant was taken out (If |
relevant)

Age [spacify unit of tma for age)

Date of Birth (b)e)
| Weight |a8kg

Ethnicity (Choose only one) | Mot HispaniciLating

Dlﬂu!-h#.ﬂmmfﬂ}ul?ildtm

Generaied by SYSTEM Ceneraied o F8-Moy-J0E MH1h3 Page 3od &



Receipt Mo RCT-1163168 FDA& 35008 Form
CTU Mo, FOA-COER-CTU-X23-87 188 | Hapuarimsen] CFSAM | RET Mo BCT-1182168 | CTU I'nogas ada; S6-Now- MED | Tobst Fag
L

List known medical conditions (Such as diabeles, high blood pressure, cancer, heart diseass, or othars)

I Please st all allergies (such as to drugs, foods, pollen of others)

3 amoking, pregnancy, alcohol use, alc.)

Lest all currant prescripbon madicabons and madical devices baing used

st all over-ihe-counter medications and any witaming, minerals, supplements, and harbal ram s baing used

1 - About the Person Filbing Out This Form
Primary? Yes
Reporter i= Patent?
Title
Last name
Middle Mamea
First name
MNumbar/Straat
City
State/Provinoe
Country
ZIP or Pestal coda

Talephone nurmber
Email addrass

Generaied by SYSTEM Genermied cn; E-Pov- A M523 Fagedof b



Receipt Mo: RCT-1183168 FDA 35008 Form
©TU Mo | FOW-COER-CTLU-2023-871849 | Dopatment: CFSAN | ACT Mo - RCT-1183158 | CTU Thage Date; 25-Mowv-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 28-How-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 28-Mov- 2028 W62 Pago §od §



Receipt No: RCT-11E83250

FiDu& 35008 Form

CTU Mo FOA-COER-CTU-X23-87000 | Depariment  CFSAN | RET Mo BCT-1183240 | CTU Trogae [ata; 26-How- 2003 | Toka! Pag

L

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unii CDER-CTU Originating Accound | FAERS
Source Medium MW (Drug) Source Form Type | E2B XML 35008
Priarity Routine

Crvamide Aute Calculation Rule Mo

FDA Received Date 29-Nov-2023 | CTU Received Date | 28-New-2023
CTU Triage Date CTU Data Entry Date ;

Report Type Spontaneous Raport Classification i Drug

Assign To Usar

UsariGroup

Forward I Dapartment " B coer (coER-0sE-RSS-CTU@da hhs.gov) (E28B)

Casa Promty Direct

Firsl Mame

Section A

- Blaul the Pr

What kind of problem was it?

Tell us what happened and |
any add tional -Jl:-l_l. ments if r"

{Check all that apply} %mm’mammmﬁmmmmm
Used a product incomectly which could have or led 10.a goblem
[ bsotcect a prctiem waththe quaity of the peoduct
]t prisioms atisr suicting troem ors prestiacs ke s s makr
Date the problem occurred M -Mov-2023
Senous Ma
Eﬂ:ﬁwgﬁumﬁ 7| Dl vospratzation - agmite x siayed onges

Ay |

Daughter consumed a recallad pmdu:l: and lead was found in her blood - lavel 7.

EMH“MMM
Dmnmm
Dmdﬁhﬂ

: pi medical inchdend|Please Desorbe Below] |
i hap.mr'u:l {Inciude aa many datails as poasible FOA may reach out to you for

Relevant Test'Laboratory Data

Tast Mama PEDIATRIC LEAD SCREE | Test Date 01-Mov-2023
MING
Tasi Result T Tast LUnit GRAMS PFER DECILITER |
Low Test Range i] High Test Rangs 34
Mﬂm Irferrmation Aﬂlllbll?
feneraied by: SYSTEM Ceneraied o FH-Rov- P03 10015:30 Page 1od



Recenpt Mo: RET-1 183250 FDw 35008 Form
£TU Mo ! FOM-CDER-CTU-2023-87260 | Dopariment CFEAM | ACT Mo~ RCT-1183250 | CTU Trage Date; 25-Mow-2023 | Total Pag
oL §

Section B - Product Availability

Do you still have the prodect in | No

case we need fo evaluaie i?
O you have a piciure of the Mo
product? (chock yos if you are
including a picturng)
Section C - Abaut the Products
Suspec Yas
Primary® fas
Type DrugBiologic
This report is aboul FoodMedical food
Mame of the product as it Appla Cinnamon Pures
appars on thi bow, bottle,
or package {(Include as many
NEMEE B8 WU 588)
Marne of the comparny tha WanaBana
makes (or compounds) The
product
Product Type(chack all thal Euw.rm.n:mr
apply) 0]
Compsunded by & Phamacy o an Culsourcing Facity
Dﬁﬂnﬂi&
Dumrr.ur
Strangth | 1 Other
NDC memibear
Oid the problem siop after the Mo
person reduced the dose or
stopped taking or using tha
product?
Did the probbern ratum (f e Doesn't Apply
slaried taking or using tha
t again?

Jruf Therapy

Expiralion dala
Lot mumber
Dosage Form
Chuaniity If Cher
Frequency Diaily i Oaher
Hemw wias i fakan of Lsed Oval  Cabar

Drabes e person firs] staned
laking o using the product

Crate the parson stopped taking
oF uging e product

Crate the person reduced dose of
thi product

Generaled by,  SYSTEM Generaled on: Zh-Mov- 2028 10016:30 Paga 2od b



Receipt Mo: RCT-1183250 FDA& 35008 Form
CTU Mo, FOA-COER-CTU-XI23-872680 | Daparment CFSAN | RCT Mo BOT-1 THS0 | CTL Tnoge Dada; S6-Nos- MRS | Tobst Fag
L

Give best estimate of duration 2 Manth
|s therapy still on-going?
Ty wWas the parson using the |:'-r-:_1r_:|.|-:_'.|_"' ISeh as whal condilzon Wwas il % |_|;:||::-r_:-.~'_a|;:-::1 I tresath

Transition o sclid foods

Ratwmad to Manufacturer On

sSachon U - About the Madical Devica

Mame of medical device
Hame cof the company that
makes (he medical devica
Jihesr r,|i:;r'|||.",'|'1-;j information (The model cala og lat. sanal, or UDI number. and tha expiration date if Wi A
IoC thiam)

Modal Numbar

Catalog Murnber

Lot Wumber

Zavial Murmber

LDDI Murmber

Expiration date

Was someone operating the
medical device when the problem
ocoumad T

For implanted medical devices ONLY (such as pacemakers, breast implanis, etc,)

Date the implant was put in Duate the implant was taken out (If
relevanty

Section E - About the Parson Who Had the Prablam

Parson's Initials ]
Sax Femala

Gander Cisgandar worman.girl
Flease Specify Other Gender
Age (specily unit of ime for age)
Date of Birth (bX6)
Waight 3 kg

Ethnicity (Choose anly one) Mot HisgansciLating
‘Race (Check all thatagely) | [],

Dﬁnﬂhﬂihﬂmumm
DHHHHH#FWU Pacific lslander

Dnssn

Generaied by SYSTEM Ceneraied o oMoy 03 10015:30 Page 3od &



Receipt Mo: RCT-1183250 FDA 35008 Form
CTU Mo, FOA-COER-CTU-XI23-872680 | Hapuarimsen] CFSAM | RET Mo RCT-118320 | ST I'nogas ada; S6-Now- MED | Tobst Fag
L

Sickbe cell trait

s, pollen or others)

st any othar important information about the parson (suc

urrant prescrnpbon medicatons and madical devicas baimng used

L= i) Iy

i8l 8l over-ine-countar madications and any vilaming, minaraila, si

Prmary? Yas

et

—

Email address

Reporter Organization

Generaied by SYSTEM Genermied cn; Moy A3 11530 Fagedof b



Recenpt Mo: RET-1 183250 FDw 35008 Form
©TU Mo | FOW-COER-CTU-2023-87260 | Dopatment: CFSAN | ACT Mo - RCT-1183250 | CTU Thage Date; 25-Mowv-2023 | Total Pag
on 5

Dapartment

Repaorer Specality

Today's dabe 29Mow- 2023

Chid you repor this problem o the| Mo
company that makes the product
(he manufacluren compodnden )T

If wou do MOT wanl your Mo
identity disclosed to the
manufachurer, plaase mark this
box (Confidentialily Feguesbad):

Generaled by,  SYSTEM Generaled on: Zh-Mov- 2028 10016:30 Pago §od §



Receipt Mo: RCT-11B3358 FDA& 35008 Form
CTU Mo, FOA-COER-CTU-XI23-87358 | Daparimant CFSAN | RCT Mo BCT-1 THIASE | CTL Tnoge et S6-Nos- MRS | Tobs Fag
L

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unii CDER-CTU Originating Accound | FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Priarity Routine

Crvamide Aute Calculation Rule Mo

FOA Received Dats 29-Nov-2023 CTU Received Date | 29-Now-2023
CTU Triage Date CTU Data Entry Date ;

Report Type Spontanaous Report Classification | Drug

Assign To Usar

UsariGroup

Forward I Dapartment " B coer (coER-0sE-RSS-CTU@da hhs.gov) (E28B)

Casa Promty Direct

First Name

Sechon & - About the Problam

{‘E:E::.::Imw“m E'ﬂﬁerﬂmahﬂ:wﬂtmmﬂﬂqumm
DM-MMMMMEﬁMum
Dm:mmmmﬂmnm

I _.___..m.vﬂammmmﬂmmmmmm

Ditlﬂnpfcﬁﬂmm 06-Mov-2023

Sanous Mo

{%ﬂ;ﬂiﬁtmﬂﬂ mape Em asmitied or stayed longer

Presquired help bo prevem permanend barm
Disatility o healh probleen
Birth dedect
DLHHI'-'ﬂhh'lll'q
[E

Tell us what ki Fi{adal-Ta -2 d arvel Benas il H."l||:'1-:‘.-r'|_-e-:'] {Include as ARy dalails as p Bla FDA may reach ouf fo you fir

v additional documents if necessary)

My son consumed WanaBana Cinnamon Applesauce pouches prior to the recall. After recall notice was released, l=ad bloed
tesi was performed and result was elevated. Cnly known exposure was the recalled pouches. Plan fo retest (via venipuncture, |
not capillary) at beginning of January 2024 to evaluate if lavel is still elevated.

Relavant Tesatlaboratory Data

Tnu.t l'-.llrru IJEAD EAF'ILLAR\" Test DII-E ﬂE—Hw—EﬂEEI

Tast Result 11 Tast Linit MICROGRAMS PER DEC|
ILITRE

Low Test Range ] High Test Range 3

Generaied by SYSTEM Ceneraied o FE-Moy- 03 151527 Page Tod &



Recenpt Mo: BET-1 1683358

CTU Mo FOA-COER-CTLU-2023-B7358 | Daparmen CFSAM | ROT No

ot 5

FiDwa 35008 Form
ACT-1183358 | CTU Trage Date; 25-Mow-2023 | Total Pag

Muore Information Avallabla?

Additional Comments

Saction B - Product Availability

O you still have the prodectin | Mo
e wi nived to eviarluate 17
Do you have a pictune al the Mo
product? (chack yas if you are
intluding a piciuna)
Saction C - About the Producls
Buspec] Yas
Primary 7 Yes
Type CrugBialogic
This report is aboul FoodMedical food
MHame of the product as it ‘WanaBana Apple Cinnamon Fruit Pures
appears on the box, botlla,
or package (Inchde &S many
NAmes as you )
MName of the company ihat WanaBana
makis {or compounds) tha
product
Product Typa(chack all thad D'::lw-rhn-';‘d--'.-re-
apphy) 0]
Compounded by a Phamacy or an Culsowoing Facilty
DGHMH:-
Bigsirmiar
Slrength if Daher
MNDC mambear
Did the problem slop after the
person reduced he dose or
stopped taking or using tha

Dicl the probiern retunm if the

Expiraticn date

person staned taking of using
product again? ‘

Lol mumber

Dosage Fonm

Chuanlity

i Ciher

Frequency

I Chr

Hiow wils il Bakogn oF L

Ol I Oty

Crate the parson first stared
Taking or wing fhe produc

01-Aug-2023

Crate the parson stopped taking
or using the product

29-0cl-2023

Generaled by. SYSTEM

Generaled on: Zh-Mov-202E 15016:27

Paga 2od b




Receipt Mo: RCT-11B3358
CTU Mo, FOA-COER-CTU-XI23-87358 |
L

FiDu& 35008 Form
Daparimant CFSAN | RCT Mo BCT-1 THIASE | CTL Tnoge et S6-Nos- MRS | Tobs Fag

Date the person reduced dose of
M peceied,

Give best estimate of duration
Is therapy still on-going?

My Was the parson using the |:'-|-::J|_:|.|-:_'.I_"' (SEh as whal condreon Wwas il ::|.|_|;:||::-|::-.='_a|;e-::| I tresath

Ratumed to Manufacturaer On

Mama of madical davice

n O - About the Madical Device

locate them)

rwodel, catalog, lot, senal, or

and the expiration date, if vou can

Modal Numbar

Catalog Number

Lot Mumber

LoD Mumber

Expiration date
Was someone operating the
medical device when the problem

For implantad medical devicas O
Date the implant was put in

™MLY (such as pacemakers, breast implanis, atc. )
Date the implant was taken out (If

| relevant)

1o Had the Froblam

Please Spacify Other Gender

Age (specify unit of tme for age)

Date of Birth

Waight

10.35 kg

Ethnicity (Choose only one)

Mot Hispanic/ating

Race (Check all that apply)

D%mhﬂmhﬂﬂhﬂm
me.ruuumuum

Generaied by SYSTEM

[

Ceneraied on: Fo-MNow- 3 151527

Page 3od &




Receipt Mo: RCT-1163358 FDA& 35008 Form
CTU Mo, FOA-COER-CTU-XI23-87358 | Hapuarimsen] CFSAM | RET Mo BET-1182258 | CTU I'nogas ada; S6-Now- MED | Tobst Fag
L

EA e

Dmn#mr;m

Lest known medical condiions {(Such as diabates, high blood pressure, cancear, heart diseasa, or othars)

pollen or othars)

List any other important information about the parson (such as emoking, pregnancy, alcohol use, alc.}

List all current prescription medicaticns and medical device

1 - About the Person Filbing Out This Form
Primary? Yes
Reporter i= Patent?
Title
Last name
Middle Mamea
First name
MNumbar/Straat
City
State/Provinoe
Country
ZIP or Pestal coda

Talephone nurmber
Email addrass

UNITED STATES

Generaied by SYSTEM Genermied cn; oy A 181527 Fagedof b



Receipt Mo: FCT-1 183358 FiDwa 35008 Form
£TU Mo | FOW-COER-CTU-2023-87356 | Dopatment: CFEAM | ACT Mo - RCT-1183358 | OTU Trage Dete; 25-Mow-2023 | Total Pag
&8 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 28-Row-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: Zh-Mov- 2023 1501627 Pago §od §



Receipt Mo: RCT-1163426 FDA& 35008 Form
CIU Mo FOA-CLER-CTU-AL-H A5 | Dapanimenl COF S8 | RGT Mo BO-1 TH3E | CTL Tnoge Dasa: 30-Noe- MED | Tobst Fag
ee 5

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unii CDER-CTU Originating Accound | FAERS
| Saurce Medium MWO {Drug| Source Form Type | E28 XML 35008
Priarity Routine
Overmide Auto Calculation Rule | Mo
FDA Received Date 29-Mov-2023 | CTU Received Date | 28-Now-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification | Drug
Assign To User
UsariGroup
Forward I Dapartment " B coer (coER-0sE-RSS-CTU@da hhs.gov) (E28B)
Cass Pricrity Direct

First Name

Sechon & - About the Problam

What kind of problem was it?

{ﬂhlﬂ:ﬂ'ﬂ'l-lllpplﬂ DW&MEM:M&MM&NMM
DM-MMMMMEﬁMum
Dm:mmmmﬂmnm

I _______D_En_mmmtmwmmmmm

D:I:lﬂupmﬁuﬂmeﬁ 0 -Mhowv-2023

Senous ez

Did any of the following happan?

{Chack all that apply} Elisonpratzation aamite e sapos onges
Dﬂrqﬁmhebmmmhm

Distility o hiath probbesn

Hirth detact
DLHE—H‘-'HIHII'-]

Dieathy
Emwmmmm&m;

Other seriousfimportant medical

mrdlnﬂFhiHDﬂ:thahﬂ

Tell us -.".|'E1 happamnad :-r':l it happaned {Include as many delails as posaible FDA may reach oul to you for

iy addiional documents if necessary)

Hyzrw#ﬂhtﬁan:hm%mmﬂuwrﬂmmmemmm and had an

elevated blood lead bevel of 8.7 on November 7. At his 2 year old sereensng in March his was <, pouches wangs

purchased and consumed in July, August and Septernber. He did not have any of that brand of pouch in Octobar.

Relevan T Data

aatl abarator 1y

Tast Nama BLOOD LEAD LEVEL Tast Date | 03-Mov-2023

Tast Result 6.7 Test Lnit I GRAMS PER DECILITER |

Generaied by SYSTEM Ceneraied o oMoy F0E 104520 Page Tod &



Recenpt Mo: RET-1 163426 FDw 35008 Form
£TU Mo ! FOM-CDER-CTU-2023-874%1 | Dopariment CFEAM | ACT Mo~ RCT-1183428 | CTU Trage Date; 30-Mow-2023 | Total Pag
oL §

Lovwr Tast Range High Test Range

Mo Infermation Availabla?

Additicnal Comments

sachon B - Product Availability
Do you still have the produect in - | Mo
case we need 1o avaluale 17
Do you have a pictune of e Mo
product? (chack yas if ywou are

iru:lud-ing a Eicllmall
Section C - About the Products
Suspec fas
Prmary? Yos
Type DrugBiologic
This report is aboul Foodtiedical food
Mame of the product as it Cinnamon applesauce
appears on the bow, botile,

of package (Include &3 many
NAMEE 855 YU s8a)

MWarme of the compary that WaraBana
ks (or compounids) iha
product

Product Typa(chack all thal
apply)

L__Ef_'l-.-u-lhu-c‘mwr
D'.‘.'mhp-ui..-r'dud by a Pharmacy of an Cutsouwting Facilty

Dﬁm-r:

D'EHH-ITHIT

Sirength If Daher
NOC membear

Chid thar protbem stop after the
person reduced the dose or

stopped taking or using tha
product?

Did the peoblern retunm i e
person staned taking or uskng
ain?

Expiration date
Lol mumbear
Cozage Form
Ciusantity if Cher
Fr&qw_'r;:r i Other
Henw wias 0 iaken or used I Cher

Crate thy person first staried 11 -dual-20E 3
laking or using the produc

Generaled by,  SYSTEM Generaled on: Zh-Mov- 2028 16:45:25 Paga 2od b



Receipt Mo: RCT-1163426 FDA& 35008 Form
CIU Mo FOA-CLER-CTU-AL-H A5 | Dapanimenl COF S8 | RGT Mo BO-1 TH3E | CTL Tnoge Dasa: 30-Noe- MED | Tobst Fag
ee 5

Date the person stopped taking | 28-Sep-2023
Date the persan reduced dose of
the product

Give bast estimate of duration

Is therapy still on-going?

Why was the parson uaing the product? {such as what conditcn was # supposed o treat)

Retumead to Manufaciurer On

Sachon D - About the Meadical Device

hame of medical device
Mame of the company that
makes the medical devics

Other identifying infermation (The model, catalog, lot, senal, or UDI number, and the expiration date, if you can
| —_—
locate them)

Medel Number
Catalog Number

Lot Number

Sarial Nurmber

'UDDI Number

Expiraticn date

Was someona oparatng tha

madical device when the problesm
accurmad

|For implanted medical devices OMLY (such as pacemakers, breast implanis, atc.)

Date the implant was put in | Diate the implant was taken out (If
relevant)

Sechon E - About the Person Who Had the Problem
Parsan's Initiaks FEENE)

Age (spaecify unit of time for aga)

Oate o B ®)XE)

Weight 13.5 kg
Ethnicity (Chaase only one) Mot HispanseiLating
Race (Check all that apply)

DMIMHMW
D“ﬁ!!hﬁ'ﬂlﬂﬂﬂ“ﬂ Padfic iskander

Generaied by SYSTEM Ceneraied o oMoy F0E 104520 Page 3od &



Receipt Mo: RCT-1163426 FDA 35008 Form
CIU Mo FOA-CIE RO TU LR TS | gl CFSAM | RET Mo BET-118M2 | CTU I'nogs ada 30-Noe- MED | Tohst Fag
L

List known medical conditions (Such as diabeles, high blood pressure, cancer, heart diseass, or othars)

I Please st all allergies (such as to drugs, foods, pollen of others)

3 amoking, pregnancy, alcohol use, alc.)

Lest all currant prescripbon madicabons and madical devices baing used

st all over-ihe-counter medications and any witaming, minerals, supplements, and harbal ram s baing used

Dl This Farm

Wi = = Abaul the Parsan =il Mg

Primary? Yoz

Reporter i= Patent?
Title

Lastname (b)8)

Middie Mame

First name
Numbar/Straat
City
Stata/Province
Country

ZIP or Postal coda

Talephone nurmber
Email addrass

UNITED STATES

Generaied by SYSTEM Genermied cn; Moy A2 164520 Fagedof b



Receipt Mo: RCT-1183428 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-87451 | Dopament: CFSAN | ACT Mo - RCT-1183428 | CTU Thage Date; 30-Mow-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 28-Row-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: Zh-Mov- 2028 16:45:25 Pago §od §



Receipt No: RCT-11E3446

FiDu& 35008 Form

CIU Mo FLA-CIER-CTU- L -H A0 | Daparimenl O SAN | RGT Mo BO-1 TH34E | CTL Tnoge Data 30-NRoe- MED | Tobs Fag

L

Al dates displyed in e repon are o ESTICT D500} e moene

Basic Details

Company Unii CDER-CTU Criginating Accound FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pririty Routing

Cvemide Auto Calculation Rule Mo

FDA Received Date 28-Nov-2023 | CTU Received Date | 28-Now-2023
CTU Triage Date CTU Data Entry Date |

Report Type Spontaneous Raport Classification Drug

Assign To Usar

UsariGroup

Forward I Dapartment | BAcoer (coer-0se-RSS-CTU@da hhs.gov) (E28)

Case Pricrity Direct

Contact

What kind of problem was it?

{Cheek ail that apply) Ememmam:umm:mwumqwmm:mmm
Dlheduﬂndtﬂimru:lrﬁidﬁmﬂhamulﬁhlm
Dw;wmmMﬂd‘nnm
DMMMMMWMMHMWM

Date the problem ccourmed 24-0c4-2023

gﬂgmm}mmﬂ Emﬂ:ﬂm-mﬁmm

Fogained el 1o preseent permanent haims
D[kﬂ:fﬂ'l'm:m:ﬂﬂﬂ
DMM
Dm-wmw
Cloean
Emmmmmm&m
Other seriousfimportant medical
incidentPlease Describe Below)

4. Tall us what ha

pEned and how i happened (Inciude as many delals as possibla FDA may reach out fo you

ny additional documents i necasaary)
Conswned 4 Wanabana cinnamaon powches. Confirmed alevated blood lead lavel

for

lalevant Test'Laboratary Data

Tast Name VEROUS BLOOD LEAD T | Test Date 08-Nov-2023
EST
Test Result 136 Test Uinit MILLIGRAMS PER DECIL
| ITRE '
Generaied by SYSTEM Ceneraied o oMoy 0 102 Page Tod &



Recenpt Mo: RET-1 163446 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-87480 | Dopariment CFEAM | RCT Mo~ RCT-1183445 | CTU Trage Date; 30-Mow-2023 | Total Pag
oL §

Lovwr Tast Range High Test Range

Mo Infermation Availabla?

Additicnal Comments

sachon B - Product Availability
Do you still have the produect in - | Mo
case we need 1o avaluale 17
Do you have a pictune of e Mo
product? (chack yas if ywou are

iru:lud-ing a Eiclm-ull

Suspec fas

Prmary? Yos

Type DrugBialogic

This report is aboul Foodtedical food

Mame of the product as it WanaBana apple cinnamon fruit pures
appears on the bow botile,
of package (Inclhade &% many
NEMEas 85 you S8a)

Marme of the company that WanaBana
makis (or sompounds) the
product

Product Typa(chack all thal
apply)

L__Ef_'l-.-u-lhu-c‘mwr
D'.‘.'mhp-ui..rm by a Pharmacy of an Cutsouwting Facilty

Dﬁmm:

D'EHH-ITHIT

Sirength If Daher
NOC membear

Chid thar protbem stop after the
person reduced the dose or

stopped taking or using tha
product?

Did the peoblern retunm i e
person staned taking or uskng
product again?

Expiration date
Lol mumbear
Cozage Form
Chsanity Chier H Odhar 4 pouches

| Frequency [ 4 times a day H Cther
Henw was il faken o uged I Cher

Cratix tha parson first staried 23-0c1-2023
laking or using the produc

Generaled by,  SYSTEM Generaled on: Zh-Mov- 20238 172028 Paga 2od b



Receipt Mo: RCT-1163446 FDA& 35008 Form
CIU Mo FLA-CIER-CTU- L -H A0 | Daparimenl O SAN | RGT Mo BO-1 TH34E | CTL Tnoge Data 30-NRoe- MED | Tobs Fag
ee 5

Date the person stopped taking | 24-0e1-2023
Date the persan reduced dose of
the product

Give bast estimate of duration

Is therapy still on-going?

Why was the parson uaing the product? {such as what conditcn was # supposed o treat)

Retumead to Manufaciurer On

Sachon D - About the Meadical Device

hame of medical device
Mame of the company that
makes the medical devics

Other identifying infermation (The model, catalog, lot, senal, or UDI number, and the expiration date, if you can
| —_—
locate them)

Medel Number

Catalog Number

Lot Number

Sarial Nurmber

'UDDI Number

Expiraticn date

Was someona oparatng tha

madical device when the problesm
accurmad

|For implanted medical devices OMLY (such as pacemakers, breast implanis, atc.)

Date the implant was put in | Diate the implant was taken out (If
relevant)

Sechon E - About the Person Who Had the Problem
Parsan's Initiaks -

San Famala

Gender Cisgander wornan/girl

Age (spacify unit of me for age) | 3 Year(s)
Diate of Birth
|| Weight 188 kg

Ethnicily (Choose only one) Hispanic/Lating

Race (Check all that apply)

DMIMHMW
D“ﬁ!!hﬁ'ﬂlﬂﬂﬂ“ﬂ Padfic iskander

Generaied by SYSTEM Ceneraied o oMoy 0 102 Page 3od &



Receipt Mo: RCT-1163446
CIU Mo FUA-CLER-CTU- AL -H P40 | Daparment COF 5N | RCT Mo
L

FiDu& 35008 Form

BT 183440 | CTL Tnogae [asa 30-Noee- M | Tobsl Fag

List known medical condrions (3

I Please st all allergies (such as to drugs, foods, pollen of others)

anemia was diagntsed

Ligt any othar important information about the parson (guch as emoking, pregnancy, alcohol usa

alc. |

Lest all currant prescripbon madicabons and madical devices baing used

5t all over-ihe-counter medications and any vitaming, minerals. supplaments,

flintstones muli-vitaméns

and herbal ramedies i:lr:.l-‘:g_; NELals

i B - Abaut the Persan Fill g Dl This Farm

Primary? Yoz

Reporter i= Patent?

Titke

Last name
Middie Kama

Firsi namea

Mumbar'Straat

City

State/Province

Country

ZIF or Postal coda

Talephone nurmber

Email address

Generaied by SYSTEM oMoy 0 102

Page 4 of &




Receipt Mo: RCT-1 1683448 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-87480 | Dopament: CFSAN | ACT Mo - RCT-1183448 | CTU Thage Date; 30-Mow-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 28-Row-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: Zh-Mov- 20238 172028 Pago §od §



Receipt No: RCT-1163482

FiDu& 35008 Form

CTU Mo, FOA-CDER-CTU-X23-87513 | Deparmant CFSARM | RET Mo - BET-1102453 | CTU I'nogs ada 30-Noe- MED | Tohst Fag

L

Al dates displyed in e repon are o ESTICT D500} e moene

Basic Details

Company Unii COER-CTU Driginating Accown FAERS
| Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Priarity Routine
Ovemide Aute Calculation Rule ™
FDA Received Date 30-Mov-2023 | CTU Received Date | 30-Nov-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification Drug
Assign To Usar
UsariGroup
sl bsitansiais | BAcoer (cper-osE RSS-CTURIa hs. gov) (E28)
Case Priceity Direct

Email Address

Sacton A - About the Problam

LArmE

My daughtar has had several of the Wanabana Apple Cinnamon Fruit Puree Pouches. Her last 2 pouches ware on 111023,
Then found out on the 11/15/23 thay wene recalled. Got her fesied on 117117722 for lead testing and has elevated lkad level.

What kind of probdem was it?

{ﬁhﬁtiﬂﬁﬁtipﬁﬂ D'ﬁmfmﬂwhﬂ:hadﬂdcc&ﬂ[hﬂﬂlnnmmmmmﬂ
DMHWMMMMNHNWIM
Dm:nm:mnmmmnrmm
Dmmmmm:uumm;mmm

Date the problem ocourmad

Senous Mo

Did any of the following happen? :

{Check all that apply} Dlbsptatain - st o sayed onges

meﬁwmwm
Dmummﬂ
Dﬂhﬁdﬂtﬂ

Dm-wuqu

Doewn

ot sericussimportant metica incidernPlease tiescrie Rokow)

o you fior

it happeamne: , may reach out

ary)

Relevant Test'Laboratory Data

Tast Mama Tast Date
Tasi Result Tast Unit
Lo Test Range High Test Ranga

Ceneraied o B0 Moy 203 0001526 Page Tod &




Recenpt Mo: FET-1 163482 FDw 35008 Form
£TU Mo ! FOM-CDER-CTU-2023-87513 | Depariment CFEAM | ACT Mo~ RCT-1183482 | CTU Trage Date; 30-Mow-2023 | Total Pag
oL §

Section B - Product Availability

Do youl 56l i the prodhect in- | Mo
case we need o evaluale i7?
O you have a piciure of the Mo

product? (check yes if you are
including @ pieture)

Section C - Abaut the Products

Suspec Yas
Primary® fas

Type DrugBiologic
This report is aboul FoodMedical food

Mame of the product as it ‘WanaBana Apple Cinnamon Fruit Puree Pouches
appears on the box, botlle,
or package {Include &3 many
NEMEE B8 WU 588)

Marme of the company thal
makes (of compounds) The
product

Produect Type(chack all tha
apply)

Dl:luu'-rhu-tmr
D'Eimp-nimﬂ by & Phamacy of an Owulsousding Facilty

Dﬁﬂﬂﬂi&

Dm-nur

Strength | 1 Other

NDC memibear

Diet the problermn slog after the

person reduced the dose or

stopped taking or using tha

product?

Did the probbern ratum (f e
slaried taking or using
t again?

Jruf Therapy

Expiralion dala
Lot mumber
Dosage Form
Chuaniity If Cher
Frequency i Oaher

Hinw vl 0 Rakoan OF Lisid i Dby

Drabes e person firs] staned
laking o using the product

Crate the parson stopped taking
oF uging e product

Crate the person reduced dose of
thi product

Generaled by,  SYSTEM Generaled on: F-Mov- 2028 01:16:26 Paga 2od b



Receipt Mo: RCT-1163452 FDA& 35008 Form
CTU Mo, FOA-COER-CTU-X23-8751% Daparmant CFSAN | RCT Mo BOT-1 THSE | CTL Tnogs Data: 30-No- MED | Tohst Fag
L

Give best estimate of duration
|s therapy still on-going?

My Was the parson using the |:'-r-:_1r_:|.|-:_'.|_"' ISeh as whal condilzon Wwas il % |_|;:||::-r_:-.~'_a|;:-::1 I tresath

Ratwmad to Manufacturer On

sSachon U - About the Madical Devica

Mame of medical device
Hame cof the company that
makes (he medical devica
Jihesr r,|i:;r'|||.",'|'1-;j information (The model cala og lat. sanal, or UDI number. and tha expiration date if Wi A
poate tham)

Modal Numbar

Catalog Murnber

Lot Wumber

Zavial Murmber

LDDI Murmber

Expiration date

Was someone operating the
medical device when the problem
ocoumad T

For implanted medical devices ONLY (such as pacemakers, breast implanis, etc,)

Date the implant was put in Duate the implant was taken out (If
relevanty

Section E - About the Parson Who Had the Prablam
Porsorisinitals | B
Sax Femala
Gandar Mot selacted
Flease Specify Other Gender
Age (specify unit of time for age) | 3 Year(s)
Date of Birth
Waight
Ethnicity (Choose anly one) Mot HisgansciLating
L T R PSS —
[l bustve riawastan or Qther Paciic isiander

Dnssn
[

__Dm:-ummi_:ﬂ

Generaied by SYSTEM Ceneraied o B0 Moy 203 0001526 Page 3od &



Receipt Mo: RCT-1163452 FDA 35008 Form
CTU Mo, FOA-COER-CTU-X23-8751% Hapuarimsen] CFSAM | RET Mo BET-118M552 | ST I'nogs ada 30-Noe- MED | Tohst Fag
L

3 pollan of othars)

st any othar important information about the parson (suc

g e—n

est all current prescripbion medcatons and madical devices being used

ist all over-the-counter medications and any wvitemina, minarals, supplemeants, and harbal remediaa being usead

cton F - About the Person Fillkng Out This Form

Raporter is Patiant?
Titha

Lastrame (b)(6)

Middle Name
First name _
Numbar/Street o
o
State/Province
Country UNITED STATES
ZIP or Postal code
Talephone numibar
Email address

Fax

Reporter Organization

Generaied by SYSTEM Genermied cn; Bl-ov- A3 001520 Fagedof b



Recenpt Mo: FET-1 163482 FDw 35008 Form
©TU Mo | FOW-COER-CTLU-2023-87513 | Dopament: CFSAN | ACT Mo - RCT-1183492 | CTU Thage Date; 30-Mow-2023 | Total Pag
on 5

Dapartment

Repaorer Specality

Today's dabe A0-Mow-2023

Chid you repor this problem o the| Mo
company that makes the product
(he manufacluren compodnden )T

If wou do MOT wanl your Mo
identity disclosed to the
manufachurer, plaase mark this
box (Confidentialily Feguesbad):

Generaled by,  SYSTEM Generaled on: F-Mov- 2028 01:16:26 Pago §od §



Receipt No: RCT-1184253

FiDu& 35008 Form

CTU Mo FLA-CLER-CTU- LR | Daparimenl COFSAN | RGT Mo BOT-1 153 | CT0 Tnoge Dada (4-Dec-MED | Tobsd Fag

oe T

Al dates displyed in e repon are o ESTICT D500} e moene

Basic Details

Company Unii COER-CTU Driginating Accown FAERS
| Source Medium MWO {Drug) Source Form Type | E2B XML 35008
Priarity Routine
Override Aute Calculation Rule Mo
FDA Received Date 01-Dec-2023 | CTU Received Date | 01-Dec-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification Drug
Assign To User
UsariGroup
Farward 1o Departrment E

Casa First Mama Last Mame Email Address | Phona
Reportar
Sechon & - About the Problem

What kind of problem was it?

{Check ail that apply} Ewmhﬂwmammmwﬁ.-ﬁumwww*qw]

Drate the problem occurmad
== i

DM]FWWMNMHNH}JW
Modoed a problem with the quality of the product

27.Mov-2023

‘fas

Did any of the following happan?
{Chack all that apply)

Other serious/important medical

uments if nec

| headd fad our bwo children WanaBana
are ages 5 and 6, They have routing blood work ups and have never had deteciable lead levels. Given the newly repored
lead reports in this product which | leamed about an 11728 | | ook bath in on Monday the 27th to be tested. Both tested with
elevated lead lavels. The 5 year old was 6.1 and the § year obd was 2.6. Reports are available.

Dwm-mmmw
Required help o prevent permanent barm
Em“ heslh pioblsm

i happanad (Inciude as many delails as p ble FDA may reach out to you for
ary|

cinnamon applesawce from the Dollar Siore for about the last 12 months, The children

Relavant TestLaboratory Data

Test Hame LEAD Tast Date 17-Jan-2019
Test Result Mone datectad Test Linit
Low Test Range High Test Range
Generaied by SYSTEM Ceneraied ocn O~ Dhpc- A0 2340533 Page Tod &



Recenpt Mo: RET-1 184253 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-88374 | Dopariment CFSAM | ACT Mo~ RCT-1184253 | CTU Trage Date; 04-Dec-2023 | Total Pag
oLl T

Muore Information Avallabla?

Additional Comments

Saction B - Product Availability
O you still have the prodectin | Mo
e wi nived to eviarluate 17

Do you have a pictune al the fas

product? (chack yas if you are
inu:luding a piciuna)

Saction C - About the Producls
Buspec] Yas

Prmary ¥ Yes

Type CrugBialogic
This report is aboul Foocd®tedical food
MHame of the product as it ‘WanaBana
appears on the box, botlla,

or package (Include &s many
NAames as you 5ee)

MName of the company ihat
makes (o compounds) tha
product

Product Typa(check all thal
apply]

Dﬂw-m-':d--‘-m-
Dc-m'm:uud by & Pharmacy or an Culsowrcing Faclly

DGHMH:-

Bigsimiar
Slrength if Daher

NDC mamber

Ciid the problem siop after the
person reduced the dose aor
stopped taking or using tha

Dicl the probiern retunm if the

person staned taking of using
product again? ‘

Expiration dale
Lot number
Dosage Fonm
Cuanity If Caher
Frequancy H Cribar
How wild §l takan or usasd I Cbar

Crate the parson first stared
Tarking or wking he product
Crate the person stopped taking
or using the product

Generaled by,  SYSTEM Generaled on: O Do~ 202E F345:2F Paga 2od b



Recenpt Mo: RET-1 184253 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-88374 | Dopariment CFSAM | ACT Mo~ RCT-1184253 | CTU Trage Date; 04-Dec-2023 | Total Pag
oLl T

Drate the person reduced dose of
thie prosduct

Give best estimate of duration

% Ehiragyy Sl on-Going?

i Ny was e person using the ;‘_n'-::ujl_l-:::l_"-' IS ch as whal condition was it SUppDosed (o reat)

Mame of medical dewica

Mame of the company that
makes iha medical device

3 information (The cataleg, lot, senal, or UDI numbear, and the axpiration date, if you can

Model Mumier

Cataloeg Mumber

Lot Mumiber

Sl Mumber

LIDDH Musmiber

Expiraticn dabe

Was smemeons operating the
madical dewvice when the problem;
=L

For implanted madical devicas ONLY (such as pacemakars, braast implants, alc.)

Diarter the implant was put in Crate the implam was taken out (i
rizlevant)

Pleasa Spacify Cther Gendar

Age (specify unit of time for aga) | & Year(s)

Date of Birh

Weight

Ethnicity (Choose only ona)

Race (Check all thal apply) D-ﬁmﬁuﬂlmmﬂﬂmuﬁnﬂm

D Hores HMawvaian of Other Pocifc |ssander

[asien

Generaled by,  SYSTEM Generaled on: O Do~ 202E F345:2F

Paga dod b



Receipt Mo: RCT-1184253

FiDu& 35008 Form

CTU Mo FOA-COER-CTU-X23-843570 | Deparimant  CFSAN | RET Mo BCT-1184343 | CTU Tnoge [Data, 04-Dec- 2003 | Tobat Pag

oe T

e

Dmn#mr;m

Lest known medical condiions {(Such as diabates, high blood pressure, cancear, heart diseasa, or othars)

ds, pollen or othars)

List any other important informatio

N about thea parson (such as E:l'-":l:'!'2|rg. preagnancy, alcohol usa, alc. )

List all current prescription medicaticns and medical devi

Prmary?

CQigt This Farm

Yo

Reporter is Patent?

First name
Mumbar'Straat

City

Generaied by SYSTEM

- . |-
Last nama |
Middla Nama |

UNITED STATES

Genermied cn; O1-Dec- A3 34522 Fagedof b



Receipt Mo: FCT-1184253 FiDwa 35008 Form
£TU Mo | FOW-COER-CTU-2023-883749 | Dopatment CREAMN | ACT Mo - RCT-1184353 | STU Trage Dete; 04-Dec-2023 | Total Pag
Bs: T

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 01-Dec-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: O Do~ 202E F345:2F Pago §od §






Receipt Mo: RCT-1180309 FOl 3500 Form
CIU Mo FLA-CIER-CTU- LSRG | Daparimenl COFSAN | RGT Mo BO-1 THIOE | L Tnoge Dasa 11 -Nos- S | Tobst Fag
B d

Al dates displyed in e repon are o ESTICT D500} e moene

Company Unii CDER-CTU Criginating Accown | FAERS

Source Medium MWO {Drug) Source Form Type | E2B XML 3500
Priarity Routine

Override Aute Calculation Rule Mo

FDA Recenved Date 17-Nev-2023 | GTU Received Date | 17-Nov-2023
CTU Triage Date CTU Data Entry Date 1

Report Type Spontanecus Rapert Classification | Drug

Assign To User

UsariGroup

Farward 1o Departrment E

LContact

First Mama

A, PATIENT INFORMATION
Patient Identfier (In Confidence) | (BE)IT

Age 21 Month{s)

Date of Birth

Sex Female

Gender Cisgender woman/girl

Please Spacify Other Gender

Waight

Ethnicity {Check single best kot Hispanic/Lating

anewer)

Race (Check all that apply) I
Dmhdmw!.lnhﬂm
mnu-ummmmﬂ

e

[l ssusve Hawaion o Otmer Pacte standes

1. ALWVERSE EVENT, PRODUCT PROBLEM

Type of Report (check all that D'I Evest
Froaiunt s dedicalion Emor
Eﬁwmﬁmle.m.ﬂﬂﬁmm:l
Dﬁmmmmnﬂmm
Banous Yoz
Cwicome Atinbuted to Adverse it
Ewvent (Check all that apply) Bm i
DHmpH.:uhﬂHﬁl:- pdoniger
Cithesr Srbonss. of Impeetant Medicad Events
Dmgmw |

Generaied by SYSTEM Ceneraied o 17 Mov- 2003 15:15:33 Fage Tod4



Receipt Mo: RCT-118090% FOi 3500 Form

CIU Mo FLA-CIER-CTU- LSRG | Daparimenl COFSAN | RGT Mo BO-1 THIOE | L Tnoge Dasa 11 -Nos- S | Tobst Fag
o d
I:Ic-:menu.imrun,-.m Delects
Dmmm ta Prevent Permaner impakment{ismage
Date of Death
Date of Evant 25-0c1-2023
Date of this Repon 17-Mov-2023

Describe Event. Problam or Product Usa Ermror

Describe Event, Problam, or Product Lise Emer: Child's mother reperts that she pur:lmd I:hn Wana EIFI-i brand of Apgla
Cinnamen Fruit Puree from Dollar Tree alm-.-'d mz:ma Mnrﬂ'-r ports th 1 pack of the product
from the Dellar Tres kcated at either [0 B R e e e s |

dates her child consumed the three pouches of pures but upon hﬂﬁl'l-g'ﬂ'l- ﬁﬂ"ﬂ'ﬁ:lh'lﬂﬁtl'lﬂl'llhi fiws mothes contacted
ier child’s pediatrician to arrange for a blood test, The pediatician's office contacted the health departmant via phone on
111323 to report child's elevated blood laad level and report that the child was tested because the mother reported that ahe

| had consumed the pures.
F!.nln- vant Test'Laboratory Data
Tesl Name VEMOLUS BLOOD LEAD T Test Date 08-Mov-2023
EST
Tt Rtk 78 Tast Gini MICROGRAMS PER DEC|
ILITRE
Lovw Tesi Range High Teat Range * 35 fdl
More Infermation Available?

Additonal Comments

Child had previously been tested for lead in March 2023 and did not have an elevated blood lead level

Jthar Relevant History, Including Presxsting Medical Conditions

Mo pre-axisting health conditions reported by mother.

Product Available for Evaluation?) Mo
(Do nod send product 1o FDA)
Retumead to Manufacturer on

Do you have a picture of the [ )
product? (chack yves if you are
including 3 picture)

). PRODUCTIS)

This report invobes: FoodiMedical food

Product Marne YWana Bana Apphﬂlnn:rrm Finuit F'uraa

Generaied by SYSTEM Ceneraied o 17 Mov- 2003 15:15:33 Page 2 of 4



Recenpt Mo: FET-1 180850 FOA 3500 Form
©TU Mo | FOW-COER-CTU-2023-84068 | Dopatment: CFSAN | ACT Mo - RCT-1180500 | CTU Thage Date: 17-Mow-2023 | Total Pag
oo 4

Sirength 233 G grami(s) if Oaher
Manufacturen Compolundss Wana Bana
MWDC# o Linigue 1D

w Type(chack all that v

Ewvent Abated After Use Stopped | Doesn't Apply
or Dosa Reduced?

Event Reappaarsd after Dossn'l Apply
Reintroducton 7

ug Therapy

Dasa or Amount If Cithar

Fraquency i Cther
Route Oval If Cher

Dose Reduced
Therapy Duration | 1 Other
Iz therapy sl on-going?

Lot Wumiser

Expiraticn Data

Jiagnosis for Use (indicaticn)

. SUSPECT MEDICAL DEVICE
Biraarnd Maemie

Common Device Mama
Procada

Manufachurer Narme
City

State

hodal #

Latw

Catalog #

Expiration Data

Senial ¥

Linigue Identifier (LD
Opertor of Devics

DI"MH Prifessaonal
Elpsats
Dﬂﬂhﬂ

Generaled by,  SYSTEM Generaled on: 17 -bhow-2023 15016:33 Pagaloda



Receipt Mo: RCT-118030% FOu 3500 Form
CTU Mo FOA-COER-CTU-X23-84008 | Depariment  CFSAN | RCT Mo BCT-1 180500 | CTU Tnoge [Data 17 -Now-2003 | Tola! Pag
s 4

Other
L [ T —r — i
If Explanied, Give Data

|
I
|
ls this & single-use devica that |

was reprocessed and reused on
a palsent?

It ¥es for the above fiald,

Enier Hamea and Address of
Raprocassor

Was this device serviced by a |

third party?

F. OTHER (COMCOMITANT) MEDICAL PRODUCTS

AL FRODUCT DESCHIFTICRN

Raporter is Patient?
Titha

Laust Marre

Middle Mame

First Name
Address

Country | UNITED STATES If Cther

Haalth Professional 7 Yas

Al Raporied o O Manutacturercompounder
Ouser Faciliy
[ pistribusorimporter

Ilmﬂnﬂﬂ?mntmmﬂy Mo
dizciosed to the manufaciurer

Generaied by SYSTEM Genermied cn; 17-Mov- 3023 151533 Fage 4 of 4



Receipt No: RCT-1161148 FDA 35008 Farm
CIU Mo FOA-CLER-CTU-A-HGT3) | Deparmenl CFSAN | RGT Mo BOT-1THTE4E | S0 Tnoge Data; SO-Nos- MED | Tobst Fag
oe T

Al dates displyed in e repon are o ESTICT D500} e moene

Basic Details

Company Unit COER-CTU Criginating Accownd FAERS
| Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Priarity Routine
COwvemide Auto Calculation Rule No
FDA Received Date 19-Mov-2023 | CTU Received Date | 18-Nov-2023
CTU Triage Date CTU Data Entry Date
| Report Type Spontanecus Report Classification Drug
Assign To Usar
UsariGroup
Farward 1o Departrment E

Contact

What kind of problem was it?

{Chﬂ#ﬂﬂlipﬂﬂ EWEEM#M&M%MWH#MMJ

Dlﬁcﬂ A pEoduct incorrecly which could have of ked 1o a peoblem
Dm:mmwmumnm
__Drhdpmm%mmp-ntﬂnﬂumm friaheEr

Date the problem occurmid 20-Sap-2023
Safous Mo
Did any of the following happan? D“ Dt e X

{Check all that apply) v 85 T
“tq.‘ﬂf mmmﬂ

Dmumm

ble FDA may reach ocut to y

WanaBana apple cinnamon fruit pouches: On September 208h at har 2yt odd appointment my daughter tested positive for

hagh levels of lead by capillary finger prick with level 21.5, She was relested by venous blood draw on Septembear 28th and

still tastad positive for high levels of lead with level of 21.0. An abdomen X-ray was done on Ociober 2nd for foreign object
contaning lead and large amount of stool throwghout the colon was found so she was treated for constipation- no foreign
obgect was found, On Oclober 25th shi was tested yet again and was positive for high levels of lead; this tme her level was
254, ARer hearing that WanaBana fruit pouches was the cause of several other childran testing for high levels of lead we
concieded this was the reason for the spde in her lead levals. The [ast time she ate the tainted product was October 18th

and she ate 3 of them that day a5 wall as multiple previous days. This was approximately a week before she was fested on
Oetober 25th. My husband and | were also fested and our tests cama back as normal- we mever ale any of the apple pauches, |
Upan research high leveds can cause cognitive impairment, kmitability, constipation among other isswes including death. This

is & senous mather of my young childs health! | can't beleve someathing so toxic that’s geared towards bakies, toddlers and
young children fell theough the cracks and now has affected my child and others. My daughter still will have to undergo many
teats b check her laad bevels because of the tainted product a2 well 2 who knows what alze ahe will have 1o go thraugh |
because lead effects 2o many different parts of the body. 5o sad to lose comgplete faith in a company that was once my childs |
faworite snack,

Generaied by SYSTEM Ceneraied o 18- Mow- 2003 3150 Page Tod &



Recenpt Mo: RET-11681148 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-85131 | Dopariment CFEAM | ACT Mo~ RCT-1181148 | CTU Trage Date; 20-Mow-2023 | Total Pag
oLl T

Relavant Test/Laboratory Data

Test Name LEAD CAPILLARY Test Data 20-Sep-2023

Test Resul 215 Test Unit MICROGRAMS PER DEC
ILITRE

Lowe Tasi Range High Tesi Range

More Information Available?
elevant Test'Laboratory Data

Tast Mame LEAD BLOOD VENOUS | Test Dala 28-Sep-2023

Tesl Resul 210 Tust Linit MICROGRAMS PER DEC
ILITRE

Lowe Tesi Range Higih Tesi Range

More Information Available?
lelavant Test/Laboratory Data

Tes] Name ER ABDOMEN Test Data OOl 2023
Tesl Resu# Larga amount of siool thro | Test Linid
unghoul thi codon,
Lo Test Range High Tesl Range
Mora Infoemation Availabla?
telavant Test/Laboratory Data
Tast Name LEAD BLOOD VENOUS Test Data 25-Crot-2023
Tesl Resu 5.4 Tesl Lini MICROGRAMS PER DEC
ILITRE
Low Test Rango High Tesl Range

More Information Avallable?

Additonal Commeants

Saction B - Product Availability

Do you sl have the prodect in - | Yes
case we need o evaluaia 07
O you have a pictune of the Yas
product? (check yes if you are
including a plciure)

Section C - Aboul tha Products

Suspact Yes

Pramary? Yas

Type DrugBinlogic

This repor is aboul FoodMedical food

Marme of the product as it ‘WanaBana apple cinnamon fruit Puree pouches
appears on the box, botlla,

Generaled by,  SYSTEM Generaled on: 19-bhow-2023 32 16:25 Paga 2od b



Recenpt Mo: RET-11681148 FDw 35008 Form
©TU Mo | FOW-COER-CTU-2023-85131 | Dopament: CFSAN | ACT Mo - RCT-1181148 | CTU Thage Date; 20-Mow-2023 | Total Pag

Bs T

or package {(Include as many

NaMas 88 you 584a)

Marmi of the company that Wanabana

mAkes (o compounds) the

product

Product Typeicheck all that flic

.y [

Comgoundad by a Phaimacy of an Culsouicing Faciily
Dmnm
I:EEHH-I'IH:I

Strangth | 1 Other

MO mamiber

Dhd fhuer problem slop after the Yos

person neduced the dose or

stopped taking or using the

product ¥

Dt 1he peobbarm ratum if the Yas

person stared taking or using the

ﬁt Eﬂin?

Expiration dale A0-Mar-2024

Lot member 0102330

Cozape Form

Chuaniity Oaher if Caher 1 T.500z
Friquancy CHher i Caher Ewery dany
Horw vl 8 Takan or usasd Oral I Crbuar

Db e pzrson first stared 10-01- 2022

taking or wsing he produc

Crate the person stopped taking | 19-Ocl-2023

or using the product

Crate the person reduced dose of

the product

Giver best estimate of duration

I Ehieragy still on-gomg? Yos

My was the person using the product? (such as whal condition was it supposed 1o treat)

Hungerinutriticn

I Imwmhwmmﬂn | | I

Saction D - About the Madical Devica

Marm of madical disvice

Marm of the company that
makis ihe medical device

Dither identifying Information (The model, catalog, lof, senal, or UDI number, and the expiration date, if you can

locale them)

Generaled by,  SYSTEM Generaled on: 19-bhow-2023 32 16:25 Paga dod b



Receipt MNo: RCT-1161148 FDA 35008 Form
CIU Mo FOA-CLER-CTU-A-HGT3) | Deparmenl CFSAN | RGT Mo BOT-1THTE4E | S0 Tnoge Data; SO-Nos- MED | Tobst Fag
oe T

Modeal Numbar

Catalog Nurmber

Lot Mumber

Sarial Nurnber

LDDI Murmiber

Expiration date

Was someons operating tha
medical device when the problem
ocourrad T

IFor |-"'|[_:-i:_|n|_1_-:r_:i medical devices OMNLY | such as pa cemakers. bBraast implanis, atc.)

Date the implant was put in | Date the implant was taken out (If
relevant)

Saecton E - About the Person YWho Had the Froblem

BTy -. e =
S Female
Gander Cisgander woman/girl
Pleass Spacily Other Gender

| Age (specify unit of time for age)
Dat of Birth (bye)
Waight 108 kg

Ethnmicity (Choose only one) Mot Hisganse/Lating

Pleaszsa izt all allergies (auch as fo druga, focds, pollen or othars)

Ligt any athear imporant infarmation about tha parson [SUsh as sMmoking, pregnancy, alcohol pse, ale)

Generaied by SYSTEM Genermied cn; 18-Pow- 023 2201528 Fagedof b



Receipt Me: RCT-1181148 FDA& 35008 Form
£TU Ko, FOA-COER-CTU- 22385131 | Deparimant  CFSAM | RET Moo RET-1181148 | STU Tnogs Date: 20-How-20073 | Tobs! Pag
[

Lest all current prascripbon madicabions and medical devices baing

i List all over-the-counter medications and any vitamina, minerala, supplements, and herbal remedies baing used

F = Abouwt the Parson Fill ng Out Tha

Reporter is Patiant?

Titha

Last manme

Middia Name

First name

Humbar'Straat

UNITED STATES

Department

Reporter Speciality

Today's date 18-MNov-2023

Did you report this problam to the Mo
company that makes the product
{the manufacturar'compaundar)?

If you do MOT want your Mo
idantity disclosed to the

manufacturer, please mark this
box (Confidentiality Requested):

Generaied by SYSTEM Genermied cn; 18-Pow- 023 2201528
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Receipt Mo: RCT-1181150 FDA& 35008 Form
CIU Mo FLA-COER-CTU- ARG T XY | Depanmanl COFSAN | RGT Mo BOT-1THIS0 | ST Tnoge Dada; SO-Nos- MRS | Tobst Fag
ee 5

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unii CDER-CTU Originating Accouni FAERS
| Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Priarity Routine
Ovemide Auto Calculation Rule No
FDA Received Date 19-Mov-2023 | CTU Received Date | 20-Now-2023
CTU Triage Date CTU Data Entry Date
| Report Type Spontanecus Repaort Classdication Drug
Assign To User
UsariGroup
Farward 1o Departrment E

Contaci

Sachon & - About the Problam

E:tﬂkﬂl::lmwuﬂ EMMWM:MMMWMNMW
Dmedupmmmmtnﬁhmﬂhmwhdmlm
Moiced @ problem with the qualitg of the poduct
Had probiems after saiichineg froem one prodict makss b anofher maker
Diate the probiem cccured 23-Aug-2023
Sanous Yas

ﬁﬁ:ﬂlmﬁ happen? Dlhmlilnl'h'l - mdmilied o stayed inngei
Dﬂtqj'ﬂf sl b sl peerTaneend P
Dm iw hezalth problen
DH-H'IH ikt
Dlﬁ-ﬂﬂm
Doty

st LS appened and how it happened (Include as many detaills as possible FDA may reach cul to vou for
1y addibonal documents If nacasaary)

My daughtar, {now 15,5 month old), was gified approximately & WanaBana apple Gnnamon fruit pures pouches on
QB05023. cansumed thess over the next few weeks. At har 12-month well child check on 082312023, she had her
blpod lead level checked. Her first toe prick (capillary) BLL result was &.2 ug/dL, and it was confirmed by a second toe prick an |
tha sama day. To vesfy accuracy, she had a repeat BLL done by venous draw on 0872472023, with a result of 6.4 ug/dL. Wa
Ive i a house built in 1952, 20 we assume it was an issues with our hame, Our waler tesling came back negatve for lead. Our |
paint tasting came back with few areas of concarm (and most did not have detedorating paint prior fa testing). We assurmed

tha lead must have bean presant in some sort of baby feod, or baby 1oy, as my husband and my own BLL tests came back
megative as well. Everything clicked when we saw the recall alert for WanaBana apple cinnamon fruit pures pouches with

ounf |ocal mews statian. Luckily, our daughter seermed asymplomatic durning this pesiod of lime and we anly had a few of

these pouches in owr home. Without changing anything, home- or diet-wise, (other than no longer eating these pouches) our
dawghier's bicod lead level has started 1o decrease. As of 10/30v2023, her blood bead level has dropped to 2.2 up/dL.

Relevant Test'Laboratory Data

Generaied by SYSTEM Ceneraied o 0 Moy 03 0 1522 Page Tod &



Receipt No: RET-1181150

CTU Mo FOA-COER-CTU-2023-85133 | Departmant CFSAN | HOT Mo

FDw 35008 Form

RCT-1189150 | CTL Traagpe Date: 30-Mow-2033 | Tolal Pag

ek 5§
Tasl Name LEAD, BLODD (PEDS) CA| Test Date 23-Aug-2023
PILLARY {IN-HOUSE)
Tesi Rasul 8.2 Test Linig MICROGRAMS PER DEC
ILITRE
Lo Test Range 0.0 wgldL High Tesl Range J.4 ugldL

More Information Available?
Relevant Test'Laboratory Data

Tas! Name LEAD, BLOOD (PEDS) VE| Test Date 24-Aug-2023
NOUS
Tesi Resull B.d Teast Unit MICROGRAMS PER DEC
ILITRE
Lo Tesl Range 0.0 wgldl High Tesl Range 3.4 ugldL
Wora information Availabla?
Relevant TestLaboratory Data
Tesi Name LEAD, BLOOD (PEDS) VE| Test Date 30-0ct- 2023
MOLIS
Tesi Regul 23 Test Linid MICROGRAMS PER DEC
ILITRE
Low Tast Range 0.0 ugidl High Test Range 3.4 ugldl

More Information Available?

Addittonal Comments

clion B - Product Availability

D you still have the produwct in - | No
case we need o evaluala 17

O you have a piciune of the Mo
product? (chack yos if you an
including & piciune)

Section C - About tha Products

Suspaect Yos
Primary? ‘fas
Type DrugBiologic

Thiz repor is aboul

Foodtdedical food

Marnd: of the product as il
appears on the box, botlle,
or package {Include as many
nameas as you sea)

WanaBana apple cinnamon fruil pures pouches

Marme af the company that
makes {or compounds) tha
product

WanaBana

Product Typa(check all thad
apply)

Generaled by. SYSTEM

Dﬂw-lhu-i:aﬂuf
Dw by & Phamacy of an Culsouscing Facity

Generaled on: 20-Phow- 2028 C16:22

Paga 2od b



Recenpt Mo: RET-1181150 FDw 35008 Form

CTU Mo FOA-COER-CTU-2023-85133 | Department CFSAMN | HOT Mo- RCT-118%9150 | GTU Trage Dete; 20-Now-2073 | Total Pag
oe 5

Dﬁﬂm

Dﬂl:l-l-l'ﬂlﬂl
Sirength | H Caher

NDC membar

Did the problem slop after the
person reduced the dose or
stopped Laking or using the
product?

Did tha problem ratum if the

person stanted taking of using
product again?

Expiration dale
Lot musmber
Dosage Form
Chuanity H Cribiar
Fraquancy If Caher
Hirw waes il laken or used If Caher
Date the parson first staned 05-Aug-2023

taking or using the product | _.,
Drate e person stopped taking | 01-Sep-2023
or using the product

Crate the parson reduced dose of
the: prosduct

Give best estimate of duraticn

Iz therapy sl on-going?

Why was tha parson using the product? (swch as whal condition was il supposaed o braat)

Retumed to Manufacturer On

sachon O - Aboul the Medical Devica

Marme of medical devics

Marm of tha comipany that
makes the medical device

Dther identifying information (The model, cataleg, lot, seral, or UDI number, and the expiration date, if you can

peate them)

Waodal Mumiber
Catalog Mumber
Lo Murniser
Serial Mumbear
UO0I Mumibar

Generaled by,  SYSTEM Generaled on: 20-Phow- 2028 C16:22 Paga dod b



Receipt Mo: RCT-1181150 FDA& 35008 Form
CIU Mo FLA-COER-CTU- ARG T XY | Depanmanl COFSAN | RGT Mo BOT-1THIS0 | ST Tnoge Dada; SO-Nos- MRS | Tobst Fag
L

Expiration date

Was someone &p-riutgiin
medical device when the
occumed?

or implanted madical davicas ONLY (such as pacemakers, braast implants, atc.)

Date the implant was put in | Date the implant was taken out (If
ralanant)

Section E - About the Person Wha Had the Problam

Gander Cisgandar woman/girl
Flease Specily Other Gander
Age (specily unit of ime for age)

Date of Birth (byey
Waeight
Ethnicity (Choose only one) Mot Hispansc/Lating
Race (Check all that apply)

DMHI-EH\II‘IEHHMHM
Dﬂmlmwﬂm Paific bstandey

Ll asan
b v

DMamm

List known medical conditiona {Such as diabates, high blood pressure, cancear, heart diseasa, or others)

Elevated blood lead level. Plagiocaphaly,

Pleasa list all allergies (such as to drugs, foods, pollen or othars)

Mone known.

gt any other important information about the person (such as smoking, pregnancy, alcohol uss,

cations and medical devices baing used

i List all over-the-counter medications and any vitamins, minerals, supplemenis, and herbal remedies '.‘;||'_:|-'1!_;. Tt

Generaied by SYSTEM Ceneraied o 0 Moy 03 0 1522 Pagedof b



Receipt Mo: RCT-1161405 FOl 3500 Form
CIU Mo FOA-CIER-CTU- L0544 | Diaparmen| CFSAM | RET Mo BET-1 188405 | CTL I'noga ada; £ 1-Nos- MED | Tohst Fag
B d

Al dates displyed in e repon are o ESTICT D500} e moene

Company Unii COER-CTU Criginating Accown | FAERS

Source Medium MWO {Drug) Source Form Type | E2B XML 3500
Priarity Routine

Override Aute Calculation Rule Mo

FDA Received Date 20-Nov-2023 | CTU Received Date | 20-Now-2023
CTU Triage Date CTU Data Entry Date '

Report Type Spontanecus Rapert Classification Drug

Assign To User

UsariGroup

Forward 1o Dapartment v

LContact

First Mama

A. PATIENT INFORMATION
Patiert Identifier [In Confdence)

Age
oo 5 ©)6)
Sex Female
Ploase Spacify Other Gender |
Waight
Ethnicity (Check single best Net Hisganic/Lating B
Race (Check all that apply) .
D.lumh\ Inadian of Alavkcn Mathe
EM o Adrichn ArmsTican
e

DHH\-: Fwailan of Other Pacific slandes
ADVERSE EVENT, PRODUCT PROEBLEM

Type of Report (check all that | [] s
Dmumm
Eﬁmﬁuﬁm[e.u.ddmwﬂuwﬂmﬂ
— D_Mﬂmumuﬂmm
Sanous Mo
Cuicome Aftributed to Adverse
= v
[l vscespatization st e prokorgecy
Oihesr Sericazs o Important Medical Events
DMﬁ Permimere Do .

Generaied by SYSTEM Ceneraied o 0oy F0E 168022 Fage Tod4



Receipt No: RET-1181405 FOA 3500 Form
CTU Mo | FOW-COER-CTU-2023-85444 | Dopaiment: CPSAM | ACT Mo - RCT-1181405 | STU Trage Date; 21-Mow-2023 | Total Pag

eL. 8
DD:-!‘!}E-F-I'I.:II#M’NI'-.'.'EIH.I‘- Calachs
Dﬁ‘mleﬂlnlulwﬂl&n 16 Prvrvarsl Pesmanes imgaEmantamnass
Dratiz of Duxadh
Date of Event 13-Oct-2023
Date of this Repon 20-Row-2023

Jescribe Event, Problem or Product Use Emor

Dascriba Event, Problam, or Product Use Emor: Patient conswmed 2 pouches per day of Wana Bana apple cinnamon fruit
pouchas from April 2023 throwgh Seplamber 2023, Tha fruit pouches were purchased af Dollar Tree. Venous blood lead
besting was done 10032023 and the blosd lead breal wirs alovated

ielevant Test'Laboratory Data

Tesi Nama VENOUS BLOOD LEAD L Test Date 13-Oct- 2023
EVEL
Tes! Reaull 11.3 Test Unit MICROGRAMS PER DEC
ILITRE
Lew Tasl Range o High Test Range 3.4
More Infeemation Avallable?

Additional Comments

thar Relevant History, Including Preexisting Medical Conditions

. PRODUCT AVAILABILITY
Product Available for Evalualicn?| No
(O ved sand product 1o FOWAY
Rebumed (o Manufacturer on

Cha you have a piciure of the Mo
product? (chack yas if you ar
including a piclure)

PRODUCT(S)

Type DrugBlologic
This report imaolves FoodMiedcal food

Name, Strength.Manufacturer'Compounder (from product label)
Product Nama Wana Bana Apple Cinnamon Frusl Puree Pouches
Strangth | if Cher
Manufacturen Compounder Wana Bana

Goneraled by. SYSTEM Ganeraled on. 20-Moy-2023 165022 Paga 2 odd



Recenpt Mo: RET-1 181405 FOA 3500 Form
©TU Mo | FOW-COER-CTU-2023-85444 | Dopatment: CFSAN | ACT Mo - RCT-1181405 | CTU Thage Date; 21-Mow-2023 | Total Pag
oo 4

MNOCH# or Uinbgue D

Product Typecheck all ha
' ] DEITC-

Event Abaled After Lise Siopped
of Diose Reduced?

Event Feappearad after
Rainkroduction 7
Jrug Therapy

Croze or Amount 180 G grami(s) i Odher
Frequency Diaily i Oaher
Raiibe Oral I Cebyar

Therapy Duration i Odher
I= Eherapy siill on-going?

Lot Numbar

Expiraticn Date

Diagnosis for Lsa (indication)

E. SUSPECT MEDICAL DEVICE
Brand Mame

Cormmon Device Mame
Procoda

Manufacherer Nama
City

Slate

Madal #

Lot #

Catalog #

Expiration Date

Svrial W

Unique Idantifier {LIDH#
Operator of Device

Dnmn Prgpesoral
Di‘lmﬂ:‘wm

Dmhﬂf

Oihar
If implanted, Give Date

Generaled by,  SYSTEM Generaled on: 20-Mov- 2028 16c502T Pagaloda



Receipt Me: RCT-1181405 FOW 3500 Form
ETU Mo, FOA-CODER-CTU-HP31-05444 | Dopariment CFSAN | RET Mo RCT-1 189405 | CTU Troge Data: 21-Mov- 2033 | Total Pag
o d

if Explanted, Give Date

e e

was reprocessed and reusad on

a patient?

If ¥as for the above fisld,

Enter Name and Address of

Reprocessor

‘Was this davice seniced by a
third party?

|F. OTHER (COMCOMITANT) MEDICAL PRODUCTS

CONCOMITARN

AL

3. REPORTER

Repaorter is Patiant?

Last Mame
Middle Nama
Firal Mame

Caurnbry UMITED STATES

|

i

|

Fax I
Reporter Organization |
ﬂl‘l‘.’ﬁll‘ﬁ'l‘lll‘lt |
Reporter Spaciality |
Health Professional? fas |
|

Cecupation MHurse | 1§ Other
Also Reported to O Manutscurencompounder

O user Faciiiey

O bistribusorimporter

If wouw do MOT want your identity | Mo
disciosed o the manufacturer

Generaied by SYSTEM Genermied cn; SA-PMov- A2 16N Fage 4 of 4



Receipt Mo: RCT-1181350 FDA& 35008 Form
CIU Mo FOA-CIER-CTU- AR50 | Depanmenl COFSAN | RGT Mo BOT-1THIES0 | ST Tnoge Dada; 2 1-Ro- RS | Tobst Fag
L

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unit CDER-CTU Originating Account | FAERS

Source Medium MW (Drug) Source Form Type | E2B XML 35008
Priarity Routine

Crvermide Auto Calculation Rule No

FDA Received Date 20-Mov-2023 | CTU Received Date | 20-New-2023
CTU Triage Date CTU Data Entry Date ,_
Report Type Spantaneous Raport Classification i Drug
Assign To Usar
UsariGroup
Farward 1o Departrment E

Email Address

Sechon & - About the Problam

What kind of problem was it?

{ﬂhlﬂ:ﬂ'ﬂ'l-ll EW&MEM:M&MM&NMM

DU'JEU a product incoirecty which could have or led 1o a groblen
I:Imanprmmmmﬂmnm
_D@H@@THHHMMMmmmm maer

| Date the problem occured | 13-0et-2023
Serious Mo
Did any of the following happen? | [, eutsaiion - adeifid or staved s

(Chack ai that Emwmmmm

Disaibity cx hesdth probleen
Blirth desbesct

DLHIHH&HH*‘E
Dheatty

Tell u= what mappenad and now i f':."|||:'1-.~}r'|-:-:'l {Include as ARy dalails as ;':ll.j:-r'.f:i'!:llﬁ FDA may reach ouf fo you fst

v additional documents if necessary)

& month old fernale Exposure to lead from now recalled apple cinnarmon wana bana pouches. Caused a dip in on level
reguinng a supplemant.

lalavant TestLaboratary Data

Test Hamsa LEAD VEMNOUS Test Date 06-Mev-2023

Tast Result 10.4 Tast Linit MILLIGRAMS PER DECIL|
ITRE

Low Test Range High Test Range

Generaied by SYSTEM Ceneraied o 0 Moy F0E 183027 Page Tod &



Recenpt Mo: RET-11. 1350 FDw 35008 Form
CTU Mo | FOW-COER-CTLU-2023-85421 | Dopament: CFSAN | ACT Mo - RCT-1181350 | CTU Thage Date; 21-Mow-2023 | Total Pag

ge. 5§
Mare ¥ bemation Availabla?

Ralavanl TestLaboratory Data
Test Name LEADSENDUS Test Data 14-Mow-2023
Tasl Resul 7 Tast Linit MELLGRAMS PER DECH

WHRE

Lal Tesi Range High Tesl Range
Mo ¥ brmation Available?

Ralavant TestLaboratory Dala
Test Nama HEMATOCRY Test Dade 1d-Moy-2023
Tasi Resul 284 Tast Linit PERCEMT
Lol Tesi Range High Tesl Range
Kora Yiemation Availabla?

ielevant Test/Laboratory Data

Tesi Name HEMATOCRY Test Date 03-MNow-2023
Tes! Resull 2w Tesl Unit PERCENT
Lof Test Range High Test Range

More i emabion Availabla?
elevant TestLaboratory Data

Test Name HEMOGLOB Test Dala 03-Mow-2023
Tasl Rasul 11 Tast Linid GRAMS PER DECLYWER
Lef Tesi Range High Test Rangea
More ¥ bemation Available?
Ralavanl TestLaboralory Data
Test Nams HEMOGLOBW Test Date 1dMoy-2023
Tasi Rasul 12 Test Linit GRAMS PER DECLYER
Lel Tesi Range Hagh Test Range
hore ¥ brmation Availabla?

Additbonal Comments

Saction B - Product Availability

O you still have the prodectin | Mo
case | @ need 1o evaluate in?
Cho you have a piciure olthe Mo
product? (chack yas i1you are
including @ pictuny)

Section C - About the Products

Goneraled by. SYSTEM Ganeraled on. 20-Moy-2023 152022 Paga 2016



Recenpt Mo: RET-11. 1350 FDw 35008 Form
©TU Mo | FOW-COER-CTU-2023-85421 | Dopament: CFSAN | ACT Mo - RCT-1181350 | CTU Tage Date; 21-Mow-2023 | Total Pag
on 5

Suspect Yes

Primary? Yas

Type DrugBiolagic
This repart is about FoodMedical bod

MName olthe product as it Wana bana cinnaman apple purea 3 pack
appears on i bodxbotiles
or package (Michche as many
NAMEes 45 you sea)

Marms o1 the company that ‘Wana bana
miakes (of cormpounds) the
product

Product Type(check all tha
apply)

uﬂw-ll'ld-i:m'ﬂf
Dcmma'md by & Pharmacy or an Cutsowrting Facity

DG&M&-

Dammur
Strangth Wldher

NDC member

Dhd ihie protlern slop ater e
person reduced the dose ar
stopped taking or using the
product?

Did the probbern rebuim |1he
person stared taking o using
product again?

Edpiration dala
Lot mumber
Cozage Form
Wuamiity YMiddhar
Frequency Wldher
Hol | as il faken or used Cral MCaher

Dt the person Trst staned 25-Sap-2023
Lakireg oF using the product
Drate the person stopped taking | 20-Ocl-2023
oF uging the product

Drate the parson reduced dose of
thie prosduct

Give best estimate o duration

¢ thixrapy $ill on-going?

Why 1 as the person using the product? (suchas T hat condition T as it supposed o treat)

Saction D - About the Meaedical Devica

Marme o1 medcal device

Generaled by,  SYSTEM Generaled on: 20-Mow- 202 1520.2T Page 1 oib



Receipt Mo: RCT-1181350 FDA& 35008 Form
CIU Mo FOA-CIER-CTU- AR50 | Depanmenl COFSAN | RGT Mo BOT-1THIES0 | ST Tnoge Dada; 2 1-Ro- RS | Tobst Fag
L

Mame of the cormpany that

_ | makes tha medicaldeviee |
Orther identifying informatbion (The model, cata
jlccate tham)

..... b L

o, lat, f‘rl.':!i'li'li_ ar U II' number. and tha ::r:-:n.:_':'.l-:::lr": date if :,-T:ll Pt 11

Modal Numbar

Catalog Number

Lot Numbar

Sarial Nurmber

DI Murmber

Expiration date

Was someons opearatng the
medical device when the problem
occurmed T

For implantad medical devices ONMLY (such aa pacemakers, breast implants, etc. )

Diate the implant was put in Date the implant was taken out (If
relevant)

vho Had the Froblem

Sa Female

Gander Clagander woman/girl
e

Age (specify unit of time for age)

ate f Birh (b)g)
Weight 785k
Elhni:i:.r. (Choose only ona) Mot HispaniciLating

Race (Check all that apply) i i A

memmpmum

Do
EA e

Dﬁduﬂmﬁm

List kmown medical conditions (Such as diabeles, high blood pressure, cancer, heart disease, or athers)

Please hst all allergies (such as lo drugs, foods, pollen or others)

Generaied by SYSTEM Ceneraied o 0 Moy F0E 183027 Pagedof b



Receipt Mo: RCT-1181350 FDA 35008 Form
CIU Mo FOA-CIER-CTU-ALT-H5A7 | Dapar | CFSAM | RET Mo RET-1189350 | CTL I'noga ada; £ 1-Nos- MED | Tohst Fag
L

i List any othar important information about the parson (such as E.rF-l:-i:|r'g_ pragnancy, aleohol usa alc. )

iList all curment prescription medications and medical devices being used

List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies baing used

|Secton F - About the Parsen Filling Owt This Form
Primary? Yas

Raporter is Patent?
Tithe

Last mamns

Middla Name

First name
MurnbarStrest

City

State/Province
Country UNITED STATES
ZIP or Postal code 4 ¥ a
Telephone numbar
Email address
Fax

e e e e e

Today's date | 20-Mov-2023

I you do MOT want your ‘fas

Generaied by SYSTEM Genermied cn; S0-Pov- A 1B Fage God &



Receipt Mo: RCT-1181331 FOl 3500 Form
CIU Mo FOA-CIER-CTU- AR5 14 | Depanimenl COF 58N | RGT Mo BOT-1THEET | ST Tnoge Data; 2 1-Ros- MRS | Tobs Fag
B d

Al dates displyed in e repon are o ESTICT D500} e moene

Company Unii CDER-CTU Criginating Accown | FAERS

Source Medium MWO (Drug) Source Form Type | E2B XML 3500
Priarity Routine

Ovemide Auto Calculation Rule No

FDA Received Date 20-Mov-2023 | CTU Received Date | 20-Now-2023
CTU Triage Date CTU Data Entry Date 1

Report Type Spontanecus Rapert Classification | Drug

Assign To User

UsariGroup

Farward 1o Departrment E

LContact

First Mama

A, PATIENT INFORMATION
Patient Identifier (In Confidence) | (NG
Apa 21 Month{s)

Date of Birth
Sex Matle
Waight 10.2 kg
e I
Race (Check all that apply) .
D.lumh\ Inddian of Alaska Mathes
DBI-I-H-! o Adrican Ameiizan
b e

DHH\'E Fanwadiar of Othed Padific blandes
ADVERSE EVENT, PRODUCT PROBLEM

Type of Report (check all that E' o)
Dmumm
EMWLE.E.MJ

| D_mim_umwmm

Sanous Yas

Cuicome Aftributed to Adverse

Event (Check all that apgly) H"‘“"‘

Life Theeabening
wauw

Clther Sexiozs o Imporani Medical Events
Emﬂyv Permmirert Duarage

Generaied by SYSTEM Ceneraied o T0-Moy- T 144520 Fage Tod4



Recenpt Mo: RET-1181331 FOA 3500 Form
©TU Mo | FOW-COER-CTU-2023-85414 | Dopatment: CFSAN | ACT Mo - RCT-1181331 | CTU Thage Date; 21-Mow-2023 | Total Pag

eL. 8
DEHT}H’MI#WHIH.‘EIHJ‘- Calachs
Dﬁ‘&q.lludlnlulmﬂ-ﬁrl 16 Prvrvarsl Pesmanes imgaEmantamnass
Dratiz of Duxadh
Date of Event 15-Mow-2023
Date of this Repon 20-Row-2023

Deascribe Event, Problem or Produect Lisa Erros

Desscribe Evenl, Problem, of Product Use Emor. Ares abe apple Sauce with cenagmon thal was made by wanabana and was
parn of iha recall. he has an elevalad lead lavel

Relaevant TestLaboratary Data

Test Name LEAD Tost Date 15-Nov-2023

Test Rasull 10.9 Test Linit MICROGRAMS PER DEC
ILITRE

Low Test Range - High Tes! Range i

KMora Information Availabla?

Additional Comments

vinous dring

Diher Relevant History, Including Preexisting Medical Conditions

. PRODUCT AVAILABILITY

Product Available for Evalualion®| Mo
(Do nod send product 1o FDA)
Ratumed 1o Manufacturer on
Do you hava a pictune of tha Mo

product? (check yes if you ara
including & plciure)

PRODUCT(S)

Type DrugBlologic
This report immolves: FoodMiedcal food

Name, Strength.Manufacturer'Compounder (from product label)
Prothect Nama wanabana applesaece wilh cinnaman
Strangth | if Cher
Manufacturen Compounder

Generaled by,  SYSTEM Generaled on: 20-Mov- 2028 14:45:26 Paga lodd



Recenpt Mo: RET-1181331 FOA 3500 Form
©TU Mo | FOW-COER-CTU-2023-85414 | Dopatment: CFSAN | ACT Mo - RCT-1181331 | CTU Thage Date; 21-Mow-2023 | Total Pag
oo 4

MNOCH# or Uinbgue D

Product Typecheck all ha
' ] DEITC-

Event Abaled After Lise Sdopped | Doesn't Apply
of Diose Reduced?

Event Reappearad after Doesn't Apply
Raintrodusction 7
Jrug Therapy

Dose or Amount If Cther
Frequency i Oaher

Therapy Duration i Odher
I= Eherapy siill on-going?

Lot Numbar

Expiraticn Date

Diagnosis for Lsa (indication)

E. SUSPECT MEDICAL DEVICE
Brand Mame

Cormmon Device Mame
Procoda

Manufacherer Nama
City

Slate

Madal #

Lot #

Catalog #

Expiration Date

Svrial W

Unique Idantifier {LIDH#
Operator of Device

Dnmn Prgpesoral
Di‘lmﬂ:‘wm

Dmhﬂf

Oihar
If implanted, Give Date

Generaled by,  SYSTEM Generaled on: 20-Mov- 2028 14:45:26 Pagaloda



Receipt Mo RCT-1181331 FOu 3500 Form
CTU Mo FOA-COER-CTU-X23-85414 | Depariment CFSAN | RET Mo BCT-1181231 | CTU Troge [Data; 21-How- 2003 | Tobat Pag
s 4

If Explanted, Give Date

| I this a single-use device that
was reprocessed and reusad on
a patient?

If ¥as for the above fisld,

Enter Name and Address of
Reprocessor

‘Was this davice seniced by a
third party?

|F. OTHER (COMCOMITANT) MEDICAL PRODUCTS

CONCCMITANT MEDICAL PRODUCT

|G. REPORTER

Repaorter is Patiant?

Last Mame
Middla Nama
Firal Mame

Reporter Speciality
Health Professional ? fas

Occupation Physician | 1§ Other
Also Reported to O Manutscturericompounder

O user Faciiiey

O bistribusorimporter

If wouw do MOT want your identity | Mo
disciosed o the manufacturer

|
|
I
|
!
I
|
|
|
UNITED STATES | Other |
|
i
|
|
I
I
|
I

Generaied by SYSTEM Genermied cn; S-Mov- A0 194520 Fage 4 of 4



Receipt Mo: RCT-1162021 FDA 35008 Farm
CIU Mo FLA-CDER-CTU- BN | Daparimenl COFSAN | RGT Mo BOT-1THA0 | CT0 Tnogs Data; 27 -Nos- S | Tobs Fag
L]

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unit CDER-CTU Criginating Accouwnt | FAERS
Source Medium WO {Dirug) Source Form Type | E2B XML 35008
Priarity Routina
Creamide Auto Calculation Rule Mo
FOA Received Dats 22.Nov-2023 CTU Received Date | 22-Now-2023
CTU Triage Date CTU Data Entry Date ;
Report Type Spontanaous Report Classification | Drug
Assign To Usar
UsariGroup
Farward 1o Departrment E
e m .
Lontact
Sechon & - About the Problam
What kind of problem was it?
{Check ail that apply} %wmhﬂwmammmw-ﬁ.-ﬁum—www*qwm
Uksed & product incomectly which could havwe of ked 1o 8 peablm
Modoed a problem with the quality of the product
Drate the problem occurmad 31-0c4-2023
—ee - - r
Did any of the fxllowing happan? )
{Check all that apply) Dl st e sy e
Feguired help o present permanent haimn
|| Other serious/impartant medical

v adds umemnts if ne

My 5 year old ate 14 pouches of the wanabana applesauce within 2 weeks before | was aware of the recall on Oct 3151, He
had been sick, headache, stomach ache, tired, lethargic, not eating, and just felt horrible, | had him lead tested and his lead
was 12,2

Relavant TestLaboratory Data

Test Namea LEAD TEST Tast Date 31-0c1-2023
Tast Result 122 Tast Linit LINEMOWH
Low Test Range High Test Range

Generaied by SYSTEM Ceneraied o - Bow- 0 181523 Page Tod &



Recenpt NMo: RET-1 185021 FDw 35008 Form
£TU Mo ! FOM-CDER-CTU-2023-B5274 | Dopariment CFEAM | ACT Mo~ RCT-1182021 | CTU Trage Date; 27-Mow-2023 | Total Pag
oL

Muore Information Avallabla?

Additional Comments

Health departrment came and we have no elher source of contaminalion. YWe live in & house bull @ 2000, he dossn have
access lo any lead paint,

Saction B - Product Availability

O you still have the prodect in - | Yas
e wi nived to eviarluate 17
Do you have a pictune al the fas
product? (chack yas if you are
inu:luding a piciuna)
Saction C - About the Products
Buspec] Yas
Primary 7 Yes
Type CrugBialogic
This report is aboul FoodMedical food
MHame of the product as it ‘Wanabana Apple cinnamon appesauce pouch
appears on the box, botlla,
or package (Inchde &S many
NAmes as you )
MName of the company ihat Wanabana
makis {or compounds) tha
product
Product Typa(check all thal D'::lw-rhn-';‘d--'.-re-
apphy) 0]
Cormpoundad by & Pharmacy of an Culsowoing Facilby
EG!H'HH:-
Bigsirmiar
Slrength if Daher
MNDC mambear
Did the problem slop after the Mo
person reduced he dose or
stopped taking or using tha
Did 1he probbern retunm if the Doesn't Apply

person staned taking of using
product again? ‘

Expiration dale Z3-Jun-2024

Lot number 0402323

Dosage Fonm

Chaanity CHhesr W Caher 14 Fouchas
Frequancy Twaic @ iy H Cribar

How wild §l takan or usasd Cral I Cbar

Date the parson first staried 15-0cl-2023

Tarking or wking he product

Crate the person stopped taking | 31-0e1-2023

or using the product

Generaled by,  SYSTEM Generaled on: £2 ov- 2028 15016:23 Paga 2od b



Receipt Mo: RCT-1162021
I Mo FLA-CDER-C TG 800N |
L]

FiDu& 35008 Form

Daparmanl COFSAN | RGT Mo BOT-1THA0E | CVL Tnogs Dada; &7 -Nos- MRS | Tobst Fag

Date the person reduced dose of
M peceied,

Give best estimate of duration
Is therapy still on-going?

Food he likes ko eat

31-0e1-2023

Yes

My Was the parson using the |:'-|-::J|_:|.|-:_'.I_"' (SEh as whal condreon Wwas il ::|.|_|;:||::-|::-.='_a|;e-::| I tresath

Ratumed to Manufacturaer On

Mama of madical davice

n O - About the Madical Device

locate them)

and the expiration date, if vou can

rwodel, catalog, lot, senal

Modal Numbar

Catalog Number

Lot Mumber

LoD Mumber

Expiration date
Was someone operating the
medical device when the problem

For implantad medical devicas O
Date the implant was put in

™MLY (such as pacemakers, breast implanis, atc. )
Date the implant was taken out (If

| relevant)

1o Had the Froblam

Please Spacify Other Gender

Age (specify unit of tme for age)

Date of Birth

Waight

15.75 kg

Ethnicity (Choose only one)

Mot Hispanic/ating

Race (Check all that apply)

D%mhﬂmhﬂﬂhﬂm
me.ruuumuum

Generaied by SYSTEM

[

Ceneraied o - Bow- 0 181523 Page 3od &




Receipt Mo: RCT-1182021 FDA 35008 Form
ST Mo PO RO DU LB | g msn | CFSAM | RET Mo BET-1 182031 | CTL I'noga ada; £ F-Nos- MRS | Tobst Fag
L]

EA e

Dmn#mr;m

Lest known medical condiions {(Such as diabates, high blood pressure, cancear, heart diseasa, or othars)

Autiam lavel 2

3, pollan or othars)

List any other important information about the parson (such as emoking, pregnancy, alcohol use, alc.}

Dev. Delays |

List all current prescription medicaticns and medical devices being used

wachon B - Abaigl the Parsan Fill g | CQigt This Farm

Prirmary? Yeos
Reporter i= Patent?
Title

Last name m
Middie Name '
First name
Numbar/Straat
City
State/Province
Country

ZIP or Postal code

Talephone nurmber
Email addrass

UNITED STATES

Generaied by SYSTEM Genermied cn; Zi-Phow- A2 1801523 Fagedof b






Receipt Mo: RCT-11822T2 FDA& 35008 Form
CTU Mo FOA-CIER-CTU-L-B000 | Daparimenl COFSAN | RGT Mo BOT-1THEGE | CTU Tnoge Dada; 27 -Nos- D | Tobst Fag
L

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unii CDER-CTU Driginating Accown FAERS
| Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Priarity Routine
Ovemide Auto Calculation Rule No
FDA Received Date 24-Mov-2023 | CTU Received Date | 24-Now-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification Drug
Assign To User
UsariGroup
Farward 1o Departrment E

Lonlact

Sechon & - About the Problem

What kind of problem was it?
{Check ail that apply} EWMMHHJMMMMWHMWM]
Dm:vmwmmm-rMMp-m
Modoed a problem with the quality of the product
= E01 e e swtcio o e proshc a1 ammer e
Drate the problem occurmad 18-Mov-2023
== i e
Did any of the following happan? i
{Check all that apply) Dl st e sy e
Feguired help o present permanent haimn
Dmnmm
Dmm
D!Ji:-mm
Dmﬂh
Other seriousdimportant medical

i happanad (Inciude as many delails as p ble FDA may reach out to you for

v ad 1 umemnts if necessany)

CFSAN CAERS PHONE REPORT 24-NOV-2023:My name um. | purchased a Wanabana Apple Cinaman,
Mevember 19 fram Doftar Tree. Immedeataly after, | had 3 reacthon. ersa reaction included: allergic reaction, hives on
my face and itchy. | continue to expenence these symptoms and they ane getting worsa. This product is recalled, | don’ know
where io go about this, | believe thers is lead in my sysiem.

Relavant TestLaboratory Data

Test Hamea Tast Date
Tast Result Tast Linit
Low Test Range High Test Range

Generaied by SYSTEM Ceneraied o 24-Moy- T 1304525 Page Tod &



Recenpt Mo: RET-1 182372 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-B5364 | Dopariment CFEAM | ACT Mo~ RCT-1183272 | CTU Trage Date; 27-Mow-2023 | Total Pag
oL §

Muore Information Avallabla?

Additional Comments

Saction B - Product Availability
O you still have the prodksct in
e wi nived to evaluate 17

Do you have a picture ol the Mo

product? (chack yas if you are
inu:luding a piciuna)

Saction C - About the Producls
Buspec] Yas

Prmary ¥ Yes

Type CrugBialogic

This report is aboul Foocd®tedical food

MHame of the product as it WANABAMNA APPLE CINAKMOMN PALICH
appears on the box, botlla,

or package (Include &s many
NAames as you 5ee)

MName of the company ihat
makes (o compounds) tha
product

Product Typa(check all thal
apply]

Eﬂw-l‘h{!‘#—-ﬂm
Dc-m'm:uud by & Pharmacy or an Culsowrcing Faclly

DGHMH:-

Bigsimiar
Slrength if Daher

NDC mamber

Ciid the problem siop after the
person reduced the dose aor
stopped taking or using tha

Dicl the probiern retunm if the

person staned taking of using
product again? ‘

Expiration dale
Lot number
Dosage Fonm
Cuanity If Caher
Frequancy H Cribar
How wild §l takan or usasd I Cbar

Crate the parson first stared 15-Mov-2023
Taking or wking he product
Crate the parson stopped taking
or using the product

Generaled by,  SYSTEM Generaled on: 24 Mo 2028 134525 Paga 2od b



Receipt Mo: RCT-11822T2 FDA& 35008 Form
CTU Mo FOA-CIER-CTU-L-B000 | Daparimenl COFSAN | RGT Mo BOT-1THEGE | CTU Tnoge Dada; 27 -Nos- D | Tobst Fag
L

Date the person reduced dose of
M peceied,

Give best estimate of duration
Is therapy still on-going?

My Was the parson using the |:'-|-::J|_:|.|-:_'.I_"' (SEh as whal condreon Wwas il ::|.|_|;:||::-|::-.='_a|;e-::| I tresath

Ratumed to Manufacturaer On

n O - About the Madical Device

Mama of madical davice

rwodel, catalog, lot, senal, or and the expiration date, if vou can

locate them)

Model Numbar
Catalog Number
Let Wumber
LDDI Mumber

Expiration date
Was someone operating the
medical device when the problem

For implantad medical devicas ONLY (such as pacamakers, braast implants, atc.)

Data the implant was put in Date the implant was taken out (If
| relevani)

1o Had the Froblam

Please Spacify Other Gander
Age (specify unit of time for age)
Diate of Birth

Waight

Ethnicity (Choose only one)
Race (Check all that apply)

D%mhﬂmhﬂﬂhﬂm
me.ruuumuum

[

Generaied by SYSTEM Ceneraied o 24-Moy- T 1304525 Page 3od &



Receipt Mo: RCT-11822T2 FDA& 35008 Form
CTU Mo FOA-CIER-CTU-L-B000 | Daparimenl COFSAN | RGT Mo BOT-1THEGE | CTU Tnoge Dada; 27 -Nos- D | Tobst Fag
L

e

Dmnmm

Leet known medical condibona (Such as diabates, hugh | d pressure, cancar, heart diseasa, or othars)

oods, pollan or othars)

List any other important information about the parson (such as emoking, pregnancy, alcohol use, alc.}

List all current prescription medicaticns and medical device

i B - Abaut the Persan Fill g Dl This Farm

Prmary?

Reporter i= Patent?
Title

Yo
Last name (b}6)
i

Middie Mame

Firsi namea

Numbar'Streat
City

State/Province
Country UNITED STATES
ZIP or Postal code

Talephone nurmber m

Email address

Generaied by SYSTEM Genermied cn; B-Mov- A1 134525 Fagedof b



Receipl Mo: RCT-1 182272 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-86364 | Dopament: CFSAN | ACT Mo - RCT-1182372 | CTU Thage Date; 27-Mow-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 24-How-2023

Diel you regart this proabiem o the|
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 24 Mo 2028 134525 Pago §od §



Receipt Mo: RCT-11623T75

FiDu& 35008 Form

CTU Mo FLA-CIER-CTUL -804 75 | Daparimenl COFSAN | RGT Mo BOT-1 TS | ST Tnoge Dada; 27 -Nos- S | Tobst Fag

L

Al dates displyed in e repon are o ESTICT D500} e moene

Basic Details

Company Unit COER-CTU Crriginating Accound | FRERS
| Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Priarity Routine
Ovemide Auto Calculation Rule No
FDA Received Date 25-Nov-2023 | CTU Received Date | 25-Now-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification | Drug
Assign To User
UsariGroup
Fonward 1o Departroent v

Contact

E&“:immﬂ %Waehﬂ#ﬂihﬂﬂuﬁdmmhmm]
Used a product incorecty which could hanve o ked 1o a prollem
[ bicscent 5 protiem with the guatty.of the product
DmmmmmeMHmmm
Date the problem ccourmad 15-0nc1-2023
SIS Mo
{”‘;ﬂﬂ:ﬁlmﬁ happen? | [T, mnsaitzaiion - admitied or siayed longer

Dwﬂmmmﬂm
Dmumm
Bigth: dadect

Dty

udle as many delails as ot b wou for

My kid"s lead levals are slevated becausa of the Wana Bana applesauce. Sha's not in any danger, but thay are elavated.

Relevant Test'Laboratory Data

Tast Namea LEAD Test Date 10-Mov-2023
Tasi Result Slightly alavatad Tast Linit
Lo Test Range High Test Ranga
More Information Available?
Generaied by SYSTEM Ceneraied o 25-Moy- F0E3 08527 Page Tod &




Recenpt Mo: RET-1 162375 FDw 35008 Form
£TU Mo ! FOM-CDER-CTU-2023-86475 | Dopariment CFSAM | ACT Mo~ RCT-1182375 | CTU Trage Date; 27-Mow-2023 | Total Pag
oL §

| it b @ Copy of the tesl, prefly sure it was inthe 18 sange bul dor® remember anything eocepl thal i's slightly elevated
and to feed her caleium and relas? in a month,

Section B - Product Availability

Do you still have the prodect in | No

case we need fo evaluaie i?
O you have a piciure of the Mo
product? (chock yos if you are
including a picturng)
Section C - Abaut the Products
Suspec Yas
Primary® fas
Type DrugBiologic
This report is aboul FoodMedical food
Mame of the product as it Cinnamon Appasauce
appars on thi bow, bottle,
or package {(Include as many
NEMEE B8 WU 588)
Marne of the comparny tha Wana Bana
makes (or compounds) The
product
Product Type(chack all thal Euw.rm.n:mr
apply) 0]
Compsunded by & Phamacy o an Culsourcing Faclty
Eﬁﬂnﬂi&
Dumrr.ur
Strangth | 1 Other
NDC memibear
Oid the problem siop after the Yag
person reduced the dose or
stopped taking or using tha
product?
Did the probbern ratum (f e Doesn't Apply
slaried taking or using tha
t again?

Jruf Therapy

Expiration dale
Lol mumbear

Dosage Form
Chuaniity Odaher If Cher 3 Pouch
Frequency Az naeded i Oaher
How was i haken of uged Oral I Cther
Drabes e person firs] staned
laking o using the product

Crate the parson stopped taking
oF uging e product

Crate the person reduced dose of
thi product

Generaled by,  SYSTEM Generaled on: 25-Mov- 2028 84527 Paga 2od b



Receipt Mo: RCT-11B2375 FDA& 35008 Form
LI Mo I-Ili'n-I:IZ-IH-I"Il.l-'.‘III,-'ZI-H-!i-ﬂnl‘-|II|1[|.1I1E!."'III CFSAMN | RGT Mo BOT-1 TS | CTL Tnogs Data; 8 F-Nos- T | Tobsd Fag
L

Give best estimate of duration 3 Manth
|s therapy still on-going?
Ty wWas the parson using the |:'-r-:_1r_:|.|-:_'.|_"' ISeh as whal condilzon Wwas il % |_|;:||::-r_:-.~'_a|;:-::1 I tresath

| Foed

Ratwmad to Manufacturer On

sSachon U - About the Madical Devica

Mame of medical device
Hame cof the company that
makes (he medical devica
Jihesr r,|i:;r'|||.",'|'1-;j information (The model cala og lat. sanal, or UDI number. and tha expiration date if Wi A
poate tham)

Modal Numbar

Catalog Murnber

Lot Wumber

Zavial Murmber

LDDI Murmber

Expiration date

Was someone operating the
medical device when the problem
ocoumad T

For implanted medical devices ONLY (such as pacemakers, breast implanis, etc,)

Date the implant was put in Duate the implant was taken out (If
relevanty

Section E - About the Parson Who Had the Prablam
Parson's Initials bk

Sax Femala

Gander Cisgandar worman.girl
Flease Specify Other Gender
Age (specily unit of ime for age)
Date of Birth (bX6)

Waight 1575 kg

Ethnicity (Choose anly one) Mot HisgansciLating

‘Race (Check all thatagely) | [], I

Dﬁnﬂhﬂihﬂmumm
DHHHHH#FWU Pacific lslander

Dnssn
[

__Dm:-ummi_:ﬂ

Generaied by SYSTEM Ceneraied o 25-Moy- F0E3 08527 Page 3od &



Receipt Mo: RCT-11B2375 FDA 35008 Form
CTU Mo, FODA-CDER-CTU-X123-50471% | Dinpaarirmsen| CFSAM | RET Mo RET-1182275 | ST I'noga ada; £ F-Nos- MRS | Tobst Fag
L

Genslic conneclive fssus disordar

lnasa s LG toods, pollen or othars)

1 all ailr_ﬁlgu_'::_: isuch as o .'_I':_:;_:|.5_

Hone

) 3 smcking, pregnancy, alcohol uss, alc.}

She ate 3 “lot” of the applesauce,

VICES Deing used

isl 8l over-ine-countar madications and any vilaming, minarais

sechon F - About the Person Filling Cut This Form

et

UNITED STATES

—

Email address

Reporter Organization

Generaied by SYSTEM Genermied cn; Moy A3 DEA527 Fagedof b



Recenpt Mo: RET-1 162375 FDw 35008 Form
©TU Mo | FOW-COER-CTU-2023-86475 | Dopatment: CFSAN | ACT Mo - RCT-1182375 | CTU Tage Date; 27-Mow-2023 | Total Pag
on 5

Dapartment

Repaorer Specality

Today's dabe 25Mow-2023

Chid you repor this problem o the| Mo
company that makes the product
(he manufacluren compodnden )T

If wou do MOT wanl your Mo
identity disclosed to the
manufachurer, plaase mark this
box (Confidentialily Feguesbad):

Generaled by,  SYSTEM Generaled on: 25-Mov- 2028 84527 Pago §od §



Receipt No: RCT-1162388

FiDu& 35008 Form

CIU Mo FLA-CLER-CTU- -8 | Dapanimanl COFSAN | RGT Mo BO-1THEE | S0 Tnoge Dada; 2 F-Nos- S | Tobst Fag

L

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Uni COER-CTU Originating Account | FAERS
Source Medium MWO {Drug) Source Form Type | E2B XML 35008
Priarity Routine

Override Aute Calculation Rule Mo

FDA Received Date 25-Nov-2023 | CTU Received Date | 25-Now-2023
CTU Triage Date CTU Data Entry Date ,

Report Type Spontanecus Rapert Classification | Drug

Assign To User

UsariGroup

Forward 1o Dapartment v

First Name

Email Address

- Bbout the Problam

e p—
SBEchon A

What kind of problem was it7
{Check all that apply)

EW&MEM:M&MM&NMM
Dl.h-rd a oduct incoirecty which could have or i2d 1o-a jeoblem
Dm:mmmmﬂmnm
_D_@nwnmmmtmwmmmm maer

| Date the problem occurred | 27-0et-2023
Serious Mo
Did any of the following happen? | [, eutsaiion - adeifid or staved s

{Check all that apply)

Emwmmmm
Disatility o headh peotlesn
Blirth desbesct

DLHIHH&“'I‘*‘E
Dheatty

Tell u= what mappenad and now i f':."|||:'1-.~}r'|-:-:'l {Include as ARy dalails as ;':ll.j:-r'.f:i'!:llﬁ FDA may reach ouf fo you fst
documants if necessary)

v additions

child 1ested for alevaled ead levels related to wanabana fruit pouches

lalavant TestLaboratary Data

Test Namsa LEAD LEVEL Test Date 27-0et-2023
Tesi Result 86 Test Linit MICROGRAMS PER DEC|
ILITRE
Low Test Range ] High Test Range as
Generaied by SYSTEM Ceneraied ocn 25-Moy-J0E 1301520 Page Tod &



Recenpt Mo: BET-1 162368 FDw 35008 Form
£TU Mo ! FOM-CDER-CTU-2023-B6374 | Dopariment CFSAM | ACT Mo~ RCT-1182388 | CTU Trage Date; 27-Mow-2023 | Total Pag
oL §

More Information Avallabla?

walavant TestLaboratory Data

Tes! Mame LEAD LEVEL Test Date 17 -Mow-2023

Tesi Resul 4.3 Tast Linid MICROGRAMS PER DEC
ILITRE

Lo Test Range 0 High Tesl Range a5

Mani Infermation Awailabla?

Additional Comments

lead laved improved with removal of WanaBana pouches

Saction B - Product Availability

O you still have the prodectin - | Mo

case we neod fo evaluate 47
O you have a picture af the Mo
product? (check yas If you are
including a piciurs)
Section C
Suspeci s
Primary? Yas
Type DrugBialagic
This raport is aboul Foodtdedical food
Mame of the product as il Wana Bana Apple Cinnamon Finuit Puresa
appears on the bow botlle,

or package (Include &s many
Nameas a& you see)

Marm: of the company thal manufaciured by - Austrofood
miakes (of compounids) tha
product
Product Typeichock all thad [z
o [
Compsundad by @ Phamacy or an Cultsourcing Facalty
Dﬁ*nﬂk
DEm-rni.nr
Strangth | if Cher
MNOC member
Did i protlem slop after the Yes
person reduced the dose or
stopped Laking or using the
product ¥
Ohd 1he probiern retuam il the Dioasn't Apply
person stared taking or using

product again?

Expiration dala
Lot mamber

Generaled by,  SYSTEM Generaled on: 25-Mov- 2028 116:29 Paga 2od b



Receipt No: RCT-1162388

CIU Mo FUA-CIER-CTU-AL-80TY | Dapanmant COF 5N | RGT Mo

L

FiDu& 35008 Form
RCT-1 18088 | ST Tnogae Dasa; 7 -Moee- M0 | Tobsl Fsg

Dosage Form

Ceandity

Frequency

How was it taken or used

T"if Othvar T
I Other I
| I Other

Date the persan first started
faking or using the product

31 -Jan-2023

of using the product

Dabe the parson shopped taking

26-0ct-2023

this peroduct

Duate the person reduced dose of

Give bast estimate of duration

Is therapy still en-going?

vy was the perscn using the proguct? (such:as whal condrbcn was it supposed o treat)

it = a anack for childran - in her lunch

Retumed to Manufacturer On

Mame of medical devica

Secton [ - About the Medical Dew

Marmae of the company that
makes the medical devica

locate them)

Crther identifying information (The model, catalog, lot, senal, or UDI number, and the expiration date, if you can

Model Humbar

Catalog Number

Lt Mumbear
Sasial Nurnber

LoD Humber

Expiration date

Was someone oparating the

medical device when the problem

For implanted medical devicas O

HNLY (such as pacemakers, breast implants, etc.)

Data the mplant was put in

Date the implant was taken out (If
relavant)

erson YWho Had the lam

Female

Cisgander woman:'gir

Ceneraied on:

Z25-Mov- A2 131528

Page 3od &



Receipt Mo: RCT-1162368

FiDu& 35008 Form

CIU Mo FLA-CLER-CTU- -8 | Dapanimanl COFSAN | RGT Mo BO-1THEE | S0 Tnoge Dada; 2 F-Nos- S | Tobst Fag

L

Age (specily unit of time for age)
‘Date of Birth

Waight

Ethnicity (Choose only one)
E t e ;|

List Known medical condions [ SUue

od pressure, cancer, heart chssase, or othars)

FPleasa list all allergies (such as o drugs, focds, pollen or othars)

pregnancy, alcohol use,

e

List all over-the-counter medications and any vitamins, minerals, suppbemeanis, and Ferbal remeduas b&ing TET: 1%

Reporter s Patent?

Tithe

Last nama

Middla Mama

First name

Mumber'Streat

Generaied by SYSTEM

Genermied cn; Z25-Mov- A2 131528 Fagedof b




Receipt Me: RCT-11B2368 FDA& 35008 Form
€T Ko, FOA-COER-C TU- 207386779 | Deparimant  CFSAM | RET Moo RET-1187388 | TU Tnogs Date; 27-How-20073 | Tobs! Pag
[

UMITED STATES

Email addrass

Fax

Reporter Organization

Dapartrrant

Reporter Spaciality

Today's date 25-Mov-2023

Did you report this problem to the) Mo
company that makes the product
{the manufacturer'compoundar)?

If youn do MOT want your Mo
idantity disclosed to the
manufactuner, please mark this

Generaied by SYSTEM Genermied cn; Z25-Mov- A2 131528 Fage God &



Receipt Mo: RCT-1162353

L

FiDu& 35008 Form
CIU Mo FOA-CIER-CTU- -0 | Daparimenl COFSAN | RGT Mo BOT-1 T3 | S0 Tnoge Dada; 8 7 -Ros- S | Tobsd Fag

Al dates displyed in e repon are o ESTICT D500} e moene

Company Unii CDER-CTU Criginating Accown | FAERS

Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Priarity Routine

Ovemide Auto Calculation Rule No

FDA Received Date 25-Mov-2023 | CTU Received Date | 25-Now-2023
CTU Triage Date CTU Data Entry Date 1

Report Type Spontanecus Rapert Classification | Drug

Assign To User

UsariGroup

Fonward 1o Departroent v

| Case Priority Direct

Dmmmmmm&&m

| Saection A - About the Problam
mﬂ':ﬁmﬁ':uﬂﬂm}mﬂ EmmamnmmmanMHNqu]
Dl.b-l!dl product incorrecily which could have or led o a peoblem
Maoicid a problem with the qualty of th product
Haed proidemes after swichineg frioem one prodiec] mskes (o ancihe maker
Date the problem ccowred 18-Mon-2023
e I
Did any of the following hagpen? ) I
{Check all that apply) E“”mnhmn A =
Desaitaliny o health probdem
Dﬂhﬂrﬁdm
Dl.h-ﬂmulh*q
Dlﬂhﬂh

recalled 11/24/2023 through my

it happaned (Inciude as

WanaBana pures apple sauce for 2 months. | found ouwt the baby food was.
grandmather conacting saying they sean tha recall on the news, I've been to the
WWWUM&MEWWMWMW belly aches, irtable 1001672023, 11/082023, and
11“&%%%mnmﬂnhﬂdhﬂmﬂﬂhn Hmbﬂfiﬁ!ﬂﬂmhmlld‘n:hmlhlﬂpﬂﬁﬂmn

Is of laad and

mmrum“whumwmmhmmghm
| can be reach af

rnany detalls as possible FOA may reach cut to you for

ielevant TestLaboratory Data

Tast Nams CBC{PLATELETS) LEAD | Test Date 16-Mov-2023
BLOCD COMPLETE AS D
IRECTED
Test Result Test Linit
Generaied by SYSTEM Ceneraied o 25-Moy- 0 144523 Fage Tod b



Recenpt Mo: BET-1 162343 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-86454 | Dopariment CFEAM | ACT Mo~ RCT-1182383 | CTU Trage Date; 27-Mow-2023 | Total Pag
oL §

Lovwr Tast Range High Test Range Lead potsioning

Mo Infermation Availabla?

Additicnal Comments

| will be getting his My Chari resulls Monday 1172772023 December 13,2023 for lead level check and well check

sachon B - Product Availability
Do you still have the produect in - | Mo
case we need 1o avaluale 17
Do you have a pictune of e Mo
product? (chack yas if ywou are

iru:lud-ing a Eiclm-ull

Suspec fas
Prmary? Yos
Type DrugBialogic
This report is aboul Foodtedical food
Mame of the product as it WanaBana apple cinnamon fruit pures pouch
appears on the bow botile,
of package (Include &s many
NEMEas 85 you S8a)
Marme of the company that Weis, WanaBana, Schnucks
makis (or sompounds) the
product
Product Typa(chack all thal an_mMr
apply) M
Compounded by a Pharmacy of an Cutsowcing Facilty
Dﬁm-r:
E'Em-rnl.nr
Sirength If Daher
MNEC member
Did thr protdemn slop after the Mo
person reduced the dose or
stopped taking or using tha
product 7
Did the peoblern retunm i e Doesn't Apply
person staned taking or uskng
product again?
Expiration date A-MNow-2023
Lol mumber
Cozage Form
Chsanity Chier H Odhar 3 pouch
Fraquancy 3 times a day H Caher
Herw was i faken or uged Oral I Caher
Dt the person first staried 14-Sap-2023
laking or wsing the produc

Generaled by,  SYSTEM Generaled on: 25-Mov- 2028 144527 Paga 2od b



Recenpt Mo: RET-1 180168

CTU Mo FOA-COER-CTLU-2023-B4264 | Daparmenl CFSAM | ROT No

s 8

FiDwa 35008 Form
ACT-1180188 | CTU Trage Date: 18-Mow-2023 | Total Pag

Muore Information Avallabla?

Additional Comments

Saction B - Product Availability

Expiraticn date

O you still have the prodectin | Mo
e wi nived to eviarluate 17
Do you have a pictune al the fas
product? (chack yas if you are
inu:luding a piciuna)
Saction C - About the Producls
Buspec] Yas
Primary 7 Yes
Type CrugBialogic
This report is aboul FoodMedical food
MHame of the product as it Appla cinnamon fruil pures
appears on the box, botlla,
or package (Inchde &S many
NAmes as you )
MName of the company ihat Wana bana
makis {or compounds) tha
product
Product Typa(check all thal Dt:lw-l - :
apphy) 0]
Cormpounded by & Pharmacy of an Culsowoing Facilby
DGHMH:-
Bigsirmiar
Slrength if Daher
MNDC mambear
Did the problem slop after the Mo
person reduced he dose or
stopped taking or using tha
Did 1he probbern retunm if the Doesn't Apply

person staned taking of using
product again? ‘

Lol mumber

Dosage Fonm

Chuanlity

i Ciher

Frequency

Twice a day i Char

Hiow wils il Bakogn oF L

Ol I Oty

Crate the parson first stared
Taking or wing fhe produc

20-0c1-2021

Crate the person stopped taking
or using the product

07 -Mow-2023

Generaled by. SYSTEM

Generaled on: 15-bov-2023 142024

Paga 2od b




Recenpt Mo: RET-1 180168

FDw 35008 Form

CTU Mo | FRA-COER-CTU-Z033-B4264 | Doparimen CREAN | RCT Ho- RCT-11804ME88 | CTU Trage Date: 1B-Mow-2027 | Total Fag

eLl a8

Drate the person reduced dose of
thie prosduct

Give best estimate of duration

% Ehiragyy Sl on-Going?

Favorie apphe sauce

i Ny was e person using the ;‘_n'-::ujl_l-:::l_"-' IS ch as whal condition was it SUppDosed (o reat)

Retunmisd 1o Manuiactures On

Mame of medical devica

Mame of the company that
makes iha medical device

Model Mumier

Cataloeg Mumber

Lot Mumiber

Sl Mumber

LIDDH Musmiber

Expiraticn dabe

Was smemeons operating the

oecunmsdy

madical dewvice when the problem;

For implanted medical devicas O

Diate the implant was put in

MLY (such as pacemakars, breaast implants, atc.)

Crate the implam was taken out (i
rizlevant)

Generaled by. SYSTEM

Please Specify Other Gendar

Age (specify unit of ime for aga)

Date of Birth (b)e)

Weight T

Ethnicity (Choose only ona) Mol Hisparsc/Lating

Race |(Check all thal apply) memw“m#"um

D Hores HMawvaian of Other Pocifc |ssander

[asien

Generaled on: 15-bov-2023 142024 Paga dod b



Recenpt Mo: RET-1 180168 FDw 35008 Form
CTU Mo | FOWM-COER-CTU-2023-84264 | Dopament: CFSAN | ACT Mo - RCT-1180488 | CTU Thage Date: 18-Mow-2023 | Total Pag
on §

D'ﬁ'hﬂ-u

Eﬂllﬂ‘!{ﬂ Adsican Arwocan

List known medical conditions {Such as diabetas, high blood pressure, cancer, heart disease, or others)

Please hst all allargies (swech as o dregs, s, palkan or othars)

List any othear important infomation about the parson (Such as smoking, pregnancy, aloohol use, alc.)
) P g ] ) ]

List all current prascription medications and medical davi 2Eing used,

List all ower-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used

Cilantrg haavy mialal didox

Last nams

Middle Mame

Firsi ramme
Pl S gl

City

Slate/Frovince
Cauntry

ZIF or Postal coda
Telaphona mumbear
Emall address

Generaled by,  SYSTEM Generaled on: 15-bov-2023 142024 Pagodod



Receipl Mo: RCT-1180168 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-84264 | Dopatment: CFSAN | ACT Mo - RCT-1180188 | CTU Thage Date: 18-Mow-2023 | Total Pag
@5 8

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 15-Mow-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 15-bov-2023 142024 Pago §od §



ent CTFSAM | RCT Moo RCT-1180168 | CTU Triage Daec f6-Nov-2023 | Talal Pag




Recenpt Mo: RET-1 180260

CTU Mo | FRA-COER-CTLU-2033-84316 | Daparimanl. CFEAM | ROT Mo

o T

FiDwa 35008 Form
ACT-1180280 | CTU Trage Date: 18-Mow-2033 | Total Pag

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Uni COER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 15-Hov-2023 CTU Received Date | 15-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionty Direct

Contact

First Mamea

- About the Problenm
What kimsd of probdem was il?

Saction &

E'ﬂ'ﬂfﬂﬂ.ﬂcﬂ' had & bad sade efect (induding new or worssning sympboms |

dhition Tl

(Chick all thal apply) D
Ut A pivdied ingdrtnoty which could v oF bid 1o 8 problem
Dnmm;nmmwmu-u quality of the product
Dm prodiam #ar sadiching o one product muker 1o anothis maker
Crate the problem occuwmesd 29-0e-2023
Senious Mo
t?:.dl ml SEF;::;!:;Q happon? Dnmw-aalr:n- admiting of Hayed lenger

Dﬂmﬂ Hrﬂ-ﬂflﬂEE madizal inddand Fiass Deloite Baliw|
. 5 n i (S

My son has consumed somde apple pur

W ER—— B3 ORI e v ity
Dumut-.. or health probler
DB-H'IH didaz

Life-threataning

[ oess

saibba FDOA may oLt B yow o

we packages and isn' feeling 100 well, Vomiting and has sinog been complaining of
headachas Wea checked packaging and i's a produc] pest recalled for bead contaminaton, Owrs maiched the names and baich
# of contaminated product. He only consumed had boxes of theea packets but when tested he s showing elevalad bead in his
blood.

Relevant TestLaboratory Data
Tiast Mame LEAD PAMEL Test Data -Mov-2023
Test Regull Paosilive for lead Tesl Linig
Lewr Tast Range High Test Range
Mare Information Availabla?
Genaraled by, SYSTEM Ganeraled on: 15-Mov-2023 M 1540 Page 1cd 5



Recenpt Mo: RET-1 180260 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-84316 | Dopariment CFEAM | RCT Mo~ RCT-1180280 | CTU Trage Date: 16-Mow-2023 | Total Pag
oLl T

Section B - Product Availability

Do you still have the prodect in | No

case we need fo evaluaie i?
O you have a piciure of the Yas
product? (chock yos if you are
including a picturng)
Section C - Abaut the Products
Suspec Yas
Primary® fas
Type DrugBiologic
This report is aboul FoodMedical food
Mame of the product as it Cinnamon Appde Pures
appars on thi bow, bottle,
or package {(Include as many
NEMEE B8 WU 588)
Marne of the comparny tha WanaBana
makes (or compounds) The
product
Product Type(chack all thal Duw.rru.n:mr
apply) ]
Compsunded by & Phamacy o an Culsourcing Faclty
Eﬁﬂnﬂi&
Dumrr.ur
Strangth | 1 Other
NDC memibear
Oid the problem siop after the Mo
person reduced the dose or
stopped taking or using tha
product?
Did the probbern ratum (f e
slaried taking or using
t again?

Jruf Therapy

Expiralion dala 09-Jul- 2024
Lot mumber 0502308

Dosage Form
Chuaniity If Cher
Frequency Diaily i Oaher
Horw v A Bakan of used I Cebuar

Drabes e person firs] staned
laking o using the product

Crate the parson stopped taking
oF uging e product

Crate the person reduced dose of
thi product

Generaled by,  SYSTEM Generaled on: 15-bhov-2023 200 15:40 Paga 2od b



Recenpt Mo: RET-1 180260
CTU Mo | FOM-CDER-CTU-2023-B4316 | Degariment CFEZAM | ACT Mo RCT-1180280 | CTU Trage Date: 18-Mow-2023 | Total Fag
asl T

FDw 35008 Form

Giva best estimate of duration

I= theragy still on-going?

hy was the person using the product? (such as what condition was it supposed (o treat)

Ratumed to Manufacturer On

Marme of medical deses

sSaction D - Aboul the Madical Devica

Mame of the company thal
makes tha madical devics

Cther idantifying informatian (The model, catalogq, lot, seral, or UDI number, and the expiration date, if you can
ocate them)

Modal Mumber

Catalog Numbar

Lot Murmibes

Serial Mumbear

LD Musnbar

Expiraticn date

Was someone operating the
madical device when the problem)
ocumid?

For implanted madical devices ONLY (such as pacemakers, braast implanis, afc.)
Date the implant was put in Cate the tmiplan was taken out (i
relavant) |

Person's Initiss

Saction E - About thwe Paerson Who Had tha Problaem

S

Gender

Please Specify Other Gender

Age (specify unit of ime for age)

Data of Birth

Wiaight

41.4 kg

Ethnicaty (Choose only one)

Mol Hispanec'Latino

Race (Check all thal apply)

D.ﬁ.rn:rr:.r: Inadian cr Alaska Haive
DHI’AH Hawasian o Other Padhic Isander

[ asian
E'ﬂl’hﬁi

[ bisck or msrican amarican

Generaled by. SYSTEM

Generaled on: 15-bhov-2023 200 15:40 Paga dod b



Receipt Mo: RCT-1 180060 FDA 35008 Form
CTU Mo | FOM-COER-CTU-2023-84316 | Dopament: CFSAN | ACT Mo - RCT-1180350 | CTU Thage Date: 18-Mow-2023 | Total Pag
fs. T

Autlem Spectum, ADHD, sensory procassing disorder

Please hst all i.':II-'.'!i-;':]H:!E-i {such as (o dne 0%, foods palkan or othars)

Unkmowm

List any other important information about the parsan (Such as smoking, pregnancy, alcohol use, alc. )

List all curneni prascription meadications and medical devices being usead,

Adderall, Wyvanse, Abilify and Guanfacine

List all ovar-tha-courntar madications and any vitaming, rminafals, supplaments, and harbal remedss baing usad.

Section F - About the Person Filling Qut This Form
Prmary? s
Raparter is Patiant?
Title

Last nam

Middle Mams

Firsl namea
Muirnbsen! 5 et
City

Slate/Provinoe
Country

Z1P or Postal code
Telephone number
Email sddress

Fax

Raporter Organization

Generaled by,  SYSTEM Generaled on: 15-bhov-2023 200 15:40 Pagodod



Recenpt Mo: RET-1 180260 FDw 35008 Form
©TU Mo | FOW-COER-CTU-2023-84316 | Dopament: CFSAN | ACT Mo - RCT-1180380 | CTU Thage Date: 18-Mow-2023 | Total Pag
o T

Dapartment

Repaorer Specality

Today's dabe 1Mo 2023

Chid you repor this problem o the| Mo
company that makes the product
(he manufacluren compodnden )T

If wou do MOT wanl your Mo
identity disclosed to the
manufachurer, plaase mark this
box (Confidentialily Feguesbad):

Generaled by,  SYSTEM Generaled on: 15-bhov-2023 200 15:40 Pago §od §
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Recenpt Mo: RET-1 1801485

CTU Mo | FRA-COER-CTLU-2033-84341 | Dapartimanl. CFEAM | ROT Mo

ot §

FiDwa 35008 Form
ACT-1180198 | CTU Trage Date: 18-Mow-2033 | Total Pag

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Uni COER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 15-Hov-2023 CTU Received Date | 15-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionty Direct

About the Problam

Saction A

Ehr:u': ;fﬂpm was 1?7 E'ﬁ'ﬂm Bt o b & Bad sida aflac (including nin of wioriankhg Symatoma)
U @ product ingormactly winich could hawe o lad 10 & problem
EMJHMMWH'\H gualty of the product
QWMEMWiWMﬂmmtrmnmw ks
Date e problam occumed 2d-Jul 2023
Serioues Yas
R [ —
Fpquinad halp bo prewent pEmanend b
Dnnmnwmm
Dﬂ-'ﬂh danet
DLH'H-H‘MD:I
Cosen
Eﬂlhﬂl’ sEnoaimpoiant medical incidanl Please Desorits Balow)
Ciher safousdimpartan medical
incident{Pizase Descrbe Balow)

and how it I Ill. raned (Include as 1 i.l.r.::l.f'l_-

Gl R o B

cheli peumeants if necessany)
My daughber receivied 2 blood test with results of abnormal levels of lead in her blood, She has boon mors iritable and cranky,

Ralevant TestLaboratory Data

Tes| Name LEAD Test Data 2-Jul-2023
Tesl Resul 82 Test Linid
Lo Tast Range High Tesl Range
Genaraled by, SYSTEM Ganaralad on: 15-8boy-2023 15:15:26 Paga 1od b



Recenpt Mo: RET-1 1801485

CTU Mo FOA-COER-CTLU-2023-84341 | Daparmen: CFSAM | ROT No

ot 5

FiDwa 35008 Form
ACT-118019S | CTU Trage Date: 18-Mow-2023 | Total Pag

Muore Information Avallabla?

Additional Comments

Saction B - Product Availability

Expiraticn date

O you still have the prodectin | Mo
e wi nived to eviarluate 17
Do you have a pictune al the Mo
product? (chack yas if you are
inu:luding a piciuna)
Saction C - About the Products
Buspec] Yas
Primary 7 Yes
Type CrugBialogic
This report is aboul FoodMedical food
MHame of the product as it ‘Wana bana apple cinnamon finsl pures
appears on the box, botlla,
or package (Inchde &S many
NAmes as you )
MName of the company ihat Wana bana
makis {or compounds) tha
product
Product Typa(check all thal Eﬂw-mn-';‘d-m-
apphy) ]
Cormpounded by & Pharmacy of an Culsowoing Facilby
DGHMH:-
Bigsirmiar
Slrength if Daher
MNDC mambear
Did the problem slop after the Yas
person reduced he dose or
stopped taking or using tha
Did 1he probbern retunm if the Doesn't Apply

person staned taking of using
product again? ‘

Lol mumber

Dosage Fonm

Chuanlity

i Ciher

Frequency

I Chr

Hiow wils il Bakogn oF L

I Oty

Crate the parson first stared
Taking or wing fhe produc

07-Ocl-2022

Crate the person stopped taking
or using the product

15-Fab-20E3

Generaled by. SYSTEM

Ganeraled on: 15-Mov-2023 151526

Paga 2od b




Recenpt Mo: RET-1 1801485 FDw 35008 Form
CTU Mo | FOM-CDER-CTU-2023-84341 | Degariment CFEAM | ACT Mo RCT-1180135 | ST Trage Date: 18-Mow-2023 | Total Pag
oL §

Drate the person reduced dose of
thie prosduct
Give best estimate of duration

% Ehiragyy Sl on-Going?

i Ny was e person using the ;‘_n'-::ujl_l-:::l_"-' IS ch as whal condition was it SUppDosed (o reat)

Good pick pouch

Retunmisd 1o Manuiactures On

Abaut the Medical D

Mame of medical devica

Mame of the company that
makes iha medical device

3 information (The cataleg, lot, senal, or UDI numbear, and the axpiration date, if you can

Modal Mumbgr
Catalog Number
Lot Wurmibser
Sarial Mumber
LI Musriber
Expiraticn dabe

Was smemeons operating the
madical dewvice when the problem;
=L

For implanted madical devicas ONLY (such as pacemakars, braast implants, alc.)

Diarter the implant was put in Crate the implam was taken out (i
rizlevant)

Please Specify Other Gendar

Age (specify unit of ime for aga)

Date of Birth s

Waight 10,8 kg

Ethnicity (Choose only ona) Mol Hisparsc/Lating

Race |(Check all thal apply) memw“m#"um

D Hores HMawvaian of Other Pocifc |ssander

[asien

Generaled by,  SYSTEM Generaled on: 15-bhow-2023 15016:26 Paga dod b



Recenpt Mo: RET-1 1801485

FDw 35008 Form

CTU Mo | FRA-COER-CTU-2033-84341 | Deparimen: CREAN | RCT Mo~ RCT-1180085 | CTU Trage Date: 1B-Mow-2027 | Total Fag

ot §

E'l‘ﬂ'll'l-u

Dﬂllﬂ‘!{ﬂ Adsican Arwocan

List known medical conditions {Such as diabatas, high blood pressure, cancer, heart disease, or others)

Please hst all allargies (swech as o dregs, s, palkan or othars)

List any othear important infomation about the parson (Such as smoking, pregnancy, aloohol use, alc.)
) P g ] ) ]

List all current pra

iption medications and medical dewvi 2Eing used,

List all ower-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used

{llirg Out This Fomn

Yas

Last name

hiddie Name

Firsi ramme

LTk gt

City

SlatefProvince

Cauntry

UNITED STATES

ZIF or Postal coda

Telaphona mumbear

Email addness

Generaled by,  SYSTEM

Generaled on: 15-bhow-2023 15016:26 Pagodod



Receipt Mo: RCT-1 1801565 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-84341 | Dopament: CFSAN | ACT Mo - RCT-1180195 | CTU Thage Date: 18-Mow-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 15-Mow-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 15-bhow-2023 15016:26 Pago §od §



Recenpt Mo: FET-1 16015 FDw 35008 Form
CTU Mo | FIM-CDER-CTU-2023-B478S | Degariment CFEAM | ACT Mo RCT-1180198 | CTU Trage Date: 18-Mow-2023 | Total Pag
oL §

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Uni COER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 15-Hov-2023 CTU Received Date | 15-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionty Direct

- Abouf the Problam

mﬁ: Em’;miw %'ﬁ'ﬁmhﬂm had & bad sada afect (incuding nes or worsening aymgloma)
Used o produdct incormactly wihich could haress o fad 1o o problem
Dumujpuum-p.mlm ualty of thi produe
Dﬂnmammmmmmwuhmmumeraw
Crate the problem occumed 08-Aug-2023
Sarious Yas
m: Lr:’l:{;’;;m happen? Ewualm = pdmitied of sayed onger
Braguired halp bo presmn] pesmansnd ham
Disandty of haalh prosben
D‘Blﬂh detect
Di.rfa-ﬂ‘dl'ﬂhu
Cossn
EC‘"‘E" sotcusimpotant medical incident Pleass Desorits Balow)
Cihar serousfimportant medical

{include

My son was approximately 15 months okl when | staried 1o feed my son the wanabana fruil puree pouches, We had the apple
cinnamaon, banana, pineapple and manga. | brought him 1o ithe Or. For his 1 yess wellness check up and his lead level was a 2.
| recanily had his led loveds tested and il is a1 a 4.5

syant Test'Laboratory Data

Test Na LEAD Test Dadia T1-Mow-2023
Test Resul 4 Test Linit MICROGRAMS PER DEC
ILITRE

Genaraled by, SYSTEM Ganeraled on: 15-Mov-2023 15:15:34 Page 1cd 5



Recenpt Mo: FET-1 16015 FDw 35008 Form
CTU Mo | FOW-COER-CTU-2023-84284 | Dopament: CFSAN | ACT Mo - RCT-1180198 | CTU Thage Date: 18-Mow-2023 | Total Pag

ek 5§
Lovwr Tast Range [ L] High Test Range ER
More Information Availabla?
Relevant TestiLaboratory Data
Tt Marma LEAD Test Dada 8- Aug-2023
Tesi Rasul 2 Test Unit MICROGRAMS PER DEC
ILITRE
Lorar Tasd Rangi a0 High Test Rangs 34

More Infoemation Available?

Additional Comments

Saclion B - Product Availability

Do you still have the prodwect in | Mo
case we need o evalusts 17
D you haws a pichune of the Ko
product? (check yas il you ane
including & pletune)

sachon O - Aboul the Products

Pramary? WS

Typa Drug/Biologic

This report ts aboul FoodMsedical food

Marme of the product as it Wanna bana fruit puree pouchads
appears on the boo botlle,
or package {Include as many
NAMES A% ou See)

Mame of the company that
makies (o compounds) tha
pridisct

Product Typa(chack all thal
apply)

DGW-IHMI
Compounded by & Phamacy of an Cutsowrsng Facilby

I ﬁEh'aﬂg.ﬂ_I‘ | If Oaher
NI membar

Cid the probéem slop after the
piErson maeced i dose or
stopped Laking or using tha
product?

Diid ihe problam ratum if the
person slafed taking of usang
product again?
Drug Therapy

Generaled by,  SYSTEM Generaled on: 15-bhov-2023 15016:34 Paga 2od b



Recenpt Mo: FET-1 16015 FDw 35008 Form
CTU Mo | FIM-CDER-CTU-2023-B478S | Degariment CFEAM | ACT Mo RCT-1180198 | CTU Trage Date: 18-Mow-2023 | Total Pag
oL §

Lol mumber

Dasage Fonm
Chuaniity H Cher
Fragquancy I Cahr
Moy weits il Raken o used H Odher
Crate the parson first started 01-Feb-2023

takirg or using (he produc
Crate the person stopped taking | 30-Sep-2023
Crate the person reduced dosa of
the prosduct

Gy best estimate of duralion

Is therapy sl on-going?

Retunmesd 1o Manufactures On

Saction D - About the Medical Devica

Hame of medical deswsca

Marme of the company that
makes tha medical device

¥ .II':‘.I' |:_'|i.Eer'|h‘-.'!.'.. r|_rj| ir|r'r_:-rr|1.:_=|'1--:_'|r| [Th-Ee T I, |:'.:';!|t.:,'li:::r;_'|I lot, zenal, ar DI number, and the expiration date if YL CERN

odal Mumiber
Catalog Mumber
Lot Murniser
Sesriaal Musmbiar
UDOl Mumber
Expiraticn dabe

Was someons operating the
madical device when the problam)
oocumad?

For implanted meadical devices ONLY (such as pacemakans, breas!t implanis, aic.)

Data the implant was put in Ciate the implan was taken out (i
rizlevant)

Saction E - Aboul the Person Wha Had the Prablem

Generaled by,  SYSTEM Generaled on: 15-bhov-2023 15016:34 Paga dod b



Recenpt Mo: FET-1 16015 FDw 35008 Form
CTU Mo | FIM-CDER-CTU-2023-B478S | Degariment CFEAM | ACT Mo RCT-1180198 | CTU Trage Date: 18-Mow-2023 | Total Pag
oL §

Plesse Specify Other Gander
Age (specify unil of ima Tor age)
Crate af Birth

Waight

Ethnicity (Choose only ona) Mot HispanicLatino
Race (Chack all thal apply)

D.ﬂmencm Indian or Mlaskn Maive
Dh‘nﬂ arw adan o Jhar Pacle Ikande

[Jasian
e

Eﬂhﬂew Adtican Amaecan

List krown medical conditions {Such as diabatas, high blood pressura, cancar, heart disease, or othars)

ease st all allerghes (such as 1o drugs, foods, pallen or others)

List 2y ather important information about the PErSon (SUch 83 :-'.|":':|'_!-I-;;||"|!::-_ pregnancy nol use, alc. )

List all current prascription medications and medical davices being used,

List all over-the-counter madications and any vilaming, minerals, supplemeants, and harbal remedies baing used,

Reporer s Patient?
Titla

LSt narme

Middla Mamsa

Firsl name

Generaled by,  SYSTEM Generaled on: 15-bhov-2023 15016:34 Pagodod



Receipt Mo: RCT-1 180150 FDA 35008 Form
CTU Mo | FOWM-COER-CTU-2023-84784 | Dopatment: CFSAN | ACT Mo - RCT-11804198 | CTU Thage Date: 18-Mow-2023 | Total Pag
@5, 5

MumberStneat

City

StateProvnce

Country UMNITED STATES

Z1P or Postal code

Telephone number

Email jddrass

Fax

Raporter Organization

Departrmant

Reporter Speciality

Today's dabe T5-MNow-2023

CHd you regoit this problem o the| Mo
company 1hat makes the product
(kv manufes ungncompoaander )T

If wos do MOT weant yosr Mo
ideniity disclosed to the

manufachesr, please mask this
box (Confidantialily Feguestod):

Generaled by,  SYSTEM Generaled on: 15-bhov-2023 15016:34 Pago §od §




CTU No: FDA-CDER-CTU-2023-84479 | Depariment CFSAN | RCT No© RCT-1180038 | CTU Trage Dale: 16-Nov-2023 | Tolal Pag
&3
MadWateh 3500 Health Professional Report

e P& Sxlety irdormotae and Bfveene [eend Reporing Program

D& Safety Beport 1D 8 1511 DM Recsived Daba i 0

A PATIEMT INFORMATION

A1 Patient identifier. nan

{

A2 Age:

A, Dwte of Birth:

Femals

Adla Sex: Enter the patients sex at birth Undiflerentaried

Dechne io ansssr

Cagrraiit mranbay (pender omispords. with b

L2
A, Dender: Enter the patient's cumel ginder _ﬁ"xwwm“

Transgendar manficans manfemals-ic-mae (FTM)

Trafgendar wimanirafn Wi/

(Other pender cafegory, Pleass speody

Deschne in srrssr

AL Weight

AS, Ethnicity:

B, ADNERSE EVENT, PRODUCT PROBLEM

By Evenl

[ Prexduc] s/ Wdacaton Emor

B1. Type of Repark; Preduc! Frobiem (o g, ™

Probism with [eflenen| Masutaciamr ol

BI Cutseme Atvibuled 1o Adverss Event

B3 Dade of Event: 0o T

Ed Diale of Bhia Repert: 5P 02D

Page 1 of9



CTU Mo.: FDA-COER-CTU-20X5-84425 | Department CTFSAM | RCT Mo- RCT-1180038 | CTU Triage Dae: 16-Mov-2023 | Tatal Pag

a5 8

|85, Dagcribe Event, Problem or Product UsaiMadication Error:

s ] s et Dolii] i bl ' | ol st (e O YT Mo Pl e el . ] A ) P (] ] e it e e Wi aaRee e CoPalan bl Pismd Pt s wial P b ] e FER
e bk, e b s St o ddolion e hic e erirunes chid s e aaup T s b P paca of B el ooer pee Sy

Page 2ol 9



CTU No.: FDA-COER-CTU-2023-84428 | Departmenl CFSAM | RCT Mo- RCT-1180038 | CTU Triage Dale: 16-Mov-2023 | Tatal Pag
as: 8

BE. Relevant Tests/Laboratary Data:

Test

[“Tees sk, FROE AT

i ] ey

Test Hama

#i
Tesl Rasoll.

’I’uﬂLHL LG

Lirw Tesl Range:

=

Foagh Tes! Rarger

Test 2

Vet Date

Test Hama

Teat Resull:

Teal Result

et Uit

Tow Teet Fange:

Testd

Vet [iate

Ttk Nama

Test Result

st Ul

Tow Teel Fange

Page 3ol 9



CTU No.: FDA-COER-CTU-2023-84428 | Departmenl CFSAM | RCT Mo- RCT-1180038 | CTU Triage Dale: 16-Mov-2023 | Tatal Pag
a5 8

[B%. Relevant Tesis/Laboratory Data:

Test 5

Ttk D

Teed Nema

Tee! Pl

Tt Uil

Low Test Range

High Tel Farer

Tesid

Tiesd Draf

Test Hama

Teat Resall

Teed sl

L Tiaet Fange

Hagh Tee! Rangs

Test T

Tieat Dliaa:

Teed Nama

Teat Rl

Teed Lirit

Low Teat Range

High Tes Rangs

Test Dy

Test Nama

Teal Rt

Tead Linil

Low Test Range

High Tes Rangs.

Page d af 9



CTU No.: FDA-COER-CTU-2023-84428 | Departmenl CFSAM | RCT Mo- RCT-1180038 | CTU Triage Dale: 16-Mov-2023 | Tatal Pag
a5 8

BE. Addvticaal Commants:

L it i e T W] 1 O et o Pt ey A L] i . el

|B7. Gihar Rebavant Hislory, Beluding Fraansbng Wedical Cendimens:

Frima red o shis e i o Fad e e Sood s el madd e sreTormenial 1o o eteck Smaonde e e chis £ e F e e deormmm e ke S Uepped Enre e BT

PageSof B



CTU Mo.: FDA-COER-CTU-20X5-84425 | Department CTFSAM | RCT Mo- RCT-1180038 | CTU Triage Dae: 16-Mov-2023 | Tatal Pag

a5 9
&, PRODUCT AVAILABILITY
1. Product Avallable for Evaluation? lia
| £1. Retursed bo Manufacturer en:
£2. Do you have a plches of She product?
0, SUSPECT PRODUCTE
1
report invohies; Cosrredic
Drstary supphement
Fognifrrasaiu:al fioesd ™
Other
|I}'|i. Wy iera g Crrmeron | Ve posche
1. Strength:

[ . Marad sctures! Compoundar:

1. KOG & or Unigue [0:
BTG
of Amounk:

Stat | ET

| Cose Reduced |

Gve besf asbmate of durabon

Is Fprapy sil on-going?

DTG {Over-ha-counia

(anenic

Bosmis

oot me iy

D18l

Cosmats
[ Datary supglernent

Frapdimadal food

Cihee

[Coso Redeced |

51-'I| sep |

Ta theeapy 68 on-gomgr

TN [Lhver-ha-counles]
[COmpounad

“H.MTH-: ﬁ

Eosmie

Pagedal 9



CTU No.: FOU-COER-CTU-2023-84425 | Departmen
a5 8

CFSAM | RCT Moo RCT-1180038 | CTU Triage Daie: 76-Mov-2023 | Tolal Pag

E. SUSPECT NEDICAL DEVICE

E1. Bemnd Mama:

Waralara hoe Dowaecn Frat Puibs et

E2n, Commen Divice Name:

E2b, Prezode;

EY, sl mzbusnr Mama, City snd State

[ Ed Model .

E4 Catalog &

RIRTOEE

Ed Lot#;

E4 Explration Duts:

| B4 Unkque Device idensiier (U1} 5:

ES. Oparafor of Devies:

Heat® Professional

PabenlCorsumer

[ Eda Mmplanted, Give Dl

'EBD. If Explanied, Give Dale:

(ETa I8 543 & BingH-wnn dvice thal wis rprocessed and
reused on a patient?

ETh. IF Tea io Hem Ta Entsr Kame and Addra ol
Reprocesace;

[EH. Waa this davice sarviosd by a ThIrd party SEncary

Page Tod 9




10

12

1

1,

14

15

1

14

21
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CTU Mo FOA-CDER-CTU-2023-844340 | Depariment CFSAN | RCT Mo~ RCT-1180036 | CTU Tnage Dale: 16-Nov-2023 | Tolal Pag
a5 g

G. REPORTER

G Mume mnd Address

G2, Health Prodessiomal?

33, Decupatian;

(., s Reporied Te:

(65, M o de ROT want your identity Sacdsased o the

manulecharer, place an "X in thia Boa (Confidentiality
Reguesled):

Page9afs



Receipt No: RCT-1180307

FiDu& 35008 Form

CIU Mo FOA-CIER-CTU- LR 55 | Daparimenl COFSAN | RGT Mo BO-1THES0F | CTL Tnoge Data TE-No- MR | Tobst Fag

L

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unit CDER-CTU Criginating Account | FAERS

Source Medium MWO {Drug) Source Form Type | E2B XML 35008
Priarity Routine

Override Aute Calculation Rule Mo

FDA Recenved Date 16-Nov-2023 | GTU Received Date 16-Now-2023
CTU Triage Date CTU Data Entry Date |

Report Type Spontanecus Rapert Classification | Drug

Assign To User

UsariGroup

Forward 1o Dapartment v

L.ontact

sacton & - About the Problam

Tell s whi 2]
any addrbonal gocuments

i

‘What kind of probéesm was it?

{ﬂhlldl:ﬂ'lhili i E'ﬁﬂehﬂn’hﬂnhﬂdﬂ:dﬁd[ﬂiﬂummmm
DLHM:L-MMMWMMMH#NHHW

Poticed a problem with the quality of the produc

D_I}ﬂn':ﬁm_!ﬂ.g_mmmm#rmmm

Date the problem ccowmad

Saqious Mo

Did any of the fallowing happen? i

{Check all that apphy) Dlbimptatzaon - e o sy onges

My son has been consuming WanaBana Cinnamen Fruit Puree Pouches over the last several menths. | heard about the recall |
and callad his doctor, who had him go for blood work. The results show an elevated level of lead in his blood.

Dwﬁmﬁummm
Dmumm
Dl]i'th--d-eh:t

Helevant TestLaboratory Data

Test Name LEAD, BLOOD (WVEMOUS) | Test Date 0= oy-2 023
ARLIP
Tesi Result 155 Test Linit MICROGRAMS PER DEC|
ILITRE
Low Test Range High Test Range
Generaied by SYSTEM Ceneraied o 18- Mo 003 000G 22 Page Tod &



Recenpt Mo: RET-1 180307

CTU Mo FOA-COER-CTLU-2023-B4455 | Daparmen: CFSAM | ROT No

ot 5

FiDwa 35008 Form
ACT-1180307 | CTU Trage Date: 18-Mow-2023 | Total Pag

Muore Information Avallabla?

Additional Comments

Saction B - Product Availability

Expiraticn date

O you still have the prodectin | Mo
e wi nived to eviarluate 17
Do you have a pictune al the Mo
product? (chack yas if you are
inu:luding a piciuna)
Saction C - About the Products
Buspec] Yas
Primary 7 Yes
Type CrugBialogic
This report is aboul FoodMedical food
MHame of the product as it ‘WanaBana Apple Cinnamon Fruit Pures
appears on the box, botlla,
or package (Inchde &S many
NAmes as you )
MName of the company ihat Wanabana LLC
makis {or compounds) tha
product
Product Typa(check all thal D'::lw-rhn-';‘d--'.-re-
apphy) 0]
Compounded by a Phamacy or an Culsowoing Facilty
DGHMH:-
Bigsirmiar
Slrength if Daher
MNDC mambear
Did the problem slop after the
person reduced he dose or
stopped taking or using tha
Did 1he probbern retunm if the Doesn't Apply

person staned taking of using
product again? ‘

Lol mumber

Dosage Fonm

Chuanlity

i Ciher

Frequency

I Chr

Hiow wils il Bakogn oF L

Ol I Oty

Crate the parson first stared
Taking or wing fhe produc

01 -Jul-2023

Crate the parson stopped taking
or using the product

28-0c1-2023

Generaled by. SYSTEM

Ganeraled on: 16-Mov-2023 Wed5:27

Paga 2od b




Receipt Mo: RCT-1180307 FDA& 35008 Form
CIU Mo FOA-CIER-CTU- LR 55 | Daparimenl COFSAN | RGT Mo BO-1THES0F | CTL Tnoge Data TE-No- MR | Tobst Fag
L

Date the person reduced dose of | 28-0e1-2023
M peceied,

Give best estimate of duration
Is therapy still on-going?

My Was the parson using the |:'-|-::J|_:|.|-:_'.I_"' (SEh as whal condreon Wwas il ::|.|_|;:||::-|::-.='_a|;e-::| I tresath

Ratumed to Manufacturaer On

n O - About the Madical Device

Mama of madical davice

rwodel, catalog, lot, senal, or and the expiration date, if vou can

locate them)

Model Numbar
Catalog Number
Let Wumber
LDDI Mumber

Expiration date
Was someone operating the
medical device when the problem

For implantad medical devicas ONLY (such as pacamakers, braast implants, atc.)

Data the implant was put in Date the implant was taken out (If
| relevani)

Piease Specify Other Gender
Age (specify unit of time for age) | 4.5 Year(s)
Date of Birth
Waeight 17.55 kg

Ethnicity (Choose only one) Mot Hispanic/Lating
Race (Check all that apply)

D%mhﬂmhﬂﬂhﬂm
me.ruuumuum

[

Generaied by SYSTEM Ceneraied o 18- Mo 003 000G 22 Page 3od &



Receipt Mo: RCT-1180307 FDA& 35008 Form
CIU Mo FOA-CIE RO TU- LR 05 | Daparimen| CFSAM | RET Mo BET-1 18007 | CTU I'nogs [ada TE-Now- MED | Tohst Fag
L

EA e

Dmn#mr;m

Lest known medical condiions {(Such as diabates, high blood pressure, cancear, heart diseasa, or othars)

pollen or othars)

List any other important information about the parson (such as emoking, pregnancy, alcohol use, alc.}

List all current prescription medicaticns and medical device

Prmary?

Reporter i= Patent?
Tite

Last name

Middle Mamea

First name
MNumbar/Straat

City

State/Province i

Country UNITED STATES
ZIP or Pestal coda

Talephone nurmber

Gt s ®©

Generaied by SYSTEM Genermied cn; 18- Phow- 023 Do 22 Fagedof b




Receipt Mo: RCT-1 180307 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-84455 | Dopatment: CFSAN | ACT Mo - RCT-1180307 | CTU Trage Date: 18-Mow-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 16-Mow-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 16-Phoy-2023 (o522 Pago §od §



Receipt Mo: RCT-1180627 FDA& 35008 Form
CIU Mo FOA-CIER-CTU- -8 0 | Deparimenl COFSAN | RGT Mo BO-1TH0G6EE | CTL Tnoge Dasa 11 -Nos- MRS | Tobst Fag
L

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unii CDER-CTU Originating Accound | FAERS
| Saurce Medium MWO {Drug| Source Form Type | E28 XML 35008
Priarity Routine
Overmide Auto Calculation Rule | Mo
FDA Received Date 16-Mov-2023 | CTU Received Date | 16-New-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification | Drug
Assign To User
UsariGroup
Forward I Dapartment " B coer (coER-0sE-RSS-CTU@da hhs.gov) (E28B)
Cass Pricrity Direct

Sechon & - About the Problam

{‘E:E::.::Imw“m E'ﬂﬁerﬂmahﬂ:wﬂtmmﬂﬂqumm
DM-MMMMMEﬁMum
Dm:mmmmﬂmnm

I Dmmmmmwmmmmm

D:I:lﬂupmﬁuﬂmeﬁ 20-0c-2023

Sedous Yas

Chack ooy | e e s o

Disaibty o Dot proiesn
Hirih desbesch
DLHHI'-‘M
Dieaity
Emm_mmmm&m;
Other seriousfimportant medical
incident{Plaase Describe Balow)

happened (Include as many details as posaible FDA may reach out to you for
)
ndmather of thosa affected) purchased WanaBana Cinnamen fruit pures at a Dollar
- : . The pouches purchased were fram LOT 0202318 15:13, which are lisied on the recall.
My sons ages nd 15 months both ingeated only 2 pouches each of the fruit puree pouches betwean 10/20/2023
and 102472023, Eﬂhﬂmymhﬂmﬂ have previously bean esied for lead at their regular check ups with undetectable resulis,
After sesing the recall of these fruit pures pouches | immedately had them lested for lead at their pediatacian, Both of thair
mhﬂknﬁu&unﬂdh‘mhuﬂnﬂlnﬂmlrhhu-:t.ﬂurpuhm:unhurdm&dmhaapwluhiddlnln
=4l - . We are also seeking legal counsal to review and develop a path forward i they are to have |

mrmldr:nlpmﬂmfmﬂﬁmmhhl‘um

Relevant Test'Laboratory Data

Test Name LEAD Test Date 31-Oct-2023

Generaied by SYSTEM Ceneraied o 18- Moy 3003 0034 Page Tod &



Recenpt Mo: RET-1 180627

CTU Mo FOA-COER-CTLU-2023-84712 | Daparmen CFSAM | ROT No

RCT-11806ET | CTW Tage Date

FDw 35008 Form

17-Ricw-2033 | Total Pag

oL §
Tesl Resull 4 Tesl Linid MICROGRAMS PFER DEC
ILITRE
Lo Tsd Range 0 High Tost Range
More Information Available?

Addittonal Commeants

Froduct Availability

D youl Sl hawve he prodect in
case we need 1o evaluale 17

Yos

O you have a pictune of the
product? (chack yas if you an
ircluding & piclune)

ko

Suspeci

Section C - About the Products

Yas

Primary?

fas

Type

Drug/Biologic

This repor is aboul

FoodMiedcal food

Marmse of the product as it
appeans on the box, botlle,
or package {Inchude &s many

nameas HE!SH]

WanaBana Apple Cinnamon fruit purea

Marme ol e company that
makes {or compounds) ihe
product

WanaBana

Product Type(check all that
apply)

Dclm-lhu-Mr

D!‘-‘mm by & Phamacy o an Cubspurcng Facity
Dﬂ-ﬁnﬂt

[ —

Strangth

| Iif Cther

NOC membar

Cid 1he problemn slop after the
person reduced the dose or
stoppid Laking or wsing the
product?

Did the problern retumi if the
person staried taking or using
product again?

Dioasn't Apply

Expiration date 18-Apr-2024
Lol rnamibuer 02023:18 15:13
Dosage Form
Chuanity Caher If Cdher 2 Pouchas
Fraquency Iif Cdhar
Hirw was il faken oF used Owral If Caher
Genaraled by, SYSTEM Ganeraled on: 16-Mov-2023 Med5:34 Paga 2od §




Receipt Mo: RCT-1180627 FDA& 35008 Form
CIU Mo FOA-CIER-CTU- -8 0 | Deparimenl COFSAN | RGT Mo BO-1TH0G6EE | CTL Tnoge Dasa 11 -Nos- MRS | Tobst Fag
L

Diate the persan first stared 20-Oed-2023
taking or using the product SRR
‘Date the person stopped taking | 24-Oct-2023
of using the prodect

Data the person reduced dose of
the product

Give best eatimate of duraton

Is therapy stll on-going?

Ny Was the parson usimng the prod uct? (much as what condieon was i EiIIuF_:l:_:I!_:I:!':_J o treat)

Ratumad to Manufacturer On

Sacton D - About the Medical Device

Mame of medical davica

Mama of the company that
makes the medical device

Model HMumbear
Catalog Number
Lot Number
LUDDI Mumber
Expiration date

o P e T T e

Was anmeang opersting the

|For implanted medical devicas (

Date the implant was put in Diate the implant was taken out (If
relavant) .

MLY (such as pacemakers, breast implants, aelc.)

Piease Specify Other Gender
Age (spacify unit of bme for aga)

Date of Birth (b}6)

Weight 126 kg
Ethnicity (Choose only one) Mot Hispanicil ating

Generaied by SYSTEM Ceneraied o 18- Moy 3003 0034 Page 3od &



Receipt Mo RCT-1180627 FDA& 35008 Form
LI Mo I-Ilﬂ-I.'IZ-IH-I"Il.l-'.‘III,-'ZI-H-h"I'."'|II|1-[|.:ll1rl'i."-nI CFSAMN | RGT Mo ROT-1TH0GEE | CTL Tnoge Dasa 11 -Nos- T | Tobst Fag
L

Race (Check all that apply) T s vt s e ke

meﬂ'MFﬂtm

List known medical condshons ( h as diabalas hl;;h blood pressure, cancar heart diseasa, or athars)

IamsE st all .:|i|¢_-.r-;|i|-_=..:' LsLeh as o dr foods. pollan or others ]

gL any athar im portant information about the pear | BLCh &% smoking, pregnancy, alcohol use alc )

&t all currant prescripbcn mea dicabons ar

st all over-ihe-counter medications and any vitaming, minerals !_:.I_.r_!:J!‘.'_‘.-'l'n'_.-l'l'I.‘_i_ and herbal reamedias baing

Probictic, Vitamin C, Childrens rmashivitamin

arson Filling Cut This Form

Reporter is Patient?
Tite

Last name “ |
Middla Nama
First narme

NurnbserStreet
city

State/Frovince
Country UNITED STATES
ZIP or Postal code

Generaied by SYSTEM Genermied cn; 18-Pow- 3023 Mok Fagedof b



Receipt Me: RICT-1180627 FDA& 35008 Form
€T Mo, FOA-COER-CTU- 27384712 | Deparimant  CFSAM | RET Moo RET-1180037 | ©TU Tnogs Date: 17-How-20073 | Tobs! Pag
[

Telephone nurmiber
Email addrezs

Fax

Raporer Organization

Departrment

Raporter Speciality

Today's date TE=Mow-2023

Did you report this problem o the| Yes
company that makes the product
{ihe manufacturer'compeundar)?

If youn do WOT want your Mo
identity disclosed to the

manufacturer, please mark this
box {Confidentiality Requested):

Generaied by SYSTEM Genermied cn; 18-Pow- 3023 Mok Fage God &



Receipt Mo: RCT-1180625 FDA& 35008 Form
CIU Mo FLACLE H-I"I'.l-."lll,-'ZI-Hﬂll'lllIllnrﬂﬂnﬁ"-lll CFSAMN | RGT Mo BCT-1 TR, | CTL Tnoge Dasa 11 -Nos- T | Tobs Fag
L

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Unii CDER-CTU Originating Accound | FAERS
| Saurce Medium MWO {Drug| Source Form Type | E28 XML 35008
Priarity Routine
Overmide Auto Calculation Rule | Mo
FDA Received Date 16-Mov-2023 | CTU Received Date | 16-New-2023
CTU Triage Date CTU Data Entry Date i
Report Type Spontanecus Rapert Classification | Drug
Assign To User
UsariGroup
Forward I Dapartment " B coer (coER-0sE-RSS-CTU@da hhs.gov) (E28B)
Cass Pricrity Direct

Sechon & - About the Problam

{‘E:E::.::Imw“m E'ﬂﬁerﬂmahﬂ:wﬂtmmﬂﬂqumm
DM-MMMMMEﬁMum
Dm:mmmmﬂmnm

I Dmmmmmwmmmmm

D:I:lﬂupmﬁuﬂmeﬁ 20-0c-2023

Sedous Yas

Chack ooy | e e s o

Disaibty o Dot proiesn
Hirih desbesch
DLHHI'-‘M
Dieaity
Emm_mmmm&m;
Other seriousfimportant medical
incident{Plaase Describe Balow)

happened (Include as many details as posaible FDA may reach out to you for
)
ndmather of thosa affected) purchased WanaBana Cinnamen fruit pures at a Dollar
- : . The pouches purchased were fram LOT 0202318 15:13, which are lisied on the recall.
My sons ages nd 15 months both ingeated only 2 pouches each of the fruit puree pouches betwean 10/20/2023
and 102472023, Eﬂhﬂmymhﬂmﬂ have previously bean esied for lead at their regular check ups with undetectable resulis,
After sesing the recall of these fruit pures pouches | immedately had them lested for lead at their pediatacian, Both of thair
mhﬂknﬁu&unﬂdh‘mhuﬂnﬂlnﬂmlrhhu-:t.ﬂurpuhm:unhurdm&dmhaapwluhiddlnln
=4l - . We are also seeking legal counsal to review and develop a path forward i they are to have |

mrmldr:nlpmﬂmfmﬂﬁmmhhl‘um

Relevant Test'Laboratory Data

Test Name LEAD Test Date 31-Oct-2023

Generaied by SYSTEM Ceneraied o 18- Mo 2003 2005 24 Page Tod &



Recenpt Mo: RET-1 180625

CTU Mo FOA-COER-CTLU-2023-84710 | Daparmen: CFSAM | ROT No

RCT-11806325 | CTW Tage Date

FDw 35008 Form

17-Ricw-2033 | Total Pag

oL §
Tesl Resull 5 Tesl Linid MICROGRAMS PFER DEC
ILITRE
Lo Tsd Range 0 High Tost Range
More Information Available?

Addittonal Commeants

Froduct Availability

D youl Sl hawve he prodect in
case we need 1o evaluale 17

Yos

O you have a pictune of the
product? (chack yas if you an
ircluding & piclune)

ko

Suspeci

Section C - About the Products

Yas

Primary?

fas

Type

Drug/Biologic

This repor is aboul

FoodMiedcal food

Marmse of the product as it
appeans on the box, botlle,
or package {Inchude &s many

nameas HE!SH]

WanaBana Apple Cinnamon fruit purea

Marme ol e company that
makes {or compounds) ihe
product

WanaBana

Product Type(check all that
apply)

Dclm-lhu-Mr

D!‘-‘mm by & Phamacy o an Cubspurcng Facity
Dﬂ-ﬁnﬂt

[ —

Strangth

| Iif Cther

NOC membar

Cid 1he problemn slop after the
person reduced the dose or
stoppid Laking or wsing the
product?

Did the problern retumi if the
person staried taking or using
product again?

Dioasn't Apply

Expiration date 18-Apr-2024
Lol rnamibuer 02023:18 15:13
Dosage Form
Chuanity Caher If Cdher 2 Pouchas
Fraquency Iif Cdhar
Hirw was il faken oF used Owral If Caher
Genaraled by, SYSTEM Ganeraled on: 16-Mov-2023 Hed5:25 Paga 2od §




Receipt Mo: RCT-1180625 FDA& 35008 Form
LI Mo I-Ili'n-I:IZ-IH-I"Il.l-'.‘III,-'ZI-Hh"IIIIlln[ﬂﬂnﬁ"-lll CFSAMN | RGT Mo BCT-1 TR, | CTL Tnoge Dasa 11 -Nos- T | Tobs Fag
L

Diate the persan first stared 20-Oed-2023
taking or using the product SRR
‘Date the person stopped taking | 24-Oct-2023
of using the prodect

Data the person reduced dose of
the product

Give best eatimate of duraton

-I.':m-an.p'_fs'hlm-gnng? Yas

Ny Was the parson usimng the prod uct? (much as what condieon was i EiIIuF_:l:_:I!_:I:!':_J o treat)

Ratumad to Manufacturer On

Sacton D - About the Medical Device

Mame of medical davica

Mama of the company that
makes the medical device

Model HMumbear
Catalog Number
Lot Number
LUDDI Mumber
Expiration date

o P e T T e

Was anmeang opersting the

|For implanted medical devicas (

Date the implant was put in Diate the implant was taken out (If
relavant) .

MLY (such as pacemakers, breast implants, aelc.)

Piease Specify Other Gender
Age (spacify unit of bme for aga)

Do of it ©)XE)

Weight 15.75 kg
Ethnicity (Choose only one) Mot Hispanicil ating

Generaied by SYSTEM Ceneraied o 18- Mo 2003 2005 24 Page 3od &



Receipt Mo: RCT-1180625 FDA& 35008 Form
LI Mo I-Ilﬂ-I.'IZ-IH-I"Il.l-'.‘III,-'ZI-H-h"III|II|1-[|.:ll1rl'i."-nI CFSAMN | RGT Mo BCT-1 TR, | CTL Tnoge Dasa 11 -Nos- T | Tobs Fag
L

Race (Check all that apply) T s vt s e ke

meﬂ'MFﬂtm

List known medical conditions (S

uch as diabalas hl;;h blood pressure. cancar, haart d 58 or othars)

IamsE st all .:|i|¢_-.r-;|i|-_=..:'. isuch as o .'_|'|_:;|: foods. pollan or others ]

gL any athar im portant information about the pa L BUCHh 85 SMOoKIng, pregnancy, alcohol use alc )

st all current prascripbhon madicabons and madical davicas bamng used

aunter medications and any vitaming, minerals !_:.I_.r_!:J!‘.'_‘.-'l'n'_.-l'l'I.‘_i_ and herbal reamedias baing uaad

Probictic, Vitamin C, Childrens rmashivitamin

- About the Pearscn Fillng Cut This Form

Reporter is Patient?
Tite

Last name |
Middla Nama
First narme

NurnbserStreet
city
State/Province
Country

ZIP or Postal code

Generaied by SYSTEM Genermied cn; 18-Plow- 023 Mo 2e Fagedof b



Receipt Me: RCT-1180625 FDA& 35008 Form
€T Mo, FOA-COER-CTU- 207384710 | Deparimant  CFSAM | RET Moo RET-1180035 | ©TU Trogs Date: 17-How-20073 | Tobs! Pag
[

Telephone nurmiber

Email addreszs

Fax

Raporer Organization

Departrment

Raporter Speciality

Today's date TE=Mow-2023

Did you report this problem o the| Yes
company that makes the product
{ihe manufacturer'compeundar)?

If youn do WOT want your Mo
identity disclosed to the

manufacturer, please mark this
box {Confidentiality Requested):

Generaied by SYSTEM Genermied cn; 18-Plow- 023 Mo 2e Fage God &



Receipt No: RCT-1180808
U Mo FRA-CDER-C TG -HEH ' ||
L]

FOi 3500 Form
Daparmenl CFSAN | RCT Mo BO-1 THOE0E | CVL Tnoge Dasa 17 -Nos- MRS | Tobst Fag

Al dates displyed in e repon are o ESTICT D500} e moene
Basic Details

Company Uni CDER-CTU Originating Account | FAERS
Source Medium MWO {Drug| Source Form Type | E28 XML 3500
Priarity Routine

Overmide Auto Calculation Rule | Mo

FDA Received Date 17-Nov-2023 | CTU Received Date 17-Now-2023
CTU Triage Date CTU Data Entry Date ,

Report Type Spontanecus Rapert Classification | Drug

Assign To User

UsariGroup

Forward I Dapartment " B coer (coER-0sE-RSS-CTU@da hhs.gov) (E28B)

Cass Pricrity Direct

LContact

First Mama

A, PATIENT INFORMATION

Generaied by SYSTEM

Patient Identifier {In Confidence) | (BINEN
Age 13 Manth{s)
Date of Birth
Sex Male
Gender Mot selected
Pleasa Specify Other Gender
Waight
Ethnicity (Check single best Mot Hispamic/Lating
anewer)
Race (Check all that apply) Cliaan
Dmm Inafian or Alaskn haths
DH.IH.I-! o Adbcan Areesrican
EA e
L] buusve e or O Pacie sandes
. ADVERSE EVENT, PRODUCT PROBLEM
Type of Report (check all that DMEHH
apply)
Frodiuc LlsePdedicalion Emor
Eﬁwmﬁmlam.ﬂﬂuﬁm‘]
DF‘r:Hlm with Diffetent Menatscheer of Same Madicine
Banous Yoz
Outcome Aftributed to Adverse Dnuh
Event (Check all that apply) 7
Dlhﬂpﬂluﬂm {inital o prodonged]
Ciher Sevkous. of Impadtant Medicad Events
D[:Ilﬂu o Permanent Damage

Ceneraied o 17 Mow- 3003 1315 Page 1od 4




Recenpt Mo: RET-1 160806 FOA 3500 Form
CTU Mo | FOW-COER-CTU-2023-84878 | Dopament: CFSAN | ACT Mo - RCT-1180808 | CTU Thage Date: 17-Mow-2023 | Total Pag

et 8
DD:-!‘!}H-I'I.:II#M’NI'-.'.‘EIH.I‘- Calachs
Dﬁ‘mleﬂlnlulwﬂl&n 16 Prvrvarsl Pesmanes imgaEmantamnass
Dratiz of Duxadh
Date of Event 10-Mow-2023
Date of this Repon 17-Mow-2023

Jescribe Event, Problem or Product Use Emor

Dascriba Event, Problem, or Product Use Emor: Patient conswmed a product (Wana Bana) thal was recalled for ebevaled levels
of lead. Onca patients mathar found out about the recall and thay had some of the recallad prodwect ot number 0102323 she
had scheduled an appoiniment o gol lead levals besied. The patents lead leveds wera slovaled al 6.4 ug'dl, Patient will ba
geltng re-tested in 2-4 waeks o ensune thal the levels are back down,

ielevant Test'Laboratory Data

Tesi Nama LEAD BLOOD (PEDIATRY Test Date 10-Moy-2023
o) VEMDLUS
Tes! Reaull 6.4 Test Unit MICROGRAMS PER DEC
ILITRE
Lew Tasl Range 0.0 High Test Range 3.4
More Infeemation Avallable?

Additional Comments

thar Relevant History, Including Preexisting Medical Conditions

. PRODUCT AVAILABILITY
Product Available for Evalualion?| Yes
(O ved sand product 1o FOWAY
Rebumed (o Manufacturer on

Cha you have a piciure of the fas
product? (chack yas if you ar
including a piclure)

PRODUCT(S)

Type DrugBlologic
This report imaolves FoodMiedcal food

Name, Strength.Manufacturer'Compounder (from product label)
Product Nama Wana Bana Apple Cinnamon Frusl Puree Pouches
Strangth | if Cher
Manufacturen Compounder Wana Bana-Austrofood

Goneraled by. SYSTEM Ganeraled on. 17-Hov-2023 121525 Paga 2 odd



Recenpt Mo: RET-1 160806 FOA 3500 Form
£TU Mo ! FOM-CDER-CTU-2023-B4875 | Dopariment CFSAM | ACT Mo~ RCT-1180808 | CTU Trage Date: 17-Mow-2023 | Total Pag
oL

MNOCH# or Uinbgue D

Product Typecheck all ha
' ] DEITC-

Event Abaled After Lise Siopped
of Diose Reduced?

Event Feappearad after
Rainkroduction 7
Jrug Therapy

Dose or Amounl If Daher
Frequency Oaher i Oaher Wihenever
Raiibe I Cebyar

Therapy Duration i Odher
I= Eherapy siill on-going? Mo
Lot Mumbsar 0023:23

Expiraticn Date 23-Mar-2024
Diagnosis for Lsa (indication)

Was aflood product (snack) So given when patien] ssanbed L

E. SUSPECT MEDICAL DEVICE
Brand Mame

Cormmon Device Mame
Procoda

Manufacherer Nama
City

Slate

Madal #

Lot #

Catalog #

Expiration Date

Svrial W

Unique Idantifier {LIDH#
Operator of Device

Dnmn Prgpesoral
Di‘lmﬂ:‘wm

Dmhﬂf

Oihar
If implanted, Give Date

Generaled by,  SYSTEM Generaled on: 17 -bhow-2023 12 16:28 Pagaloda



Receipt Mo: RCT-1180808 FOu 3500 Form
CTU Mo FOA-COER-CTU-X23-8407Y8 | Depariment CFSAN | RCT Mo BCT-1 180808 | CTU Tnoge Data 17 -Now-2003 | Tola! Pag
L

if Explanted, Give Date

e e

was reprocessed and reusad on

a patient?

If ¥as for the above fisld,

Enter Name and Address of

Reprocessor

‘Was this davice seniced by a
third party?

|F. OTHER (COMCOMITANT) MEDICAL PRODUCTS

CONCOMITARN

AL

3. REPORTER

Repaorter is Patiant?

Last Mame
Middle Nama
Firal Mame

Caurnbry UMITED STATES If Other

|

i

|

Fax I
Reporter Organization |
ﬂl‘l‘.’ﬁll‘ﬁ'l‘lll‘lt |
Reporter Spaciality |
Health Professional? fas |
|

Decupation Other Health Professional |~ If Other

Also Reported to O Manutscurencompounder
O user Faciiiey
O bistribusorimporter

If wouw do MOT want your identity | Mo
disciosed o the manufacturer

Generaied by SYSTEM Genermied cn; 17-Mov- 3023 11528 Fage 4 of 4



et |y

3 Ta0,

=&

ISIA SPAPOIT doe




Recenpt Mo: RET-117 7845

CTU Mo FOA-COER-CTLU-2023-81881 | Daparmen CFSAM | ROT No

ot 5

FiDwa 35008 Form
ACT-1177845 | CTU Triage Date; D7-Mow-2023 | Total Pag

Muore Information Avallabla?

Additional Comments

Saction B - Product Availability

Expiraticn date

O you still have the prodectin | Mo
GRS wi noed 10 evlude 17
Do you have a pictune al the Mo
product? (chack yas if you are
inu:luding a piciuna)
Section C - About the Products
Buspec] Yas
Primary 7 Yes
Type CrugBialogic
This report is aboul FoodMedical food
MHame of the product as it ‘Wana Bana apple sauce pouches
appears on the box, botlla,
or package (Inchde &S many
NAmes as you )
MName of the company ihat Wana bana
makes (o compounds) tha
product
Product Typa(check all thal Eﬂw-mn-';‘d-m-
apphy) ]
Cormpounded by & Pharmacy of an Culsowoing Facilby
DGHMH:-
Bigsirmiar
Slrength if Daher
MNDC mambear
Did the problem slop after the
person reduced he dose or
stopped taking or using tha
Did 1he probbern retunm if the Doesn't Apply

person staned taking of using
product again? ‘

Lol mumber

Dosage Fonm

Chuanlity

i Ciher

Frequency

I Chr

Hiow wils il Bakogn oF L

I Oty

Crate the parson first stared
Taking or wing fhe produc

01-Sep-2022

Crate the parson stopped taking
or using the product

06-Mow-2023

Generaled by. SYSTEM

Ganeraled on: Of-Mov-2023 16:15:43

Paga 2od b




Recenpt Mo: RET-117 7845 FDw 35008 Form

CTU Mo | FR-COER-CTU-Z033-01881 | Deparimen CRFEAN | RCT Mo- RCT-1177845 | CTU Trage Date; DF-Mow-2027 | Total Fag
ot §

Drate the person reduced dose of
thie prosduct
Give best estimate of duration

% Ehiragyy Sl on-Going?

i Ny was e person using the ;‘_n'-::ujl_l-:::l_"-' IS ch as whal condition was it SUppDosed (o reat)

To eai

Mame of medical dewica

Mame of the company that
makes iha medical device

3 information (The cataleg, lot, senal, or UDI numbear, and the axpiration date, if you can

Model Number
Catalog Number

Lot Murnber

Sarial Mumber

LICDH Mt

Expiraticn dabe

Was smemeons operating the

medical device when the problem

=L

For implanted medical devicas ONLY (such as pacemakers, braast implants, eic.)
Date tha implant was put in Cate the implan was taken out (i
rizlevant)

S Male

Genser Mol selected

Please Spascify Other Gander

Age (specify unil of ime for age) | 2 Year(s)

Date of Birth

Waight 10,8 kg

Ethnicity (Choose only ona) Mol Hisparsc/Lating

Race (Check all thal apply) memﬁﬂmﬁ_"m

D Hores HMawvaian of Other Pocifc |ssander
[ asian

Generaled by,  SYSTEM Generaled on: Ofi-Mov- 2020 16016:43 Paga dod b



Recenpt Mo: RET-117 7845 FDw 35008 Form
CTU Mo | FOM-CDER-CTU-2023-81881 | Degariment CFEAM | ACT Mo RCT-1177845 | CTU Trage Date; D7-Mow-2023 | Total Pag
oL §

E'l‘ﬂ'll'l-u

Dﬂllﬂ‘!{ﬂ Adsican Arwocan

List known medical conditions {Such as diabatas, high blood pressure, cancer, heart disease, or others)

Please hst all allargies (swech as o dregs, s, palkan or othars)

List any othear important infomation about the parson (Such as smoking, pregnancy, aloohol use, alc.)
) P g ] ) ]

List all current prascription medications and medical davi 2Eing used,

List all ower-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used

Last nams
Middle Mame
Firsi ramme
Pl S gl
City
Slate/Frovince
Cauntry

ZIF or Postal coda

Telaphona mumbear

Email addness

Generaled by,  SYSTEM Generaled on: Ofi-Mov- 2020 16016:43 Pagodod



Receipt Mo: FRCT-1177845 FiDwa 35008 Form
£TU Mo | FOW-COER-CTU-2023-81881 | Dopament: CPEAM | ACT Mo - RCT-1177845 | STU Trage Date; 07-Mow-2023 | Total Pag
&8 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 06-Row-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: Ofi-Mov- 2020 16016:43 Pago §od §



Recenpt Mo: RET-1178160

CTU Mo | FRA-COER-CTLU-2033-82274 | Dapartimanl. CFEAM | ROT Mo

o T

FiDwa 35008 Form
ACT-1178180 | CTU Trage Date; D8-Now-2033 | Total Pag

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Uni COER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 07 -How-2023 CTU Received Date | O7-Nov-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionty Direct

Sacltion & -

Aboui the Problam

mﬁ: Er:mmﬂ g‘-‘-‘ummu hiad @ bad sade aBect (including nes or worsaning symphoma |
Used o produd incoimectly which could have o iad 1o a problem
Dumap.wmwmm quaity of thit preduet
D HMad probiems afber satiching Inom ores product msker o anothes molksr
Crate the problem occumed 03-Mov-2023
Serious Yas
m: :lr:ll::;’:;m R gmmm sdmitind or stayed fonger
Peguired halp bo prevan] pesmaned Ram
Dnum; o halh prothem
Birlh dedect
D:_-I'-n'rmmn
Daaih
Eli'.‘ll.huf seicuaimpotant madical ncidant Pleass Desorits Balow)
Char serousimportan medical
incident{Piease Describe Balow)

Cur daughter was bam on
2023, Cur infani ate approxema

4 Tl us what Nappenad and now it ha F-|::-|?.I‘|::-.'| (inciude as many 0elalls as possibee =DA may reac i Ut (D Pyl fior

y additional docurmeants if necessany)

, We purchased Wana Bana cinnamon apple baby purde from Dollar Tree in September
packeds. We have exira packets she has nod eaten ab home. We =& the recall for Wans

Bana apple cinnamon baby October 30, 2023 for high lavels of lead. We were sean by our padiatician on October 31, 2023
Had blood driawm for lesd, Recsived results from Poediattcian on 1172302023 with serum lead rosulls al 20,4 meghdl. She has
been refered 1o Heamatology, She was also placed on an iren supglerment in e meantime,

lelevant Test'Laboratary Data

Tl Mami SERLUM LEAD Test Datin 31-0e1-2023
Test Resul 204 micgidL Test Unil UINERCWN
Generated by. SYETEM Generaled on. OF-Pow-2023 174523 Page iodb




Recenpt Mo: RET-11781680 FDw 35008 Form

CTU Mo FOA-COER-CTU-2023-02374 | Department CFSAM | HOT Mo- RCT-117B180 | GTU Trage Dete; 08-Now-2073 | Tolal Pag
o T

Lovwr Tast Range High Test Range

Mo Infermation Availabla?

Additicnal Comments

sachon B - Product Availability
Do you still have the prodect in - | Yes
case we need 1o avaluale 17
Do you have a pictune of e Yas
product? (chack yas if ywou are

iru:lud-ing a Eicllmall
Section C - About the Products
Suspec fas
Prmary? Yos
Type DrugBiologic
This report is aboul Foodtiedical food
Mame of the product as it Wana Bana Apple Cinnarman Finul Purge
appears on the bow, botile,

of package (Include &3 many
NEMEs a8 you sea)

Marmi of the company that Wana Bana
makis (or sompounds) the
product

Product Typa(chack all thal
apply)

Ef_‘lw-lhu-c‘mwr
D'.‘.'mhp-ui..-r'dud by a Pharmacy of an Cutsouwting Facilty

Dﬁm-r:

D'EHH-ITHIT

Sirength If Daher
NOC membear

Chid thar protbem stop after the
person reduced the dose or

stopped taking or using tha
product?

Did the peoblern retunm i e
person staned taking or uskng
ain?

Expiration date 26-Jun-2024
Lol mumbear 402326

Cozage Form
Ciusantity if Cher
Fr&qw_'r;:r i Other
Henw wias 0 iaken or used I Cher

Crate thy person first staried
laking or using the produc

Generaled by,  SYSTEM Generaled on: OF-Phov- 2020 1745:20 Paga 2od b



Recenpt Mo: RET-1178160 FDw 35008 Form

CTU Mo | FRA-COER-CTU-Z033-82374 | Deparimen: CREAN | RCT Mo- RCT-117B180 | CTU Trage Date; DE8-Mow-2027 | Total Fag
o T

Drate the person siopped taking
or using the product

Drate the person reduced dose of
thia product

Give Bt estimate of duration 1 Month

|5 thorapy $till on-going?

hy was the parson using the product? (such as what condition was it supposed (o lreat)

Baby food

Ratumed to Manufacturer On

Saction O - About the Medical Device
Marme ol medical device

Marme of the company that
makes the medical device

Other identifying information (The model, catalog, lot, seral, or UDI number, and the expiration date, if you can

locata them)

Modal Mumiar
Catalog Mumber
Lot Numbsr
Sarial Mumber
LoDl Mumber
Expiratson dale
Was someorns oparating the
madicel denvice when the problem
ocoumed?
For implanted medical devicas ONLY (such as patemakers, breasi implanis, alc.)
Diate the implant was put in Diate the implan was taken oul (H
ralavant) 1 x
Saction E - About the Parson Who Had the Prablam
S Famala
Gender Cisgandar woman/girl
Please Specily Other Gender
Age (specify unit of time for age)
Date of Birth (b))
Waight TE5 kg
Ethniciy (Choose anly anea) Mol Hispame/Lating
Ham tmu .II m mj DMEHH‘l'NlE"IW.ﬁJiH’EH Malra
Durm Hmyaian of Jthar Padhic landaer

Generaled by,  SYSTEM Generaled on: OF-Phov- 2020 1745:20 Paga dod b



Recenpt Mo: RET-1178160 FDw 35008 Form
CTU Mo | FOM-CDER-CTU-2023-82374 | Depariment CFEAM | ACT Mo RCT-1178180 | CTU Trage Date; D8-Mow-2023 | Total Pag
asl T

b e

I::EMnr Adrizan Asmercan

List known meadical condibions (S sefes, high blood pressuna, cancar, heart dissase, or othars)

Mone prior bo discovery of high lead levels

Please list all allergies (such as to drugs, foods, pollen or othars)

List any othar important information aboul the parson (Such as smoking, prégnancy, alcohol use, afc.)

List all current prescrption medications and medical devices being used,

List all ower-the-counter medications and any vitamins, minerals, supplemeants, and herbal remedies baeing usad

Poly Wi Sol multivitamin

action F - About the Person Filling Out This Fomn

Frimary® fas

Reporter is Patient?

Titha

Last name

hiddie Name

Firg] namea

LTk gt

City

SlatefProvince

Cauntry

ZIF or Postal coda

Telaphona mmber

Email addness

Generaled by,  SYSTEM Generaled on: OF-Phov- 2020 1745:20 Pagodod



Regceipl Mo: RET-1178180 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-83274 | Dopatment: CFSAN | ACT Mo - RCT-1178180 | CTU Tage Date; D8-Mow-2023 | Total Pag
fs: 7

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date OF-How-2023

Diel you regart this proabiem o the|
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: OF-Phov- 2020 1745:20 Pago §od §
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Receipt No: RET-1178375

CTU Mo FRA-COER-CTLU-2033-82538 |

&S, A

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

FOA 3500 Form
Dogartment: CFSAM | RCT Mo - ACT-1178375 | CTU Trage Date; 05-Mow-2033 | Total Fag

Company Und CDER-CTU Originating Accoum FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 3500
Pricority Roulina

Owerride Auto Calculation Rule ND

FDA Received Dale 08-Now-2023 CTU Received Date | 08-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Foreward 1o Department E

Case Prionty Direct

LContact

Firsi Mame

A PATIENT INFORMATICHMN

Patient ldemtiier (In Confidence)

CADVERSE EVENT, FRODUG

Age 28 Manthis)

Drate of Birth

Siei Male

Gender Clagandear maniboy
Please Spascify Other Gander

Waight 13.2 kg

Elhnicity (Check single besl Mot HispansciLating
answed)

Race (Chack all that apply) Dm

D-ﬁ.rnum;m Inafign of Alasica Natg
Black or Adrizan Amercan

Eewne

D‘Hlﬂ'ﬂ Hiwaian o Qfhar Padilic landad

T PROBLEM

Event [ Check all hal apply)

Generaled by. SYSTEM

Type of Report (check all hat | E4 . frert
mj I::EFTM::I Lz Medicatinn Emor

Eﬂmﬂwl Protdam (= g, defectarmafuncions)

g Praidam withy Dilfston] Mty of Sama Malisng
Sarions Yes
Duteome Aliributed o Adverse [:! Gaattn

Duru Threatening
Dfmw-mm-w af prrckangid]

Cither Senous of Impartant Medcal Events
D Daatidty of Parmanent Damags

Ganeraled on: Ob-Paoy-20023 1216:27

Pagh 1cdd




Recenpt Mo: RET-1178375 FOA 3500 Form
©TU Mo | FOW-COER-CTU-2023-87538 | Dopament: CFSAN | ACT Mo - RCT-1178375 | CTU Thage Date; 05-Mow-2023 | Total Pag

eL. 8
DEHT}H’MI#WHIH.‘EIHJ‘- Calachs
Dﬁ‘&q.lludlnlulmﬂ-ﬁrl 16 Prvrvarsl Pesmanes imgaEmantamnass
Dratiz of Duxadh
Date of Event 01 -How-2023
Date of this Repon 08-Row-2023

Deascribae Event, Problem or Prodoect Lisa Erros

Dascribe Event, Problém, o Product Use Emor; Patien] ingested 3-4 pouches of Wiana Bana appe fruil puree, He Wesied for an
elevated blood lead leval of 8.1

Relaevant TestLaboratary Data

Test Nam VENOUS BLOOD LEAD Tast Data 01-Nov-2023

Tast Riasul a1 Test Lind MICROGRAMS PER DEC
ILITRE

Low Tes! Range <34 Hegh Test Range

More Information Available?

Additional Comments

Diher Relevant History, Including Preexisting Medical Conditions

. PRODUCT AVAILABILITY

Product Available for Evalualion®| Mo
(Do nod send product 1o FDA)
Ratumed 1o Manufacturer on
Do you hava a pictune of tha Mo

product? (check yes if you ara
including & plciure)

PRODUCT(S)

Type Drug/Biologic

This report immolves: Foodhedical food

Name, Strength.Manufacturer'Compounder (from product label)
Product Masm Wana Bana
Strangth | if Cher
Manufacturen Compounder

Generaled by,  SYSTEM Generaled on: O8-Mov-2028 12-16:27 Paga lodd



Recenpt Mo: RET-1178375 FOA 3500 Form
©TU Mo | FOW-COER-CTU-2023-87538 | Dopament: CFSAN | ACT Mo - RCT-1178375 | CTU Thage Date; 05-Mow-2023 | Total Pag
oo 4

MNOCH# or Uinbgue D

Product Typecheck all ha
' ] DEITC-

Event Abaled After Lise Sdopped | Doesn't Apply
of Diose Reduced?

Event Reappearad after Doesn't Apply
Raintrodusction 7
Jrug Therapy

Dose or Amount If Cther
Frequency i Oaher

Therapy Duration i Odher
I= Eherapy siill on-going?

Lot Numbar

Expiraticn Date

Diagnosis for Lsa (indication)

E. SUSPECT MEDICAL DEVICE
Brand Mame

Cormmon Device Mame
Procoda

Manufacherer Nama
City

Slate

Madal #

Lot #

Catalog #

Expiration Date

Svrial W

Unique Idantifier {LIDH#
Operator of Device

Dnmn Prgpesoral
Di‘lmﬂ:‘wm

Dmhﬂf

Oihar
If implanted, Give Date

Generaled by,  SYSTEM Generaled on: O8-Mov-2028 12-16:27 Pagaloda



Receipt No: RET-1178375

CTU Mo FRA-COER-CTLU-2033-02538 | Daparimanl. CFEAM | ROT Mo

&S, A

FOA 3500 Form
ACT-1178275 | CTU Trage Date; 0%-New-2033 | Total Pag

If Explanted, Give Date

s this & single-use déwce thal
was reprocessad and reused on
a patient?

IF Yz for e above fiald,
Enler Mame and Address of

Raprocessor

Was s device serviced by a
third pany?

|F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

CONCOMITANT MEDICAL PRODUCT DESCRIF

. REFORTER

Primary?

Yas

Raporter is Patiant?

Title

Lash MNaame

Middle Name

First Mame

UMITED STATES

fas

Phyaician I Caher

Dhmlmumrﬂmnpmndar
[ User Facity
DE:igu‘lnlﬂmmpﬂfm

If wou do MOT want your idenbity
disclosad fo the mamnufaciurer

ko

Generaled by,  SYSTEM

Generaled on: O8-Mov- 2023 121627

Page 4 ol 4




Recenpt Mo: FRET-1178434

FDw 35008 Form

CTU Mo FOA-CDER-CTU-2023 82885 | Departmant CFSAMN | ROT Mo RCT-11784348 | CTU Trage Date; DF-Now-2073 | Total Pag

ot 8

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Und CDER-CTU Origirting Accoun FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Owerride Auto Calculation Rule ND

FDA Received Dale 08-Now-2023 CTU Received Date | 08-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Foreward 1o Department E

Case Prionty Direct

Saction & - About the Problam

Whiat kind of problem was it?

Eﬁmhn-:-rﬂidlmd e afiect [including new or worsening sympioms

(Chack all that apply) D
Ut @ produdt ingormactly wilch could havwe or bed (0 @ probbem
D*Mﬂlm'ﬂmm fualkty of e product
D Had problame afber saiiching from o prodisc] maker [o anothes maker
Date the problem occumed 07 -Mow-2023
Serious Yas

Did ey of the following happen? | [, i . samitind or stayed tanger

lead test & his lests came back

(Check all that apply) 0
Figsipdfact husl 1o pravaf Jusfmanasd Fams
Daatdity or heakh problem
Dﬂlﬂh desfnct
Dtrl'i-uﬂmn-;
Coean
Eﬂlhm“‘“""' fmp k 1 incdant Plase Dedoribes Balow]
Cihar senousfimportant medical
incident{Piease Describe Balow)

My toddier had a wanabana apple sauce pouch. The follke day H hit nationsl news that they were recallad. | took him i to gel &

oo it

high.

Relevani TestiLaboratary Data
Tast Mame LEAD TEST Test Date 07-Mov-2023
Tas1 Rasul 6.1 Tast Linid MILLWGRAMS PER DECIL
ITRE
Genaraled by, SYSTEM Ganeraled on: OF-Mov-2023 14:16:23 Page 1od §



Recenpt Mo: FRET-1178434 FDw 35008 Form
£TU Mo ! FOM-CDER-CTU-2023-87565 | Dopariment CFEAM | ACT Mo~ RCT-1178434 | CTU Trage Date; 05-Mow-2023 | Total Pag
oL

Lovwr Tast Range High Test Range

Mo Infermation Availabla?

Additicnal Comments

sachon B - Product Availability
Do you still have the produect in - | Mo
case we need 1o avaluale 17
Do you have a pictune of e Yas
product? (chack yas if ywou are

iru:lud-ing a Eicllmall
Section C - About the Products
Suspec fas
Prmary? Yos
Type DrugBiologic
This report is aboul Foodtiedical food
Mame of the product as it Wana Bana Mango & Banana
appears on the bow, botile,

of package (Include &3 many
NEMEs a8 you sea)

Marmi of the company that Wana Bana
makis (or sompounds) the
product

Product Typa(chack all thal
apply)

Ef_‘lw-lhu-c‘mwr
D'.‘.'mhp-ui..-r'dud by a Pharmacy of an Cutsouwting Facilty

Dﬁm-r:

D'EHH-ITHIT

Sirength If Daher
NOC membear

Chid thar protbem stop after the
person reduced the dose or

stopped taking or using tha
product?

Did the peoblern retunm i e
person staned taking or uskng
ain?

Expiration date
Lol mumbear
Cozage Form
Ciusantity if Cher
Fr&qw_'r;:r i Other
Henw wias 0 iaken or used I Cher

Crate thy person first staried
laking or using the produc

Generaled by,  SYSTEM Generaled on: O8-Mov- 2023 14:16:23 Paga 2od b



Recenpt Mo: FRET-1178434
CTU Mo | FOWM-COER-CTU-2023-87568 | Dopament: CFSAN | ACT Mo - RCT-1178434 | CTU Thage Date; DS-Mow-2023 | Total Pag

eLl a8

FDw 35008 Form

Drate the person siopped taking
or using the product

Drate the person reduced dose of
thia product

Give bost astimate of duratson

|5 thorapy $till on-going?

hy was the parson using the product? (such as what condition was it supposed (o lreat)

Ratumed to Manufacturer On

Saction D - About the Medical De

MWarme of medical deves

o [

Ot

Marme of the company that
makes the medical device

her identifying Information (The model, catalog, lot, seral, or UDI number, and the expiration date, if you can
locate thedm)

hodal Mumbser

Catalog Musmber

Lol Numbsr

Serial Mumber

LoDl Mumber

Expiratsen dale

Was someans Uﬁﬂﬁﬂl‘lﬂ 110
madicel denvice when the problem
oCourmed ?

For implanted meadical devicas O

Diate the implant was put in

Saction E -

Aboul the Person Who Had the Prablam

MLY (such as pacemakears, breasi implants, alc.)
Diate the implan was taken oul (H
ralavant)

Please Specily Other Gender

Age (specify unil of Bme for age) | 1 Year(s)

Data of Birh

Wialght .45 kp

Ethniciy (Choose anly anea) Mol Hispame/Lating

Ham tm“ .II m mj DP\.I'I"EI‘IH‘l'NlE"IQI’P.liH!H HMalva

Generaled by,  SYSTEM

Durm Hawaian of Other Pacdhic lssandar

Generaled on: O8-Mov- 2023 14:16:23 Paga dod b



Recenpt Mo: FRET-1178434 FDw 35008 Form
CTU Mo | FOWM-COER-CTU-2023-87568 | Dopament: CFSAN | ACT Mo - RCT-1178434 | CTU Thage Date; DS-Mow-2023 | Total Pag
on §

b e

I::EMnr Adrizan Asmercan

List known meadical condibions (S sefes, high blood pressuna, cancar, heart dissase, or othars)

Please list all allergies (such as to drugs, foods, pollen or othars)

ohol use, alc.)

List any othar important information aboul the parson (Such as smoking, pregnancy, alkd

List all current prescrption medications and medical devices being used,

List all ower-the-counter medications and any vitamins, minerals, supplemeants, and herbal remedies baeing usad

Jaction F - Abaut the Person Fllling Out This Foamn
Primary? Yes

Reporter is Patient?
Titha

Last nams

Middle Mame

Firsi ramme
Pl S gl
City

Slate/Frovince
Cauntry

ZIF or Postal coda
Telaphona mmber
Emall address

Generaled by,  SYSTEM Generaled on: O8-Mov- 2023 14:16:23 Pagodod



Receipt Mo: RCT-1178434 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-87568 | Dopament: CFSAN | ACT Mo - RCT-1178434 | CTU Thage Date; 05-Mow-2023 | Total Pag
@5 8

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 08-How-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: O8-Mov- 2023 14:16:23 Pago §od §
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Recenpt Mo: RET-1176141 FDw 35008 Form
CTU Mo | FOM-CDER-CTU-2023-83155 | Depariment CFEAM | ACT Mo RCT-1178441 | CTU Trage Date: 13-Mow-2023 | Total Pag
oL §

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Uni COER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 10-Hov-2023 CTU Received Date | 10-Neow-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionty Direct

Saction & - Aboui the Problam

mﬁ: Em’;miw %'ﬁ'ﬁmhﬂm had & bad sada afect (incuding nes or worsening aymgloma)
Used o produdct incormactly wihich could haress o fad 1o o problem
Dumujpuum-p.mlm ualty of thi produe
Dunmammmmmmmmumm—maw
Crate the problem occumed 03-Mov-2023
Sarious Yas
m: Lr:’l:{;’;;m happen? Ewualm = pdmitied of sayed onger
Braguired halp bo presmn] pesmansnd ham
Disandty of haalh prosben
D‘Blﬂh detect
Di.rfa-ﬂ‘dl'ﬂhu
Cossn
EC‘"‘E" sotcusimpotant medical incident Pleass Desorits Balow)
Cihar serousfimportant medical

| Incuge

L il N

My daughler consumed Wana Bana pouches from February 2023 unlil the date of the recall, Her bloodwork indicates a lead
level of ¥4, Her bloodwork levels were normal at her one year check up. The only thing that has chamged about her diel or
anvironmend is giving har the pouches.

alavant Test'Laboratlory Data

Test Na LEAD WEMNDLS Test Dadia 03-Mow-2023
Test Resul T4 Test Linit MICROGRAMS PER DEC
ILITRE

Generaled by,  SYSTEM Generaled on: 10-phow-2023 17:16:26 Pago 1cd b



Recenpt Mo: RET-1176141 FDw 35008 Form
CTU Mo FOM-COER-CTU-2023-93495 | Depariment  SFSEM | AST Mo~ BCT-1178141 | CTU Triage Dete 13-Mow-2023 | Total Pag
oL §

Lovwr Tast Range High Test Range

Mo Infermation Availabla?

Additicnal Comments

sachon B - Product Availability
Do you still have the prodect in - | Yes
case we need 1o avaluale 17
Do you have a pictune of e Mo
product? (chack yas if ywou are

iru:lud-ing a Eicllmall
Section C - About the Products
Suspec fas
Prmary? Yos
Type DrugBiologic
This report is aboul Foodtiedical food
Mame of the product as it Wana Bana Apple Cinnaman Frut Puree
appears on the bow, botile,

of package (Include &3 many
NAMEE 855 YU s8a)

MWarme of the company that Ausirofood SAS
ks (or compounids) iha
product

Product Typa(chack all thal
apply)

L__Ef_'l-.-u-lhu-c‘mwr
D'.‘.'mhp-ui..-r'dud by a Pharmacy of an Cutsouwting Facilty

Dﬁm-r:

D'EHH-ITHIT

Sirength If Daher
NOC membear

Chid thar protbem stop after the
person reduced the dose or

stopped taking or using tha
product?

Did the peoblern retunm i e
person staned taking or uskng
ain?

Expiration date
Lol mumber 0102323
Cozage Form
Cluantity If Other
Fr&qw_'r;:r i Other
Henw wias 0 iaken or used I Cher

Crate thy person first staried 26-Fuib- 2023
laking or using the produc

Generaled by,  SYSTEM Generaled on: 10-phow-2023 17:16:26 Paga 2od b



Recenpt Mo: RET-1176141 FDw 35008 Form
CTU Mo, | FRA-COER-CTU-Z033-83195 | Deparimen: CREAN | RCT Mo- RCT-1178141 | CTU Trage Date: 13-Mow-2027 | Total Fag
ot §

Drate the person stopped taking | 27-Ocl-2023
or using the product

Date the person reduced dose of
thia product

Give Bt estimate of duration

|5 thesapy still on-going?

Why was the parson using the product? (swech as whal condilion was it supposad o treat)

Mutriion, nol for medical condition treatmen

Ratumed to Manufacturer On

Section D - Aboul the Medical Deviea

MWarme of medical devics

Marme of the company that
makes the medical device
Cither L!_'I-!:!r'|r_i*.-l.,--r|!':;| information [TI‘|£! menlel], |:'.::![1=|1:::-;'J_ lot. seral, or UDI number. and the Expiration dale, i WiOL CAEn

locata them)

Modal Mumiar
Catalog Mumber
Lot Numbsr
Sarial Mumber
LoDl Mumber
Expiratson dale

Was someans m'h'lﬂ 110
madicel denvice when the problem
oCourmed ?

For implantad medical devicas ONLY (such as pacemakears, breast implanis, alc.)

Diate the implant was put in Diate the implan was taken oul (H
elavant) 1

Saction E - About the Person YWho Had the Problam

S Famala

Gender Cisgandar woman/girl
Please Specily Other Gender
Age (specify unit of time for age)
Data of Birh

Wialght

Ethniciy (Choose anly anea) Mol Hispame/Lating

Ham tm“ .II m mj DP.IT‘-EHI:H'l Fradl@n oF Slaska Malva

Dwrm Hawaian of Other Pacdhic lssandar

Generaled by,  SYSTEM Generaled on: 10-phow-2023 17:16:26 Paga dod b



Recept Mo: RET-1176141 FDw 35008 Form
CTU Mo FOM-COER-CTU-2023-83455 | Depariment SPSEM | AST Moo BCT-1178141 | CTU Trage Date 13-Mow-2023 | Total Pag
oL §

[

EMN Adrizan Asmercan

List known meadical condibions (S sefes, high blood pressuna, cancar, heart dissase, or othars)

Please list all allergies (such as to drugs, foods, pollen or othars)

ohol use, alc.)

List any othar important information aboul the parson (Such as smoking, pregnancy, alkd

List all current prescrption medications and medical devices being used,

List all ower-the-counter medications and any vitamins, minerals, supplemeants, and herbal remedies baeing usad

Jaction F - Abaut the Person Fllling Out This Foamn
Primary? Yes

Reporter is Patient?
Titha

Last nams

Middle Mame

Firsi ramme
Pl S gl
City

Slate/Frovince
Cauntry

ZIF or Postal coda
Telaphona mmber
Emall address

Generaled by,  SYSTEM Generaled on: 10-phow-2023 17:16:26 Pagodod



Receipt Mo: RCT-1176141 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-83158 | Dopatment: CFSAN | ACT Mo - RCT-1178141 | CTU Thage Date: 13-Mow-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 10-Mow-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 10-phow-2023 17:16:26 Pago §od §



Recenpt Mo: RET-1178210 FOA 3500 Form
CTU Mo | FOM-COER-CTU-2023-832%8 | Dopament: CFSAN | ACT Mo - RCT-1170210 | ©TU Thage Date: 13-Mow-2023 | Total Pag
oo d

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Und CDER-CTU Origirting Accoun FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 3500
Prigeity Routina

Owerride Auto Calculation Rule ND

FDA Received Dale 11-Now-2023 CTU Received Date | 11-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruoport Type Spontansous Repon Classification Drug

Assign To User

Usar'Group

Foreward 1o Department E

Case Prionty Direct

LContact

Firsi Mame

k4 (B)E)

A, PATIENT INFORMATION
Patient ldentifier (In Confidence) | Unspecified

Agi

Date of Birh J

Sex Male

Gender Clagandear maniboy
Please Spascify Cther Gender

Waight 1.7 kg

Elhnicity (Check single besl Mot HispansciLating
answed)

Race (Check all thal apphy) Dm

D-ﬁmm:-m Inafign of Alasica Natg
Black or Adrizan Amercan

Eewne

Dhﬂﬂ Hiwaian o Qfhar Padilic landad

ADVERSE EVENT. PRODUCT PROBLEM

Type of Report (check all that
apply]

D-ﬁm Evert

BFTMJ:I Llea™ edization Emor

E"‘rml Protdam (= g, defectarmafuncions)

D Pradsbiom with Diffstant Masufasiuned of Sarma Masiong
Serious Yes

Event (Coeck s Bt myy | 0"

DLITH Threataning

D:—m.puqum:mqu Jrisnge
Ciher Sarous or Important Medical Events

DDHI:I":I-:- Pamnanert Damags

Generaled by,  SYSTEM Generaled on: 11-Mhow-2023 132G Pagh 1cdd



Receipt No: RET-1176210 FOA 3500 Form
CTU Mo FOA-COER-CTLU-2023-833%4 | Departmenl. CFEAMN | RCT Mo~ RCT-1178210 | CTU Trage Date: 13-Now-2033 | Total Pag
eL. 8
DEHT}H’MI#WHIH.‘EIHJ‘- Calachs
Dﬁ‘&q.lludlnlulmﬂ-ﬁrl 16 Prvrvarsl Pesmanes imgaEmantamnass
Dratiz of Duxadh
Date of Event 01 -How-2023
Date of this Repon 11-Mow-2023

alevated at 6.7 (refarence < 3.4)

Deascribae Event, Problem or Prodoect Lisa Erros

Derscribe Evenl, Problem, of Product Use Emes. Ingestion of WanaBana cinnamon applesauce, Was given a box for Halla
and had several prior to family heanng about recall. Had appointment in clinic on 11-8-23. Lab draw for lead laved. Was

Relaevant TestLaboratary Data

Additional Comments

Test Nam LEAD. ELOOD Tast Data 03-MNov-2023

Tast Rasul BT Test Unit MICROGRAMS PER DEC
ILITRE

Low Tes! Range High Test Range 34

More Information Available?

Diher Relevant History, Including Preexisting Medical Conditions

. PRODUCT AVAILABILITY

including & plciure)

Product Available for Evalualion®| Mo
(Do nod send product 1o FDA)
Ratumed 1o Manufacturer on

Do you hava a pictune of tha Mo
product? (check yes if you ara

PRODUCT(S)

DrugBlologic

This report immolves:
Name, Strength.Manufacturer'Co

Foodddedical food

MEDLINDET {from poOuct abel)

Prosduct Mama WanaBana Camamon Applasiasia
Strangth | if Cher
Manufacturen Compounder
Genaraled by, SYSTEM Ganeraled on: 11-Mov-3023 125025 Paga 2odd




Recenpt Mo: RET-1176210 FOA 3500 Form
©TU Mo | FOW-COER-CTU-2023-832%8 | Dopament: CFSAN | ACT Mo RCT-11706210 | CTU Thage Date: 13-Mow-2023 | Total Pag
oo 4

MNOCH# or Uinbgue D

Product Typecheck all ha
' ] DEITC-

Event Abaled After Lise Siopped
of Diose Reduced?

Event Feappearad after
Rainkroduction 7
Jrug Therapy

Cose or Amournt If Cher
Frequency i Oaher
Roube Cival W Odbwar

Therapy Duration i Odher
I= Eherapy siill on-going?

Lot Numbar

Expiraticn Date

Diagnosis for Lsa (indication)

E. SUSPECT MEDICAL DEVICE
Brand Mame

Cormmon Device Mame
Procoda

Manufacherer Nama
City

Slate

Madal #

Lot #

Catalog #

Expiration Date

Svrial W

Unique Idantifier {LIDH#
Operator of Device

Dnmn Prgpesoral
Di‘lmﬂ:‘wm

Dmhﬂf

Oihar
If implanted, Give Date

Generaled by,  SYSTEM Generaled on: 11-Mhow-2023 132G Pagaloda



Receipt Mo: RET-1176210 FOA 3500 Form
CTU Mo | FOM-COER-CTU-2023-832%8 | Dopament: CFSAN | ACT Mo - RCT-1170210 | ©TU Thage Date: 13-Mow-2023 | Total Pag
fs. 4

If Explanted, Give Date

s this & single-use déwce thal
was reprocessad and reused on
a patient?

If Yis for the above fiald,

Enter Name and Address of
Raprocessor

Vvag hes device senviced by a
third party?

|F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

CONCOMITANT MEDICAL PRODUCT DESCRIPTION

. REFORTER

Primary? s
Reporter is Patient?
Title

Linst Miwme

Middla Name

First Mamse

Health Professhonal® fas
Oiecupation EBurse Pracilioner I Caher

Alsa Reparted 1o Dhmlmlumr.lﬂmnpnundar
[ User Facity
DE:igu‘lnlﬂmmpﬂfm

If wou do MOT want your identity | Mo
disclosad to the mamdaciurar

Generaled by,  SYSTEM Generaled on: 11-Mhow-2023 132G Pagodcda



Recenpt Mo: RET-1178311

CTU Mo | FRA-COER-CTLU-2033-83363 | Daparimanl. CFEAM | ROT Mo

ot §

FiDwa 35008 Form
ACT-1176311 | CTU Trage Date: 13-Mow-2033 | Total Pag

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Uni COER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 13-Hov-2023 CTU Received Date | 13-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionty Direct

Sacltion & -

Aboui the Problam

mﬁ: Er:m was il? g‘-‘-‘ummu hiad @ bad sade aBect (including nes or worsaning symphoma |
Uzed o product incormectly which cousd hawe or led o 8 problem
Dumap.wmwmm quaity of e preduet
D“ud profiems after satiching fmom one product maier [ anether moker
Crate the problem occumed 16-Jun-2023
Serious Mo
m: ::::::;’:;rnw D-q-:-mum:m pamitied or stayed onger

Eﬂ:ﬂq.lmd halp b preven permanend kam
Dnum; o halh prothem
Birlh detect
D:_-I'-n'rmmn
Doatty
Dli'.‘ll.h:rr seicuaimpotant medical ncidant Pleass Desorits Balow)

4 Tadl us what happaned and
if e

v Bdditional gocuments

having been tested high for lead,

(il happaned (Includa gs many details as possible FDA may reach out to you for

Iy

2 year old had elevated biood lead levals resulled in ealing Wana Bana fruit pouches, which recenily came out in the news as

Ralavanl TestLaboratory Data

Tesl Name LEAD, BLOOD Tesl Date 16-Jun-2023
Tl Rasai a6 Tast Linid MICROGRAMS PER DEG
ILITRE
Lowe Tast Range High Tesl Range
Genaraled by, SYSTEM Ganaralad on: 13-Moy-2023 10015:33 Paga 1od b




Recenpt Mo: RET-1178311 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-83367 | Dopariment CFEEAM | AST Mo~ RCT-1175311 | CTU Trage Date: 13-Mow-2023 | Total Pag
oL §

More Information Avallabla?

walavant TestLaboratory Data

Tes! Mame LEAD, BLOOGD Test Date 28-Sep-2023

Tesi Resul [ Tast Linid MICROGRAMS PER LITR
E

Lo Test Range High Tesl Range

Mani Information Awailabla?

Additional Comments

Lead lowed wand down after having my child refrain from eating thesa fruit pouches (about 8 month and a half latar),

Saction B - Product Availability

O you still have the prodectin - | Mo
case we need fo evaluaie 47

O you have a picture af the Mo
product? (check yas If you are
including a piciurs)
Section C
Suspeci s
Primary? Yas
Type DrugBialagic
This raport is aboul Foodtdedical food
Mame of the product as il Wana Bana fruit pouches
appears on the bow botlle,

or package (Include &s many
Nameas a& you see)

Marme of th company that ‘Wana Bana
miakes (of compounids) tha
product
Product Typeicheck all thad [
o [
Compsundad by @ Phamacy or an Cultsourcing Facalty
Dﬁ*nﬂk
DEm-rni.nr
Strangth | if Cher
MNOC member
Did i protlem slop after the Yes
person reduced the dose or
stopped Laking or using the
product ¥
Ohd 1he probiern retuam il the Dioasn't Apply
person stared taking or using

product again?

Expiration dala
Lot mamber

Generaled by,  SYSTEM Generaled on: 13-Mhow-2023 10016:33 Paga 2od b



Receipt No: RET-1178311

FDw 35008 Form

CTU Mo, | FRA-COER-CTU-J033-83367 | Deparimen CREAN | RCT Mo- RCT-11768311 | CTU Trage Date: 13-Mow-2027 | Total Fag

ot §

Dosage Fomm

Cusnlity

_Fr&qmmy

Hery wits il faken Or used

Dbt prson first started
taking or using the product

01-Aug-2022

Date the person stopped taking
o using the product

07-Aug-2023

the product

Date the person reduced dose of

(Sive best estimate of duration

Is thisrapy S1ill on-going?

Why was the person using the product? (such as whal condition was it supp 10 tresat)

Ratumed 1o Manufscturer On

L (=,

Mame of medical dawica

Section D - About the Medical Devica

Mame of the company that
makes tha medical device

scate them)

Jthar identifying information (The model, catalog, lot, senal, or UDI number, and the expiration date, if yvou can

Madel Mumisr

Catalpg Number

Lot Mumber

Sarial Mumber

LIDTH Muamber

Expiration data

Was someone operating the
Qe

madical device when the problemy

Duabee thaix implant was put in

For implanted medical devicas O

HNLY (such as pacemakers, breasl implanis, atc.)
Dt the il wiaas Laken ool (M
relevan) |

sachon E - Aboul the Person VYWho Had the Problam

Maln

Cisgandar manioy

Please Specify Other Gandear

Generaled by. SYSTEM

Generaled on: 13-Mhow-2023 10016:33 Paga dod b



Recenpt Mo: RET-1178311 FDw 35008 Form

CTU Mo, | FRA-COER-CTU-J033-83367 | Deparimen CREAN | RCT Mo- RCT-11768311 | CTU Trage Date: 13-Mow-2027 | Total Fag
ot §

Ape (specify unil of ima for age) | 2 Year(s)
Date of Birth
Weight 17.1kg

Ethnicity (Choose only ona) Mot HispanicLatino
Race (Check all thal apply)

D.ﬁmqrﬂ:-lr\- Irddinn o Alaska Nalve
DHHN Harwmdan or Othar Pacile lsEnde

[Jasian
b nee

D Black or Alnican Ammericon

ist known medical conditions (Such as diabates, high blood pressune, cancer, heart disease, or others)

y sk all :_1||-:3|'-;;| es (such as o d s, foods:, palken or others)

List any other important information about the person (such as smoking, pregnancy, alcohol use, eic.)

List all curnen! prescriplion madications and medical devicas being usad,

List all over-the-counter medications and any vitamms, madnerals, suppiements, and herbal remedes baing usaa,

=

Section F - About the Person Filling Out This For
Pramary? Y

Raparter is Patiani?
Title

Last nanne
Middla Manme
Firel name
LS Lrassd

Generaled by,  SYSTEM Generaled on: 13-Mhow-2023 10016:33 Pagodod



Receipt Mo: RET-1178311 FDA 35008 Form
CTU Mo | FOW-COER-CTU-2023-83362 | Dopament: CFSAN | ACT Mo - RCT-1176311 | CTU Thage Date: 13-Mow-2023 | Total Pag
@5, 5

UMITED STATES

Dapartmeant

Reporter Speciality

Today's dabe 13-Now-2023

Did you regart this problem 1o the| No
compueyy that makes (he prodac
(e manufachuran'compodndsan

If wou do MOT want yoaur Yas
idenity disclased to thi

mancfacherer, plaase mak this
box (Confidentiality Requested):

Generaled by,  SYSTEM Generaled on: 13-Mhow-2023 10016:33 Pago §od §



Recenpt Mo: RET-1178350

CTU Mo | FRA-COER-CTU-2033-83387 | Dapartimanl. CFEAM | ROT Mo

ot §

FDw 35008 Form

RCT-11TU330 | CTL Trage Date: §3-Mow-2033 | Tokal Pag

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Uni COER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 13-Hov-2023 CTU Received Date | 13-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionty Direct

Contact

Saction & - About the Problam

incident{Piease Desoite Below)

vl

AOCLIME |

undelaciable levels,

My son was ead poisoned with a BLL of 13. His consumption of the cinnamaon apple pouches made by WanaBana comclide
with his poisoning. The DOH was contacted to chack our houss for pessible exposure to which they did not ind a plawsible
sourcd, After | stopped giving my Son these pouches his vels condinued to drop over the nexd & months ulil resching

E‘I;IE:.: Efﬂar:mmlw %ﬁ'ﬂﬂ-ﬂﬂﬂﬂﬂllﬂd :Mu:ﬂ-u-:llin-l:ludr-:.m OF Worsaning symploms
Usad o piodudt inscrfactly which could have or led o 8 problem
mmlmﬂ'ﬁmm fualkty of e product
D Had problame afber saiiching from o prodisc] maker [o anothes maker
Date the problem occumed 24-Mar-2023
Serious Yas
e [
Pt hualp b0 prenmnl Srmanent Fams
Daatdity or heakh problem
Dﬂlﬂh desfnct
Dtrl'i-w-mn-;
Coean
Eﬂlhuf'*""" r k 1 incdant Plase Dedoribes Balow]
Crhar serousfimportant medical

&d (Inciude
v)

Relevani TestiLaboratary Data

Tast Nams VENDLUS LEAD TEST Test Date 22-Mar-2023
Tasl Rosu 13 Texat Limd MICROGRAMS PER MIL
LILITRE
Generated by. SYETEM Generaled on. 15-Me- 2023 11:46:25 Page iodb




Recenpt Mo: RET-1178350 FDw 35008 Form
CTU Mo ! FOM-CDER-CTU-2023-83387 | Dopariment CFEAM | ACT Mo~ RCT-1175338 | CTU Trage Date: 13-Mow-2023 | Total Pag
oL §

Lovwr Tast Range 4] High Test Range Indefinite

Mo Infermation Availabla?

Additicnal Comments

sachon B - Product Availability
Do you still have the produect in - | Mo
case we need 1o avaluale 17
Do you have a pictune of e Mo
product? (chack yas if ywou are

iru:lud-ing a Eicllmall
Section C - About the Products
Suspec fas
Prmary? Yos
Type DrugBiologic
This report is aboul Foodtiedical food
Mame of the product as it appbe cinnamon fuil puras
appears on the bow, botile,

of package (Include &3 many
NEMEs a8 you sea)

MWarme of the compary that WaraBana
ks (or compounids) iha
product

Product Typa(chack all thal
apply)

L__Ef_'l-.-u-lhu-c‘mwr
D'.‘.'mhp-ui..-r'dud by a Pharmacy of an Cutsouwting Facilty

Dﬁm-r:

D'EHH-ITHIT

Sirength If Daher
NOC membear

Chid thar protbem stop after the Yis
person reduced the dose or

stopped taking or using tha
product?

Did the peoblern retunm i e Doesn't Apply
person staned taking or uskng
ain?

Expiration date
Lol mumbear
Cozage Form
Ciusantity if Cher
Fr&qw_'r;:r i Other
Henw wias 0 iaken or used I Cher

Crate thy person first staried
laking or using the produc

Generaled by,  SYSTEM Generaled on: 13-Mhow-2023 11:45:25 Paga 2od b



Recenpt Mo: RET-1178350 FDw 35008 Form
CTU Mo | FOM-CDER-CTU-2023-83387 | Degariment CFEAM | ACT Mo RCT-1176338 | CTU Trage Date: 13-Mow-2023 | Total Fag
oL §

Drate the person siopped taking
or using the product

Drate the person reduced dose of
thia product

Give Bt estimate of duration 2 Month

|5 thorapy $till on-going?

hy was the parson using the product? (such as what condition was it supposed (o lreat)

Ratumed to Manufacturer On

Section D - Aboul the Medical Devica
Marme of medical device

Marm of tha company that
makes the medical divice
Crther identifying information (The model, catalog, lot, seial, or UDI number, and the expiration date, if you can

locata them)

Modal Mumiar
Catalog Mumber
Lot Numbsr
Sarial Mumber
LoDl Mumber
Expiratson dale

Was someans Uﬁﬂﬁﬂl‘lﬂ 110
madicel denvice when the problem
oCourmed ?

For implantad medical devicas ONLY (such as pacemakears, breast implanis, alc.)

Diate the implant was put in Diate the implan was taken oul (H
elavant)

Saction E - About the Person YWho Had the Problam

Please Specily Other Gender
Age (specify unit of Gme for age) | 12 Month(s)
Data of Birh
Waight TE5 kg

Ethniciy (Choose anly anea) Mol Hispame/Lating

Ham EI:I'I'HH. .II m mj DMEHH‘l'NlE"IW.ﬁJi!ﬂH Malra

Durm Hawaian of Other Pacdhic lssandar

Generaled by,  SYSTEM Generaled on: 13-Mhow-2023 11:45:25 Paga dod b



Recenpt Mo: RET-1178350 FDw 35008 Form
CTU Mo | FOM-CDER-CTU-2023-83387 | Degariment CFEAM | ACT Mo RCT-1176338 | CTU Trage Date: 13-Mow-2023 | Total Fag
oL §

b e

I::EMnr Adrizan Asmercan

List known meadical condibions (S sefes, high blood pressuna, cancar, heart dissase, or othars)

Please list all allergies (such as to drugs, foods, pollen or othars)

ohol use, alc.)

List any othar important information aboul the parson (Such as smoking, pregnancy, alkd

List all current prescrption medications and medical devices being used,

List all ower-the-counter medications and any vitamins, minerals, supplemeants, and herbal remedies baeing usad

Jaction F - Abaut the Person Fllling Out This Foamn
Primary? Yes

Reporter is Patient?
Titha

Last nams

Middle Mame

Firsi ramme
Pl S gl
City

Slate/Frovince
Cauntry

ZIF or Postal coda
Telaphona mmber
Emall address

Generaled by,  SYSTEM Generaled on: 13-Mhow-2023 11:45:25 Pagodod



Receipl Mo: RCT-11760350 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-83387 | Dopatment: CFSAN | ACT Mo - RCT-1175330 | CTU Thage Date: 13-Mow-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 13-Mow-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 13-Mhow-2023 11:45:25 Pago §od §



Recenpt Mo: RET-1178621 FDw 35008 Form
CTU Mo | FIM-CDER-CTU-2023-836%1 | Degariment CFEAM | ACT Mo RCT-1179621 | CTU Trage Date: 14-Mow-2023 | Total Pag
oL §

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Lind COER-CTU Crigiriating Accou ! FAERS

Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 13-Hov-2023 CTU Received Date | 13-Now-2023
CTU Triage Date CTU Data Entry Date |

Report Type Spontaneous Repon Classification | Drug

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionily Diresca

wechion & - Aboul the Prohlem
What kind of problem was it?

E'ﬁ'l!ﬂ'll"i.l"lﬂl' hbd @ Bad S aBedt (Incuding nis of Warianing Symploma)

(Check all that apply) [his !
o product incomecthy which could have o lad 1o o problem
Ehﬁmm & problem with [he quakty of the product
Dﬁﬂmmlﬂmhhﬂmﬁmwﬁmrmamwmlhﬂ
Date the problem occumed 06Ozt - 2023
Sy Mo
m: :I‘r:ll::}h::::-lg happan? E::ﬂmﬂulm- admitied of stayd longar
BJared halp bo presman pesmmanen fam
Dnuwwm haalth probles
Eirth defect
Duru-thru-nenn-a
L oesn
Dﬂ'l.l‘lﬂf senouafimpotant medical incident Please Desorites Below|

4. Tell us what happenad and how |I happaned (Inciuda as many details as possibla FDA may reach: oul b you for

v additional doc

On 1U1Wmtuﬂ&mn’dﬂ.rﬁﬂarmfwhur 12 monih well visi and labar got the call thal her lead was elevated o 4.2 prior io the
ficall wi ware gaing through all the avenues of whal may have caused il 1o hipgen. Afbar the recall w found oul B (hose
are the pouches she was having al her grandparents house. They have all been tossed now and hopling by her 15 month visi
her level will be down

ielevant TestLaboratory Data

Test Name LEAD (WVERDLUS) Test Diata E-Oct- 2023

Tesi Resul 4.2 Tast Linid MICROGRAMS PER DEC
ILITRE

Lewr Tast Range 1] High Test Range a5

More Information Available?

Generaled by,  SYSTEM Generaled on: 13-Mow-2023 3o45:26 Pago 1cd b



Receipt Mo: RET-1178621
£TU Mo FOA-COER-CTU-2023-836%1 | Dopariment CFSAM | RCT Mo
oL §

Section B - Product Availability

FDw 35008 Form
ACT-1176621 | CTU Trage Date: 14-Mow-2023 | Total Pag

Jruf Therapy

Expiration date

Do you 56l havi the prodect in- | Mo
case we need fo evaluaie i?
O you have a piciure of the Mo
product? (chock yos if you are
including a picturng)
Section C - Abaut the Products
Suspec Yas
Primary® fas
Type DrugBiologic
This report is aboul FoodMedical food
Mame of the product as it ‘WanaBana apple cinnamon fruit puree pouches
appars on thi bow, bottle,
or package {(Include as many
NEMEE B8 WU 588)
Marne of the comparny tha WanaBana
makes (or compounds) The
product
Product Type(chack all thal Duw.rru.n:mr
apply) ]
Compsunded by & Phamacy o an Culsourcing Facity
Dﬁﬂnﬂi&
Dumrr.ur
Strangth | 1 Other
NDC memibear
Diet the problermn slog after the
person reduced the dose or
stopped taking or using tha
product?
Did the probbern ratum (f e Doesn't Apply
slaried taking or using tha
t again?

Lol mumbear

Dosage Form

Chaanity

If Caher

Frequency

i Cher

Hewy wiiss 0 Rakoin OfF Ligsd

I Ok

Drabes e person firs] staned
laking o using the product

Crate the parson stopped taking
oF uging e product

the product

Crate the person reduced dose of

Generaled by. SYSTEM

Generaled on: 13-Mow-2023 3o45:26

Paga 2od b



Recenpt Mo: RET-1178621 FDw 35008 Form
CTU Mo | FIM-CDER-CTU-2023-836%1 | Degariment CFEAM | ACT Mo RCT-1179621 | CTU Trage Date: 14-Mow-2023 | Total Pag
oL §

Giva best estimate of duration 4 Month

I= theragy still on-going?

hy was the person using the product? (such as what condition was it supposed (o treat)

Ratumed to Manufacturer On

sSaction D - Aboul the Madical Devica

Marme of medical deses
Mame of the company thal
makes tha medical devics

Cther idantifying informatian (The model, catalogq, lot, seral, or UDI number, and the expiration date, if you can
ocate them)

Modal Mumber

Catalog Number
Ll I uirnibses

Sevial Mumber

LIDDI Mamribir

Expiration date

Was someone operating the

madical device when the problem)
ocumid?

For implanted madical devices ONLY (such as pacemakers, braast implanis, afc.)

Date the implant was put in Cate the tmiplan was taken out (i
relavant)

Person's Initisks
S Femala

Gender Cisgander woman/girl
Please Specify Other Gender
Age (specify unit of time for age)

Drate of Birth § A

Wiaight G045 kg

Ethnicaty (Choose only one) Mot HispamcLating

Race ':':I“k all that MJ D.ﬁ.rn:rr:.r:lrdm-:f.ﬁ.la:kn Hatree

DHI’AH Hawasian o Other Padhic Isander

[ asian
E'ﬂl’hﬁi

[ bisck or msrican amarican

Generaled by,  SYSTEM Generaled on: 13-Mow-2023 3o45:26 Paga dod b



Recenpt Mo: RET-1178621 FDw 35008 Form
CTU Mo FOM-COER-CTU-2023-83651 | Depariment SFSEM | AST Moo BCT-1179621 | CTU Trage Date 14-Mow-2023 | Total Pag
oL §

List known medical conditions (Such as diabates, high blood pressure, cancer, heart disease, or othars)

Please hst all i.':II-'.'!i-;':]H:!E-i {such as (o dne s, foods palkan or othars)

List any othar impontant infeermation aboul the parson (Such as smoking, pregnancy, alcohal use,

List all current prascription medications and medical devicas being usad.

List all ower-the-countar madications and any vitamins, minorals, supplameants, and harbal remedes baing used.

xection F - About the Person Filling Qut This Form
Prmary? s
Raparter is Patiant?
Title

Last nam

Middle Mams

Firsl namea
Muirnbsen! 5 et
City

Slate/Provinoe
Country

Z1P or Postal code
Telephone number
Email sddress

Fax

Raporter Organization

Generaled by,  SYSTEM Generaled on: 13-Mow-2023 3o45:26 Pagodod



Receipt Mo: RET-1178621 FDw 35008 Form
©TU Mo | FOW-COER-CTU-2023-836%51 | Dopatment: CFSAN | ACT Mo - RCT-1178621 | CTU Thage Date: 14-Mow-2023 | Total Pag
on 5

Dapartment

Repaorer Specality

Today's dabe T3-Mow- 2023

Chid you repor this problem o the| Mo
company that makes the product
(he manufacluren compodnden )T

If wou do MOT wanl your Mo
identity disclosed to the
manufachurer, plaase mark this
box (Confidentialily Feguesbad):

Generaled by,  SYSTEM Generaled on: 13-Mow-2023 3o45:26 Pago §od §



Recenpt Mo: RET-1176805

CTU Mo | FRA-COER-CTLU-2033-8387] | Dapartimanl. CFEAM | ROT Mo

ot §

FiDwa 35008 Form
ACT-1175805 | CTU Trage Date: 14-Mow-2033 | Total Pag

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Uni COER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Cwerride Auto Calculation Rule ND

FDA Received Dale 14-Nov-2023 CTU Received Date | 14-Now-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Frismiis Laparoan kM coer (coER-OSE-RSS-CTU@IA hhs.gov) (E2B)

Case Prionty Direct

About the Problam

Saction A

Ehr:u': ;fﬂpm was 1?7 E'ﬁ'ﬂm Bt o b & Bad sida aflac (including nin of wioriankhg Symatoma)
U @ product ingormactly winich could hawe o lad 10 & problem
D*ﬁlﬂﬁudl-pl’wﬂmw‘hh gualty of the product
Dmmnmmiwﬂmﬂmmtrmnmw ks
Date e problam occumed 0 Now-2023
Serioues Yas
R [w
Fpguired halp o prewent pEmanend b
Dnnmnwmm
Dﬂ-'ﬂh danet
DLH'H-H‘MD:I
Cosen
Eﬂlhﬂl’ sEnoaimpoiant medical incidanl Please Desorits Balow)
Ciher safousdimpartan medical
incident{Pizase Descrbe Balow)

‘and how II'|J|_ an ll*-ﬂ'ijI:'ir:'..iu'd-;-.iJ.';-'--ii'l'-.:j.r':g.;' detalls as possible FOA |||1~ reach oul 1o gf:l:n'u for

cheli peumeants if necessany)
My son was eatling WanaBana appladcinnamon packels, bis bead levels wene 13 on a ead o1,

Ralevant TestLaboratory Data

Test Mame WHOLE BLOOD LEAD Test Date Oeth-rdov-2023
Tasi Rasul i3 Tast Linid UNITS PER MILLILITRE
Lo Tast Range i High Tesl Range 3

Genaraled by, SYSTEM Ganeraled on: 14-Mov-2023 142027 Page 1cd 5



Recenpt Mo: BET-1176805 FDw 35008 Form
£TU Mo ! FOM-CDER-CTU-2023-83873 | Depariment CFEAM | ACT Mo~ RCT-1176805 | CTU Trage Date: 14-Mow-2023 | Total Pag
oL §

Muore Information Avallabla?

Additional Comments

Pediatrician nolified rvy wile and | of the resulls.

Saction B - Product Availability

O you still have the prodectin | Mo
GRS wi noed 10 evlude 17
Do you have a pictune al the Mo
product? (chack yas if you are
intluding a piciuna)
Section C - About the Products
Buspec] Yas
Primary 7 Yes
Type CrugBialogic
This report is aboul FoodMedical food
MHame of the product as it ‘WanaBana Apple Cinnamaon
appears on the box, botlla,
or package (Inchde &S many
NAmes as you )
MName of the company ihat WanaBana
makes (o compounds) tha
product
Product Typa(chack all thad Dt:lw-l - :
apply] 0]
Compounded by a Phamacy or an Culsowoing Facilty
DGHMH:-
Bigsirmiar
Slrength if Daher
MNDC mambear
Did the problem slop after the
person reduced he dose or
stopped taking or using tha
Did 1he probbern retunm if the

person staned taking of using
product again? ‘

Expiration dale
Lot number
Dosage Fonm
Cuanity If Caher
Frequancy H Cribar
How wild §l takan or usasd I Cbar

Crate the parson first stared 28-8ay-2023
Taking or wking he product
Crate the parson stopped taking | O4-Rowv-2023
or using the product

Generaled by,  SYSTEM Generaled on: 14-Phow-2023 142027 Paga 2od b



Recenpt Mo: RET-1176805 FDw 35008 Form
CTU Mo | FOM-CDER-CTU-2023-83873 | Degariment CFEAM | ACT Mo RCT-1170805 | CTU Trage Date: 14-Mow-2023 | Total Fag
oL §

Drate the person reduced dose of
thie prosduct

Give best estimate of duration

% Ehiragyy Sl on-Going?

i Ny was e person using the ;‘_n'-::ujl_l-:::l_"-' IS ch as whal condition was it SUppDosed (o reat)

Mame of medical dewica

Mame of the company that
makes iha medical device

3 information (The cataleg, lot, senal, or UDI numbear, and the axpiration date, if you can

Model Number
Catalog Number
Lot Murnber
Sarial Mumber
LICDH Mt
Expiraticn dabe
Was smemeons operating the
medical device when the problem
=L
For implanted medical devicas ONLY (such as pacemakers, braast implants, eic.)
Date tha implant was put in Cate the implan was taken out (i
rizlevant)
S Male
Gander Cisgander manboy
Please Specify Other Gender
Ape (specify unit of tima for age) | 2 Year(s)
Date of Birth
Wisight 1.7 kg
Ethnicity (Choose only ona) Mol Hisparsc/Lating
Race (Check all thal apply) memﬂﬂm#mm
D Hores HMawvaian of Other Pocifc |ssander
[ asian

Genaraled by, SYSTEM Ganeraled on: 14-Mov-2023 142027

Paga dod b



Recenpt Mo: RET-1176805 FDw 35008 Form
CTU Mo | FOM-CDER-CTU-2023-83873 | Degariment CFEAM | ACT Mo RCT-1170805 | CTU Trage Date: 14-Mow-2023 | Total Fag
oL §

E'l‘ﬂ'll'l-u

Dﬂllﬂ‘!{ﬂ Adsican Arwocan

List known medical conditions {Such as diabatas, high blood pressure, cancer, heart disease, or others)

Please hst all allargies (swech as o dregs, s, palkan or othars)

List any othear important infomation about the parson (Such as smoking, pregnancy, aloohol use, alc.)
) P g ] ) ]

List all current prascription medications and medical davi 2Eing used,

List all ower-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used

Last nams

Middle Mame

Firsi ramme
Pl S gl

City

Slate/Frovince
Cauntry

ZIF or Postal coda
Telaphona mumbear
Emall address

Generaled by,  SYSTEM Generaled on: 14-Phow-2023 142027 Pagodod



Repceipt Mo: RCT-1176808 FDA 35008 Form
©TU Mo | FOW-COER-CTU-2023-83873 | Dopament: CFSAN | ACT Mo - RCT-1176805 | CTU Thage Date: 14-Mow-2023 | Total Pag
@5 5

Fax

Reporter Onganization

Dupartmant

Raporter Speaciality

Today's date 14-Mow-2023

Diel you fego this probiem o tha| No
company ihat makes the product
(the manufacturan'compoundar)?

IF you do WOT want yor Mo
identity disclosed to the

manufactuerer, please mark this
box (Confdentiality Redquesied):

Generaled by,  SYSTEM Generaled on: 14-Phow-2023 142027 Pago §od §



Recenpt Mo: RET-1 180168

FDw 35008 Form

CTU Mo | FRA-COER-CTU-Z033-B4264 | Doparimen CREAN | RCT Ho- RCT-11804ME88 | CTU Trage Date: 1B-Mow-2027 | Total Fag

&5 0

Al Eales duplayed in B regor an m ESTIGMT-05.00) e sona

Company Und CDER-CTU Origirting Accoun FAERS
Source Medium MWO (Drug) Source Form Type | E2B XML 35008
Pricority Roulina

Owerride Auto Calculation Rule ND

FDA Received Dale 15-Now-2023 CTU Received Date | 15-Nov-2023
CTU Triage Dale CTU Data Entry Date

Ruport Type Spontlaneous Repon Classification | Dng

Assign To User

Usar'Group

Foreward 1o Department E

Case Prionty Direct

Contact

Saction & yout the Problam

E}::;’i: Em‘:miw %'ﬂ'{mhﬂa nad & bad s afect (INCLdnG N OF WOrSSnng Sympioms |
Usad o product incomectly which could have o led 1o o problem
Dumm.prm.mwmm quality of thi preduet
Dmu probiems after seiiching from one prodisct maker b another maksr
Drate the problem ocoumed 25-0nct-2023
S Yas
m: :'I';I:II]:::; happen? Dﬂmph.iualm- pomitied of stayed ionger

Dﬂ‘-uq..lrud finl) b5 phevaiT] pérmanesd Bam
Eannﬂy of hiaith probhie

Hirth detect
D'Llrmﬁi

[ e

Dmhur seficmfmportant madical incddant Pleass Describe Below|

avant TestLaboralory Data

Tesl Mame LEAD BLOOD, CAFILLAR | Test Date I-Oel-2023
L
Tasl Reasui 128 Tast Linid MICROGRAMS PER DEC
ILITRE
Lo Tast Range a5 High Tesl Range 50
Genaraled by, SYSTEM Ganeraled on: 15-Mov-3023 142024 Page 1cd 5



Receil No: RCT-1175983 FiDA 35008 Form

CTU Mao,; FOA-CDER-CTU-2023-800%4 | Deparimant CFSAN | RCT Mo,; RCT-1175663 | CTU Triage Dabe: 31-Dct-2033 | Total Pag
[

Al dates displayed n She repor are 1 EST{GMT-05.00) Sme zone
Basic Delails

Company Unit CDER-CTU Originating Accownt FAERS
Source Medium MWO (Drug) Sourca Form Type E2ZB XML 35008
Priarity Routina

Overrige Auto Calculation Rule No

FOA Recewved Dale 30-0ct-2023 CTU Received Date | 30-Oct-2023
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To Usar

UsanGroup

Forward 1o Dapartrment E]

Case Priorty Diresct

First Wamsa
Section A - Abouf the Problem

What kind of problem was it? Emmam-mmmmmﬁmm

(Chack all that apply) )

Lisad a produd incoreciy which could have o led i o problem
Um-mmumﬁum
Dmmmn—w.gm“mmumm

Date the problem ocounmed 16-Jun-2023
Sorius Mo
Dic any of e fokowing ha80? | ], gt st ey g

Fisquired halp o pressan] pesmansnd Farrm
Dmumm

Birtf dalpct
DM
L oesn

memmmm
Tell us what happened and how it happened (Include as many delails as possible FDA may reach out o you for

y additional documents if necessarny)

My son used o eat the Wane Bana fruit pouches, which cama oul loday a5 being recallad for lead. Aftar his 2 wear wall visii,
his blood levals lesbed elevaled for lead, For months we could not figure out the ciuse, My local county healih depanmant
carne and nspected my home and did nat fied amdhing. | did give them a sampbe of this frun powech and they sad they could
ot test M. | believa tha bead is presant in cther flevors, please test them. Once my son slopped eating them, his levels went
from 8.8 to 1.9. 1 am hoping il doas not causa bong term damage for him,

Relevant Test/Laboratory Data

Test Hamsa LEAD, BLOOD Test Date T6-Jun-2023

Tesl Resuli 8E Test Lnit MICROGRAMS PER MIL
LILITRE

Low Test Range High Test Range

Mare Information Available?

Generaled by. SYSTEM Ganeraled on: H-0ct-2023 144750 Page 1 ol§



Riecespl Mo: RCT-1175983 FDA 35008 Form
CTU Mo, FA-COER-GTU-2023-80004 | Deparimant: CFSEM | RCT Mo.; BCT-1175883 | GTU Triage Oate: 31-0ct-2073 | Total Pag
o 5

Relevant Test/Laboratory Dala

Tast Name LEAD, BLOOD Test Date 28-Sap-2023

Test Resull 19 Test Unit MICROGRAMS PER DEC
ILITRE

Low Test Range High Test Range

Mare Information Available?

Additional Comments

This was after we stopped giving him the Wana Bana fruil pouches

Section B - Product Availability

Do you stll have the productin - | Mo
cage wa need fo avalsals i?
Do you have a picture of tha Ho
product? (check yos if you are

including & picture)
Section C - About the Products
Suspect Yas
Pramary? Yes
Type Drug/Biologic
This report is about Fooddedical food
MNama of the product as it Wana Bana frult poucheas
appears on tha box, bottla,
or package {Include as many

MaMeas ag you sea)
Name of the company that

makies (oF compounids) tha
prosduct
Product Typelchack all thad DWII -
o O
Compoundad by & Pharmady o an Culsourcing Facity
DGﬂmﬂ:
Dm
Strangth [Hnunar
WOC mumibiar
Did the problem stop after the Yas
person educed i dose or
stopped taking ar using the
prceduct ¥

Dicl thie prodlarn rabunm if e Doean't Apply

person stared taking o usang
ﬁﬁn? ‘

Expiraticn dala
Lot nember
Dosape Fomm
Cluaivlity ’ H Othar ]

Generaled by. SYSTEM Ganeraled on: H-0ct-2023 144750 Page 2ol §



Riecespl Mo: RCT-1175983 FDA 35008 Form
CTU Mo, FIW-COER-CTU-A023-80040 | Doparmant; CFSAN | RCT Mo,; RCT-11765683 | CTU Trage Dabe: 31-Dct-2003 | Total Pag
g 5

Frequancy i Other
Herwd ik o Rakan oF used H Othiar

Dabe the person first staned 01 -Aug-2022
taking or using the product
Date the person stopped taking | 01 -8ug-2023
OF uging thix product

Date the parson reducad dose of
the product

Give best estimate of duratisn

I3 thiragy still on-going?

hy was the person using the product? (such as whal condition was it supposed fo treat)
Toddler snack

Ratumed to Manuiscterer On

Section D - About the Maedical Devica

MName of madical devica

Name of the company that
makes the medical devics
Other identifying information [The model, catalog, lot, senal, or UDI number, and the expiralion date, if you can
locate them)

Modal Numbar
Catalog Numbagr
Lot Numbsar
Sarial Mumbear
LDOI MNurrber
Expiration dale

Was someons oparating the
medicil device whizn the problim
DL

For implanted medical devices ONLY (such as pacemakers, breas! implants, elc.)

Date the implant was put in Crate the Implanl was taken aut (i
relevant)

Section E - About the Person Who Had the Prablem

Parson's Initiats D)

Sex Male

Genhir Cisgendar manidy
Pleasa Specify COther Gendar

Age (spacify unit of tima for age) | 2 Year(s)

Date af Birth

Generaled by SYSTEM Generaled on: H-0c-2023 144750 Page d ol §



Receil No: RCT-1175983

FDA 35008 Form

CTU Mo, FA-COER-CTU-2023-80004 | Deparimant: CFSAM | RCT Mo.; BCT-1175583 | GTU Triage Oate: 31-0ct-2073 | Total Pag

o 5

Weight

Ethnicity (Choose anly one)

Race (Check all that apply)

List known medical conditions {Such as diabetes, high blood pressure, cancer, hearl disease, or others)

Flease list all allargies (such as |o dregs, loods, pollen ar othars)

List any athar imporiant information about the person (such as smoking, pregnancy, alcohal vee, ale.
3 Lk | g. ¢

ist all current prescription medications and medical devices being used,
List all | t edicat d medical d being i

List all over-tha-counter medications and any witaming, minerals, supplameanis, and hérbal remedies baing used

Primary?

Section F - About the Person Filling Out This Form

Yas

Reporter is Patient?

Title

Last name

Middie Mame

Firsl ndirrme

Numbes/Strael

City

State/Province

Generaled by. SYSTEM

Ganeraled on: H-0ct-2023 144750 Paged ol §




HHH‘.I\‘. Mo RECT-1175983 FDA 35008 Form
CTU Mo, FOM-COER-CTU-2023-A0064 | Deparimant. CFSAM | RCT Mo,; BCT-1175583 | CTU Triage Oabe: 31-0ct-2073 | Tolal Pag
ag: 5

Country UNITED STATES

ZIP or Postal code

Telaphone number

Email addrass

Fax

Roparter Organization

Dapartmant

Raporter Speciality

Today's date A0-0ct-2023

Did you repodt this problem fo the| No
company that makes the product
{tha manufacturericompoundar]?

If your do NOT waant yoaur Yas
Ideniity disclosed o the
manufacturer, plaase mark this

box [Confidentiality Requested):

Generaled by SYSTEM Generaled on: H-0c-2023 144750 Page ol S



Riecespl Mo: RCT-1176108 FDA 35008 Form
CTU Mo, FOM-COER-CTU-2023-80749 | Departmant TREAN | RCT Mo RET-1176108 | CTW Trasge Dade; 31-003-3023 | Tolnl PRg
oE B

Al dates displayed in S repor are i EST(GMT-05.00) Sme one

Company Lnit CDER-CTU | Originating Account FAERS

Source Medivm MW (Drug) Sourca Form Type EZB XML 35008
Priarity Routina

Owernde Auto Calculation Rula Mo

FOA Received Date 30-0ct-2023 CTU Recehved Date 30-Ocl-2023
CTU Tringe Dale CTU Data Entry Date

Report Type Spontaneoues Repart Classiication Dvug

Assign To Usar

UsanGroup

Forward 1o Dapartrment E]

Casa Pricnity Diresca

Contact

Section A - About the Problam

Eﬂ:u’:::;mmln %mnﬂum-mmm:rmmmmm
Lisd B product intorrecty which could hawe o bisd 168 problem
Hoticad & probiem wih the quakly of the produc
Dmmﬁmﬁmu—-mmhmm
Date the problem ocowemed A-Oet-2023
Saripues Yas
i happan?
iﬂggmmm Ew~mwmm
Fpguingd Rald 10 préven parMans farm
Disabidty or hoalth proslom
Birth dedct
DU’I—H‘H-IH*I;
s
EMWWWM%}
Cither serousfimportant madical

4, Tell us whe
y additional

My son Ingasied lead contaminated apple sauce.

Relevant Tesl/Laboratory Dala

Tast Namsa PEDS LEAD Test Data J0-Oct-2023
Tesl Rasull 6.7 Test Unit MICROGRAMS PER DEC
ILITRE

Generaled by. SYSTEM Ganeraled on: H-0c-2023 171759 Page 1 ol§



Riecespl Mo: RCT-1176108 FDA 35008 Form
CTU Mo, FM-COER-GTU-2023°80149 | Deparimant: CFSEM | RCT Mo.; BCT-1176108 | GTU Triage Oate: 31-0ct-2073 | Total Pag
o B

Low Tasi Range 0 High Test Rangs a5

More Infoemation Available?

Additional Comments

Section B - Product Availability

Do you atill have the product in - | Yes

case wa nead fo avaluste 47

Do you have a picture of B Yos

prodisct? (check vas If ywou ara

inni.u:liﬂg a Eu:luml

Seclion C - Aboul the Products

Suspac Yas

Primary 7 Yos

Type DrugBiologic

Thiz report is about Fooddtedical food

Mame of the product as it ‘Wana bana

appears gn tha boo, bobtle,

of package {Include as many

MAMES A% YU Sea)

Name of the company that Wana bana

makas (or compounds) tha

product

Product Type(chack all thal E:I the-Count
Dﬂurm.lm by & Pharmacy or an Cutsowroing Faclty
Dm
Dm

Sirangth H Other

NOC nuribar

Did the problam stop after tha Mo

person reduced the dose or

alopped taking or wsing the

piroedisct T

Diid ther problbem netum if e Doesn't Apply

pergon stared aking of using
ﬁﬁln? ‘

Expiration date 17-Mar-2024

Lot nuember 023:17

Dosape Form

Chsantity I Oher
Fraquancy Daily M Other
Heow wais & fakan or used Cral H Ofhar
Date the person first staried 0 -Jul-2023

faking or using the produd

Generaled by. SYSTEM Ganeraled on: H-0c-2023 171759 Page 2ol §



FEEIHH‘.I\‘. No: RET-1176109
CTU Mo, FM-COER-GTU-2023°80149 | Deparimant: CFSEM | RCT Mo.; BCT-1176108 | GTU Triage Oate: 31-0ct-2073 | Total Pag

o B

FDA 35008 Form

Date the parson siopped taking
or using the product

25-0ct-2023

Date the: person reduced dose of
the prosduct

Giva bast estimate of duration

I= therapy still on-going?

hy was the person using the product? (such as whal condition was it supposed lo treat)

Ratumed to Manuiacierer On

Warm of madical davics

Sechion D - Aboul the Madical Device

Ot

MNama of the company that

makns the medical devicn

her identifying Information (The model, catalog, lot, seral, or UDI number, and the expiration dale, if vou can
locate them)

Modal Mumiber

Catalosg Number

Lot Numbsar

Serial Mumbar

LIDDI Mumbear

Expiraton date

medical dovice whisn thi problsm

OCCUmed T

For mplanted medical devicas O
Diata the implant was put in

MLY (such as pacemakers, breas! implanis, elc.)

Diate the implant was taken oot [
relevant)

Person's Initials

Sechon E - About the Person YWho Had the Problem

Sen

Gender

Plegss Spacily Other Gonder

Age (specity unit of tima for age)

Date of Birth

Weight

10.8 kg

Elhnicity (Choose only ang)

Mol HigpamcLating

Race (Check all that apply)

Generaled by. SYSTEM

Generaled on:

DMMIMW
me:r{ﬂﬂ'l"ﬂ:m

H-0c-2023 171759 Page d ol §



Riecespl Mo: RCT-1176108 FDA 35008 Form
CTU Mo, FOMA-COER-CTU-2023°80149 | Deparimant: CFSAM | RCT Mo.: BCT-1176108 | GTU Triage Oate: 31-0ct-2073 | Total Pag
aE B

List known medical conditions {Such as diabetes, high blood pressure, cancer, hear disease, or others)

Piease fist all allergies (such as o drugs, foods, pallen or others)

List any ather imporant information aboul the person (Such as smoking, pregnancy, alcohol usa, alc.,)

List all current prescription medications and medical devices being used.

List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used

Section F - About the Person Filling Out This Form
Primary? Yas

Raporter is Palient?
Tithet

Lest nama

Middle Name

Firsi nawmim

Mumbas Straal

City

State/Province
Country UNITED STATES
ZIP or Pastal coda
Telaphone number
Email address

Generaled by. SYSTEM Ganeraled on: H-0c-2023 171759 Paged ol §



HHIH‘.I\‘. Mo RECT-1176108 FDA 35008 Form
CTU Mo, FOM-COER-CTU-2023-80149 | Deparimant. CFSAM | RCT Mo,; BCT-1176108 | CTU Triage Oabe: 31-0ct-2073 | Tolal Pag
g 6

Fax

Reparter Organizaton

Dapartment

Raporter Speaciality

Today's dabe 30-O0ct-2023

Did you repon this problem io the) Mo
company that makes the product
{ihe manufacturer'compoundar)?

If wour do NOT want yous Mo
idenlity desclosed bo the

manufacturer, please mark this
boo {Confidentiality Reguested):

Generaled by SYSTEM Generaled on: 02023 174759 Page ol S






REPORT INFORMATION

Report Profile

Report Version

Report Category
Bubmitted

FOA ICSR 1D

Submitied by

FPSRFDA DSR.M.WY

Mandatory Distary Supplements Report
2023-11-01 18:24:16 EST

2147728

franciscof@wanabanalmits com

Report Identifying Information

Please enter a title (o help you identify
this report. Consider using your firm’s
Internal case tracking number for
simplified recordieaping

What type of report are you submitting ?

Enter the date you received the initial
report:

How did the initial reporter learm of the
serious adverse event or product
problem? (chieck all that apply)

if other, please describe
Regulatory Status

Wanabana Apple cinnamon pouch 2.5 az

Sericus adverse evant and Product Problam {e... defects thal may have caused o
corriuled bo 8 senous advense event)

12Tr20e3

Other

Contaclad by the FIDA by talephona
Mandaiony



Contact Information - Manufacturer, Packer, or Distributor Site

Information

Nty account address is the same as the
manufacturer, packer, of distributor
address

Organization nama
Organization bypa
Food facility registration number
Country

Streat addrass line 1
Street address line 2
C ity Town

State

Stale/Province
MallZiP Coda
Postal Coda

1 am the point of contact for the facility
listed above

First mama
Last nama

Job title

Canfirm email
Primary phona
Cther phone

Yes

Austrofood 545
Manufacturer
145177026
ECUADOR

Ave. Goneral Enfigues
Lote 8 y Tanicuchi

Francisoo

SO3001036405
1407 ITTETO6

<blank>

Contact Information- Report Submitter

Contact Information - Initial Reporter

Did the initial reporter indicate that they L

also reported the event to the FDAR

Does tha initial reporter wish to remakn
anonymous to the FDA?

R



First mame <biank>

Last name <pBank>

Confirm email  <blani:>
Phone <biank=

Country <blank>

Street address line 1 <blapks
Stroet address line 2 <blanis
CityTown  <biank>

Slate -<biank=

MalliZIP code  <blank>

Was the initiad reporter a healthcars
professional?

Relevant Details

Patient identifier (BNB)

Gender <blank>

Age at time of event, <i>if unknown, tdand
please enter Date of birth below=fi=

Select unit of measure  <blank>
Date of birth <blank=

Waight <blank=>

Select unit of measure  <blank=>
Height -biank=

Saelect unit of measura  <blank>

Problem Details

Outcomes attributed to adverse event
[check all that apply]

Cthar sesious (important medical avants)
H other, please describe  Test result showed elevated concantrations of lead
Date of death  <blani=
Please describe the event or problem  Test result showed slvvated concentrafions of lead,
Date of event  1WV2ETR20Z23

Duration of adverse event 1



Select unit of measura

Please provide relevant medical history,
including pra-existing conditions (8.g.

aliergies, race, pregnancy, smoking and
alcohol use, liver'kidney problems, etc.) :

Do you have any relevant
testslaboratory data information to
report?

Adverse Event Terms

Relevant Tests/Laboratory Data

Product Information

Select full name of product as it appears
on the package labal

Fulll name of product as it appears on the

Crihar

Wanabana Apple cinnamen fruit pures 2.5 oz x 3 units

package label
Product mlnlﬂmhnrmm Austrofood SAS.,
Product strength 2.5
Select unit of measure  oF
Barcode identifier TBEZ118140278
Select Identifier type Other
if other, please describa  Pack X3 unils
Diagnosis or reason for use (indication):  Product ready o eat
Lot number  1102:11
Expiration/use-by date 01102024
Product Use Details
Dates of product use [estimate i
necessary] if dates are unknown, please 12008/2022
estimate duration of use balow. Star:
End: 10282023

Dwration of product use

14



Select unit of measure  monifs)
Frequency of consumption 1
Select unit of measure  day(s)
Amount consumed per serving 2.5
Select unit of measure o
Adrministration rouie oral

Did the event stop when product usa
stopped or amouwnt consumed was  Not Applicable
reduced?

Did the event reaccur when product use \cabi
resumed? e Appl

Pleass provide any noles describing the

product's usage. o

Ingredient Details

Ingredient name  Apple pures

if othar, please describa  Apple pures
Ingrediant amount  T0EF

Select unit of measure g

Ingredient Details

ingredient name  Cinnamon powder
if other, please describe  Cinnamaon posder

mgredient amount D09
Select unit of measura o

Ingredient Details

Ingrediant name CITRIC ACID
Imgredient amount  0.04

Salect unit of maasura o

Product Information



Salect full name of produwct &S it appears

on the package label O

Fulll nama of product as |t appears on the
paci labed Schnucks cinmamon applesavce 3 .20z X 4 units

Product manufacturer, packer or
istribut Australond SA.5,

Product strength 3.2
Select unit of measure  or
Barcode identifier 041318011555
Select identifier type Other
i other, please describe  Pack xd units
Diagnosis or reason for use (indication):  Product ready Lo eal
Lot number 05023:19

Expiration/use-by date O7/18/2024
T T

Product Use Details

Dates of product use (estimate if
necessary] if dates are unknown, please  <blanks
estimate duration of use balow. Start:

End: 1V2E2023
Duration of product use 14
Select unit of measure  month(s)
Frequency of consumption 1
Select unit of measure day(s)
Amount consumed per serving 3.2
Select unit of measure o
Adrministration routs  ofal
Did the event stop when product usa
stopped or amount consumed was  <blani=

reduced?

Didd the event reaccur when product use hiand
resumed?

Please provide any notes deseribing the
product's usage. Ghreplera

Ingredient Details

Ingredient name  Appla
H other, please describe  Appls



Ingredient amount 70,60
Select unit of measure g

Ingredient Details

ingredient name  Apple punes concanirale
i other, please describe  Apple pures concantrate
ingredient amount 1850

Select unit of measure g

Ingredient Details

Ingredient name  Cinnamon poswdes
if other, please describe  Cinnamon posdor
Ingredient amount 045

Saelect unit of measure g

Ingredient Details

Ingredient name CITRIC ACID

Ingrediant amount 0.05

Select unit of measure g

Product Information

Select full name of product as it appears CHthar
on the package label

Full name of product as it appears on the
package label

Product manufactiner, packer or
fistribut Austrofood 545

Wisis cinnamon apphesauce 3. 202 x 20 unils

Product strength 3.2
Select unit of measure o
Barcode identifier 041467216123
Select identifier type  Offwr
H other, please describe  Fack x 20 units



Diagnasis or reason for use (indication):  Product ready to eat
Lot number 05023-28
Expirationfuse-by date OTR2EBRZ024

Product Use Details

Dates of product use (estimate if
nicissary] if dates are unknown, please  <hlank>
esiimate duration of use below. Star:

End: 1WVZBRZ0Z3
Dwration of product use 14
Select unit of measure  maonthis)
Fregquency of consumption 1
Select unit of measure  day(s)
Arnount consumed per serving 3.2
Saelect unit of measura oF
Administration route ol
Did the event stop when product use
slopped or amount consumed was  <blank>
reduced?

Did the event recccur when product usea
resumed?

Please provide any notes describing the
product's usage.

Ingredient Details

ingredient name  Appla

i other, please describa  Apple
Imgredient amount 706D

Select unit of measure 4

Ingredient Details

Ingrediant name  Apple punes concenirale
If other, please describe  Apple pures concenirale
Imgrediant amount 1880

Salect unit of measure g



Ingredient Details

Ingradient name  Cinnamon powdes
if other, pleasa describe  Cinnamaon poseder
mgredient amount 045

Select unit of measure g

Ingredient Details

Ingredient name  CITRIC ACID
imgredient amount 0,05

Select unit of measure g

Product Information

Select full name of product as it appears

on the package label SHhat

Full name of produect as |t appears on the ’
pach label Behnucks cinnarmon applesavcs 320z X 12 units

Product manufacturer, packer or
listribut Austrofood 545,

Product strength 3.2
Select unit of measure oF

Barcode identifler 041318011524

Select identifier type  Ofhar
if other, please describe  Pack x 12 unils
Diagnosis of reason for use (indication): Product ready o eat
Lot number 0502315
Expirationfuse-by date 071502024

Product Use Details

Dates of product use (estimate if
necessary] if dates are unknown, please  <blank=
estimate duration of use below. Start:

End: 102E2021



Duration of product use 14
Select unit of measura  mont(s)
Fraquency of consumption 1
Select unit of measure  day(s)
Amount consumed per serving 3.2
Select unit of measure oF
Adminkstration route  oral
Did the event stop when product usa
stopped or amouwnt consumed was  <blank=
riduced?

D the event resccur when product usea
resmed ¥

Pleasa provide any notes describing the
product's usaga.

Ingredient Details

ingredient name Appls
i other, pleass describa  Apple
Ingredignt amount  T0UED

Select unit of measure g

Ingredient Details

Ingredient name  Apple pures concentrate
If ather, please deseribe  Apple pures concenirale
Ingredient amount  18.90
Salect unit of measure g

Ingredient Details

Ingredient name  Cinnamon powoer
if other, please describe  Clnnamen powder
ingredient amount 045
Select unit of measure g
L ——— e ]



Ingredient Details

mgrediant name

Ingrediant amaunt

CITRIC ACID

D.os

Saelect unit of measure g

Product Information

Saelect full name of produwct as it appears
on the package label

Full name of product as [t appears on the
package label

Product manufacturer, packer or
distribustor

Product strength

Select unit of measurs

Barcode identifier

Solect Identifier typa

if other, please describe

Diagnasis or reason for use {indication):
Lot number

Expirationfuse-by date

Product Use Details

Dates of product use (estimate if
necessary] if dates are unknown, pleasae
ostimate duration of use below. Start:

End:

Duration of product use

Saelect unit of measura

Frequency of consumption

Select unit of measure

Amount consumed per serving
Select unit of measura
Adrinisiration route

Did the event stop when product usa

stopped or amount consumed was
risduged?

et

Schnucks cinnamon applesauce 3.2ox X 20 units

Austrofopd 545,

a2

ar

D4131801 1578
Char

Pack x 2 units
Produclo ready o eal
050315
Orfacz0e

<blanks

T2esz0zd

14

mceth{s)

day{s)
3.2



Did thie event recccur when product use

M?M

Pleasa provide any notes describing the

product's usage. i

Ingredient Details

Ingresdlent nama  Appla

if other, pleass describe  Apple
Ingredient amount 70,60

Sebect unit of measure g

Ingredient Details

Ingredient name  Apple punes concanirate
H other, please describe  Apple puree concenirsie
Imgredient amount 1890

Select unit of measura g

Ingredient Details

Ingrediant name Clnnamaon powdes
i other, pleass describa  Cinnamon powser
Ingredient amount 045

Select unit of measure g

Ingredient Details

Ingredient name CITRIC ACID

Ingredient amount 005

Sebect unit of measure g

Product Relevant Details

I have reviewed the ingredients listed for



each product, if available, and made any  Yes
necessary cormections

Concomitant Product Information

Select full name of product a5 it appears Otthar
on the package label

Fulll name of product as it appears on tha
package label

Product manulaciurer, packer, distributor
or other responsible party

Product strangth 2.5

Apple Cinnamaon Frst Pures 2.5 x 3 unil

Austrofood 505,

Select unit of measure o
Barcode identifier TEZ118140278
Select identifier type  Other
if other, please describe  Pack x 3units
Diagnosis or reason for use (indication):  <blank>
Lot number  11022:10
Explrationfuse-by date 011072024

Concomitant Product Use Details

Dates of product use (estimate if
necesaary] if dates are unknown, please 120002022
astimate duration of use bolow. Start:

End: 1V282023
Duration of product use 14
Select unit of measure  moni(s)
Frequency of consumplion/use 1
Select unit of measure  week(s)
Amount consumad per serving 2.5
Select unit of measure o
Administration route  ofal

Please provide any notes describing the
product’'s usage:

Concomitant Ingredient Details

Ingredient name  Apple pures



if other, pleass describe  Apple pures
Ingredient amount  T0.ET

Sebect unit of measure g

Concomitant Ingredient Details

Ingredient name Cinmamon powdies

i other, please describe Cinnaman powder
Ingrediant amount  0.08

Select unit of measura 0

Concomitant Ingredient Details

Ingredient name  CITRIC ACID

Ingrediant amount  0.04

Select unit of measura g
S —

Concomitant Product Information

Selact full name of product as it appears o
on the package label

Fulnﬂmﬂfplmuﬂlmmﬁ Schnucks cinnaman applesaucs 3,202 x 4 units

Product manufacturer, packer, distributor
or other responsible party AStT0f00d SAS,

Product strength 3.2

Select unit of measurs o
Barcode identifier 041318011555
Select idendifier iype Ofher
i other, pleass describe Pack x 4 unils
Diagnosis or reason for use (indication):  Product ready to eat
Lot number 0502315

Expirationfuse-by date 077182024

Concomitant Product Use Details



Dates of product use [estimate if
necessary) if dates are unknown, please  <blanks>
eslimate duration of use below, Stan:
End: 10Z2E2023
Dwration of product use 14
Salect unit of measura  month(s)
Frequency of consumplioniuse 1
Select unit of measure  day(s)
Armount consumed per serving 3.2
Salect unit of measura  or
Administration route ol

Please provide any notes dmﬂhlng the
Sroducts ussge: D>

Concomitant Ingredient Details

Ingredient name  Apple
if other, please describe  Apple
Imgredient amount 70,60

Select unit of measure g

Concomitant Ingredient Details

Ingredient name Apple puresa concentrate
i other, pleasse describa  Apple pures concantrate
Ingredient amount 1850

Select unit of measure g

Concomitant Ingredient Details

Ingredient name  Cinramon powdis

i other, please describe Cinnaman poswder

Ingrediant amount 045

Salect unit of measura o



Concomitant Ingredient Details

mgrediant name

H other, please deatribe

CITRIC ACID

<bdarnk>

Ingrediant amount  0.05

Select unit of measure g

Concomitant Product Information

Select full name of product as it appears
on the package label

Full name of product as it appears on the
package libel

Product manufacturer, packer, distributor
or other responsible party

Product strength

Sebect unit of measurs

Barcode identifier

Select identifier iype

i other, please describe

Diagnosis or reason for use (indication):
Lot number

Expiration/use-by date

Oothsr

WWisis ciffaimon appesaluce 3,202 x 20 unils

Austrofood 5.A.5.

a2
ox

041487216123
Ohar

Pack x 20 units
Product ready to aat
0502328
OTR2ER024

Concomitant Product Use Details

Dates of product use (estimate if
necessary] if dates are unknown, please
estimate duration of use below, Stant;

End:

Dwration of product usa

Select unit of measura
Frequency of consumption/use
Select unit of Measurs

Armount consumed per serving
Select unit of measurs
Administration route

Please provide any notes describing the
product’s usage:

10F2B2023

14

maonthis)

day{s)
32



Concomitant Ingredient Details

Ingredient name  Apple

i other, please deseribe  Apple
Ingredient amount 70,60
Select unit of measura g

Concomitant Ingredient Details

Iimngredient name  Apple pures concentrale
if other, please describa  Apple pures concantrate
Imgredient amount 18,50

Sebect unit of measure g

Concomitant Ingredient Details

Ingredient name  Cinnamon powder
If other, please describe Cinnamon posder
Ingredient amount  0.45

Select unit of maasura o

Concomitant Ingredient Details

Ingredient name  CITRIC ACID
Ingredient amount  0.05
Select unit of measura g

Concomitant Product Information

Select full name of product as it appears

ont the package labsl 0T

Full name of product as it appears on the
packige Mibel Schnucks cnnamon applesauce 3.202 x 12 unils



Product manufactiurer, packer, distributor
or other responsible party

Product strength 3.2

Ausstrofood 5.A.5.

Saloct unit of measure ox
Barcode identifier 041318011524
Select identifier type Oher
if other, please describe  Pack x 12 unita
Diagnosis or reason for use (Indication):  Product ready to eat
Lot number 05023:19

Expirationfuse.by date OT/12024

Concomitant Product Use Details

Dates of product use (estimate if
necessary] if dates are unknown, please  <blarik>
eslimate duration of use balow, Stan:

End: 10ZE2023
Dwration of product use 14
Select unit of measure  monihis)
Frequency of consumplioniuse 1
Select unit of measure  day(s)
Amount consumed per serving 3.2
Select unit of measure or
Adrinistration route ol

Pleass provide any notes describing the
product's usage:

Concomitant Ingredient Details

Imgrediant name  Apphy
If other, please describe  Apple
imgredient amount 70U

Select unit of measure g

Concomitant Ingredient Details

Imgrodient name  Apple pures concentrate



i other, pleass describa  Appla pures concenlrale
Imgredient amount  18.80

Select unit of measure g

Concomitant Ingredient Details

imngredient name  Cinnamaon powdes
i other, pleass describe  Cinnamon powser
Ingredient amount 045
Select unit of measure g

Concomitant Ingredient Details

Ingredient name CITRIC ACID
Ingredient amount 0.05
Saelect unit of measure g
e e e T ——S——

Concomitant Product Information

Select full name of produwct as it appears g
on the package label

Full name of product as [t appears on the .
package labed Schnucks cinnamon applesauce 3.20z x 20 unils

Product manufacturer, packer, distributor
or ather responsible party ~tTicod SAS.

Product strength 3.2
Salect unit of measure oF

Barcode identifier 041318011578

Select identifier type  Ofher
i other, please describe  Pack x 20 unils
Diagnosis or reason for use (indication): Product ready o eal
Lot number 0503315
Expirationfuse-by date 0782024
EEEE————— e —

Concomitant Product Use Details



Dates of product use [estimate if
necessary] if dates are unknown, please  <blanks>
astimate duration of use below, Start:
End: 10VZBZ0Z3
Duration of product use 14
Select unit of measure  monihis)
Frequency of consumption/use 1
Sebect unit of measure  day(s)
Armount consumed per serving 32
Select unit of measura oF

Adminkstration route  oral

Pleasa provide any notes describing the
product’'s usage: Prodcut ready 1o eat

Concomitant Ingredient Details

Ingradient nama  Appla
if ather, please describe  Apple
Ingredient amount 7060

Saebect unit of measure g

Concomitant Ingredient Details

Ingredient name Apple punee concenirala
H other, please describe  Apple pures concenirate
Ingredient amount  18.50

Sabect unit of measure g

Concomitant Ingredient Details

Ingredient name  Cinnamaon powder
i other, pleass describe  Cinnamon powder

ngredient amount 045

Saeblect unit of measure g



Concomitant Ingredient Details

Ingredient name CITRIC ACID

Ingredient amaunt 0.05

Saelect unit of measure g

Concomitant Product Relevant Details

I have reviewsd the Ingredients listed for
each product, il availabde, and made any  Yes

necassary corrections

HL7 Batch Information

HL7 Batch Control Information

Submitting Organization Id  SRPCIT

HL7 Batch Sender Information

Senderld SRPCIT

Job Title Mandatory Dietary Supplemant Submisier
Phone S8381036405

Email francisco@wanabanafruits com

HL7 Batch Receiver Information

Balch Receiver (Rool) USFDA

Batch Receiver (Extension] US Food and Orug Adminisiration

HL7 Message Information



HL7 Message Control Information

Unique Sonder identifier SRPCIT

Profile [dentifier FPSR.FDA.DSRMMVTACCOUNT.AERPP

HL7 Message Sender Information

Unique Sender Identifier  1D-14992177026
Organization Name Austrofood 5.4.5,
Title Mandatory Distary Supplement Submiior

HL7 Message Receiver Information

Message Receiver Id  LISFDA

Attached Files



Receil No: RCT-1177213

FDA 35008 Form

CTU Mo, FOW-COER-CTU-2033-81337 | Department CTREAN | RCT Mo, RET-1177213 | CTU Trasge Date; D3-More-2023 | Tobel Pmg

o 5

Al dates displayed in S repor are i EST(GMT-05.00) Sme one

Company Lnit CDER-CTU | Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 35008
Priarity Routina

Override Auto Calculation Rule | No

FDA Received Date 02-Mow-2023 CTU Received Date 02-Nov-2023
CTU Trisge Date CTU Data Entry Date

Report Type Spontaneous Repor Classification Drug

Assign To Usar

User!Group

CIRE i et kA coer (coER-OSE-RES-CTUGIa hhs. gov) (E2B)

Case Priorty Direct

First Nama

Section & - About the Problam
What kind of problem was it?

s ars P or et i bt s aitact pnctucieg e o wersening symptoms)

{Check all thal apply) D
Lised o product incoredtty which could hive o led |0 a problem
Em-mwumﬂhm
Had probiems afler switching from ore prociuct makos o snather maker
Date the problem occwnmed 28-0ct-2023
Senious Mo
Did any of the following hagpen? ;
(Check all that apply} Dumpu:-hn admitind or stwyed longer

EMHHMWI‘“
Dmumm

4. Tell us what happened and how il happened (Include as many detalls as possible FDA may reach oul to you for
any additional documents if necessany)

My son has a lead bevel of 28.8 micrograms per deciliber afler eating WanaBana puree packs, We're in (BB} He's
petting a venous blood test tomormow 1o confem The vl

Relavant Test/Laboratory Data

Tast Mama BLOOOD TEST (CAPILLAR | Test Date 01-Mov-2023
¥)
Test Resuli Fa8 Tast Linit MICROGRAMS PER DEC
ILITRE
Liver Tesd Range 1] High Test Range 34
Generaled by.  SYSTEM Generaled on: O2-Mow-2023 214750 Page 1 of 5



Receil No: RCT-1177213 FiDWA 35008 Form

CTU Mo, FOA-COER-CTU-2023-91237 | Daparimant: CFSAMN | RGT Mo RCT-1177313 | GTU Triags Dete: 03-Now-2023 | Tolal Pag
o 5

More Information Availabla?

Additional Comments

Section B - Product Availability

Do you stll heva the product in - | Mo
case wa need o avaluala 07
Do you have a piciune of the Mo
product? (chack yas If you are

including a piciura)
Section C - About the Products 1of 1
Buspacl Yas
Primary? Yas
Type DrugBiologic
Thiz rapart is aboul FoodMedical food
Marne of the product as it Wana Bana Apple Cinnarmon
appeans on the box, bottla,
or package {Include as many
MEMES 4% YU @)
Name of the company that
makes (of compounds) tha
product
Product Type(chack all thal DMII Connt
apphy)
Dﬂmm.n:bd bry m Pharmacy of an Cutsouwding Facilty
DGM‘E
Dm
Sirangth H Other
HNDC mambiar
Did the problem slop after the Mo
pierson mduced fhe dose ar
stopped taking or using the
product?

Did the problemn ratem if the Doesn't Apply

person staded taking or using
prodisct again? ‘

Expiraticn date
Lot numbear
Dosage Form
Chapniity H CHhir
Frequancy I Chr
How was it takan or used Cyral i Othar

Date the parson first stared
taking or using the product
Date the peraon stopped taking
or using the product

Generaled by. SYSTEM Ganeraled on: O2-Pdov-3023 314750 Page 2ol §



Riecespl Mo: RCT-1177213 FDwA 35008 Form
CTU Mo, FOA-COER-CTU-2023-91237 | Daparimant: CFSAMN | RGT Mo RCT-1177313 | GTU Triags Dete: 03-Now-2023 | Tolal Pag
o 5

Date the parson redeced dosa of

the product

Give best estimate of duration | 6 Month
s Bheragy shll on-going? Yo

hy was the person using the product? (such as what condition was it supposed to treat)

Retuwmied to Manuiactuner On

—

Section D - About the Medical Device

Name of medical davica
Mame of the company that
makes the medical device

Other identifying information (The model, catalog, lof, senal, or UDI number, and the expiralion date, if you can
locate them)

Modal Numbar

Catalog Number

Lot Nurmbser

Serial Nurmber

LD Mumber

Expiraticn date

Was spmeona operating the

madical dewvice when the problem
ocoumed?

For implanted medical devices ONLY (such as pacemakers, breas! implants, elc.)

Diata the implant was put in Crate the implant was taken out (If
ralavani)

Section E - About the Person Who Had the Problem

Person's Initiaks o)D)

Sex Male

Gonder Cisgendar manibay
Pleasa Specify Other Gender

Apge (specify unit of time for age} | 1 Yean(s)

Date of Birth

Waright 1035 kg

Ethnicaty (Choose only ona) Hot HispanicLating
Race (Check all that apply)

Dmmﬂi'-ﬂf!mm
meammlm

(Y

Generaled by. SYSTEM Ganeraled on: O2-Pdov-3023 314750 Page d ol §



Receil No: RCT-1177213 FiDWA 35008 Form

CTU Mo, FA-COER-CTU-2023-81237 | Deparimant: CFSAM | RET Mo.: BET-1177213 | GTU Triage Oate: 03-New-2023 | Toll Pag
o 5

b wnie

DMumm

List known medical conditions {(Such as diabeles, high blood pressure, cancer, hear disease, or others)

Please list all allergies (such as 1o drugs, foods, pollen or others)

List any other imporant information about the person (such as smoking, pregnancy, alcohol use, elc.)

List all curreni prescription medications and medical devicas being used,

List all ower-the-counter medications and any vitamins, minermals, supplements, and herbal remedies being used.

Section F - About the Person Filling Out This Form
Primary? Yes

Raoporter is Palien?

Title

Lest nama

Middle Mame

Firsi nawmim

MurmibsaStraat

City

SlateProvinee

Cauntry UNITED STATES

ZIP or Postal code

Telaphone number

Emall address

Generaled by. SYSTEM Ganeraled on: O2-Pdov-3023 314750 Paged ol §



HHIH‘.I\‘. Mo RET-1177213 FDA 35008 Form
CTU Mo, FOM-COER-CTU-2023-81237 | Deparimant. CFSAM | RCT Mo,; BET-1177213 | GTU Triage Oabe: 03-New-2023 | Tolal Pag
ag: 5

Fax

Reparter Organizaton

Dapartment

Raporter Speaciality

Today's dabe 2-Mow-2023

Did you repon this problem io the) Mo
company that makes the product
{ihe manufacturer'compoundar)?

If wour do NOT want yous Mo
idenlity desclosed bo the

manufacturer, please mark this
boo {Confidentiality Reguested):

Generaled by SYSTEM Generaled on: O2-Mov-3023 314750 Page ol S



Riecespl Mo: RCT-1177488 FDwA 35008 Form
CTU Mo, FMA-CDER-GTU-2023 51583 | Deparimant: CFSAM | RCT Mo.: BCT-1177458 | GTU Triage Oate: 06-New-2023 | Toll Pag
o B

Al dates displayed in S repor are i EST(GMT-05.00) Sme one

Company Lnit CDER-CTU | Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 35008
Priarity Routina

Override Auto Calculation Rule | No

FDA Recesved Date 03-Mov-2023 CTU Received Date Dd-Nov-2023
CTU Trisge Date CTU Data Entry Date

Report Type Spontaneous Repor Classification Drug

Assign To Usar

User!Group

CIRE i et kA coer (coER-OSE-RES-CTUGIa hhs. gov) (E2B)

Case Priorty Direct

Section A - About the Problam
What kind of problem was it?

[ warm st or st e sk offect kg e or werpening sympoma

[Chzek all thal apply)
DUI!:II produdct incomoctly wiich could have o led oo problem
Dw-ﬁmmmmﬂmm
Dmmmnmgm“mmnmm
Date the problem occumed A0-Oet-2023
Seripws Yas
Did vy of the following happen? D
Hospializniion = admitind or staynd iongor
{Check all thal apply)
meumﬂwm
Emwmm
Birth deokoct
Dm
Dasathi

Dmmﬁwmmmm
4. Tell us what happened and how it happened (Include as many delails as possible FDA may reach oul {o you for

any additional documents if necessary)

The wanabana brand fruit purée pouches wera recalled g0 | had my daughlars blood lead leval 1esied and it came back 15.5
megidl, she bagan bacoming extramely fussy, imitable, sleeping less and loss of appetite.

Relevant Test/Laboratory Dala

Test Name LEAD (VEMOUS) Test Date 30-0-2023

Tesl Resull 15.5 Tast LUnit MICROGRAMS PER DEC
ILITRE

Lovw Tast Rangs High Test Range

Generaled by. SYSTEM Ganeraled on: Oed-Pdoy-3020 0841:05 Page 1 ol§



Riecespl Mo: RCT-1177488 FDwA 35008 Form
CTU Mo, FMA-CDER-GTU-2023 51583 | Deparimant: CFSAM | RCT Mo.: BCT-1177458 | GTU Triage Oate: 06-New-2023 | Toll Pag
o B

More Information Availabla?

Additional Comments

Section B - Product Availability
Do you still heva the product in - | Yas
case wa need fo avaluata 17

Do you have a picture of the Yes
product? (chack yas If you are

including a piciura)
Section C - About the Products 1of 1
Buspacl Yas
Primary? Yas
Type DrugBiologic
Thiz rapart is aboul FoodMedical food
Marne of the product as it Apphe cinnamon frull pures
appeans on the box, bottla,
or package {Include as many
MEMES 4% YU @)
Name of the company that Wanabana
makes (of compounds) tha
product
Product Type(chack all thal DMII Connt
apphy)
Dﬂmm.n:bd bry m Pharmacy of an Cutsouwding Facilty
DGM‘M
Dm
Sirangth H Other
HNDC mambiar
Did the problem slop after the Mo
pierson mduced fhe dose ar
stopped taking or using the
product?

Did the problemn ratem if the Doesn't Apply

person staded taking or using
prodisct again? ‘

Expiraticn date J1-Mar-2024

Lot numbear 1023311205

Dosage Form

Chapniity H CHhir
Frequancy I Chr
How was it takan or used Cyral i Othar
Date the parson first stared 20-5ap-2023

taking or using the product

Date the peraon stopped taking | 30-Oct-2023

or using the product

Generaled by. SYSTEM Ganeraled on: Oed-Pdoy-3020 0841:05 Page 2ol §



Riecespl Mo: RCT-1177488 FDwA 35008 Form
CTU Mo, FMA-CDER-GTU-2023 51583 | Deparimant: CFSAM | RCT Mo.: BCT-1177458 | GTU Triage Oate: 06-New-2023 | Toll Pag
o B

Date the parson redecad dose of | 30-0Oct-2023
the product
Give best estimate of duration

I5 Bty Still or-going?

hy was the person using the product? (such as what condition was it supposed to treat)
To ead

Retuwmied to Manuiactuner On

—

Section D - About the Medical Device

Name of medical davica
Mame of the company that
makes the medical device

Other identifying information (The model, catalog, lof, senal, or UDI number, and the expiralion date, if you can
locate them)

Modal Numbar

Catalog Number

Lot Nurmbser

Serial Nurmber

LD Mumber

Expiraticn date

Was spmeona operating the

madical dewvice when the problem
ocoumed?

For implanted medical devices ONLY (such as pacemakers, breas! implants, elc.)

Diata the implant was put in Crate the implant was taken out (If
ralavani)

Section E - About the Person Who Had the Problem
Parson's Initials (o)B)

Pleasa Specify Other Gender
Age (specify unit of tima for aga) S
Date of Birth (D)io)
Waright 1035 kg
Ethnicity (Choose only ona) Mot HispanicLating
Race (Check all that apply)

Dmmﬂi'-ﬂf!mm
meammlm

(Y

Generaled by. SYSTEM Ganeraled on: Oed-Pdoy-3020 0841:05 Page d ol §



Receil No: RCT-1177406 FDWA 35008 Form

CTU Mo, FA-COER-CTU-2023 51583 | Deparimant. CFSAM | RCT Mo.: BCT-1177458 | GTU Triage Oate: 06-Now-2023 | Tol Pag
aE B

b wnie

DMumm

List known medical conditions {(Such as diabeles, high blood pressure, cancer, hear disease, or others)

Please list all allergies (such as 1o drugs, foods, pollen or others)

List any other imporant information about the person (such as smoking, pregnancy, alcohol use, elc.)

List all curreni prescription medications and medical devicas being used,

List all ower-the-counter medications and any vitamins, minermals, supplements, and herbal remedies being used.

Section F - About the Person Filling Out This Form
Primary? Yes

Raoporter is Palien?

Title

Lest nama

Middle Mame

Firsi nawmim

MurmibsaStraat

City

SlateProvinee

Country UNITED STATES

ZIP or Postal code

Telaphone number

Emall address

Generaled by. SYSTEM Ganeraled on: Oed-Pdoy-3020 0841:05 Paged ol §



HHIH‘.I\‘. Mo RECT-1177488 FDA 35008 Form
CTU Mo, FOM-COER-CTU-2023-H1563 | Deparimant. CFSAM | RCT Mo,; BCT-1177458 | GTU Triage Oabe: 06-Now-2023 | Tolal Pag
g 6

Fax

Reparter Organizaton

Dapartment

Raporter Speaciality

Today's dabe 03-Mow-2023

Did you repon this problem io the) Mo
company that makes the product
{ihe manufacturer'compoundar)?

If wour do NOT want yous Mo
idenlity desclosed bo the

manufacturer, please mark this
boo {Confidentiality Reguested):

Generaled by SYSTEM Generaled on: Oed-Pdoy-3020 0841:05 Page ol S






Riecespl Mo: RCT-1177403 FDwA 35008 Form
CTU Mo, FOA-COER-CTU-2023-51560 | Daparimant: CFSAMN | RGT Mo, RCT-1177403 | GTU Triags Date: D6-Now-2023 | Tolal Pag
o 5

Al dates displayed n She repor are 1 EST{GMT-05.00) Sme zone
Basic Delails

Company Unil CDER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type E2B XML 35008
Priarity Routina

Override Auto Calculation Rule | No

FDA Recesved Date 03-Mov-2023 CTU Received Date 03-Nov-2023
CTU Trisge Date CTU Data Entry Date

Report Type Spontaneous Repor Classification Drug

Assign To Usar

User!Group

CIRE i et kA coer (coER-OSE-RES-CTUGIa hhs. gov) (E2B)

Case Priorty Direct

Section A - Abouf the Problem

What kind of problem was it? Dmmam-mmmmmﬁmm

(Chack all thal apply) D
Lisad a produd incoreciy which could have o led i o problem
Um-mmumﬁum
Dmmnmm:mmmumm
Date the problem ocounmed 31-0el-2023
Sorius Mo

Did any of the follewing happan? t
[Check all that apply) g' “"""'Mh”“'h“""" i ":
Dm o hinallh probiam

[ e

memmmm
Tell us what happened and how it happened (Include as many delails as possible FDA may reach out o you fo

y additional documents if necessarny)

Wa ware made aware of 8 recall ipr Wanabana fruit pouches as they contained high levels of lead. Our dawghier consumed
these pouchés S0 we called our pediathic office and they recommended that our daughier get a bload draw 1o check her lead
levels, Wi had her tested and recenad the news thal she had high levels of lead, ihaugh nol high enough that § nesded
immediata medical attention. Wea ware advisad to check her blood again in 6 months.

Relevant Test/Laboratory Data

Tast Name BLOGD TEST FOR LEAD | Test Date 31-Oct-2023

Test Resull 5 Test Linit MICROGRAME PER DEC
ILITRE

Low Test Range 0 High Test Range 35

Mare Infermation Available?

Generaled by. SYSTEM Ganeraled on: O3-Mov-3023 15 18:03 Page 1 ol§



Receil No: RCT-1177403 FDWA 35008 Form

CTU Mo, FOA-COER-CTU-2023-51560 | Daparimant: CFSAMN | RGT Mo, RCT-1177403 | GTU Triags Date: D6-Now-2023 | Tolal Pag
o 5

Additional Comments

Section B - Product Availability

Do you stl hava the productin | Mo
case we need to evaluale if?
Do you have a picture of the Ho
productT (chack yes if you ara
including & pictuna)
Section C - About the Products
Suspact Yas
Primary® Yes
Typi DrugBialogic
This report is about
Mame of the product a8 it ‘Wana Bana Apple Cinnamon Fruid Purea
appaars on tha bow, batila,
of package {Include as many
| mames 88 you sea) [ |
Name of the company that Wana Bana
makes (of compounds) The
product
Product Type(chack all thal En he-Coant
e O
Compoundod by & Pharmacy of an Culsouwsing Facliby
Dﬂ!‘llaﬂc
Dm
Sirangth | i Other
NDC numbear
Did the problem stop after the Mo
person reduced the dose or
stopped taking or wsing the
product?
Did the problem retum if the Doesn't Apply

person staried taking or using
ﬁﬁ"ﬁ ‘

Expiration date
Lot member
Dosage Fomm
Csantity H Other
Frequency As needed i Other
Hew wad i takan o used Oral H Odhar

Date the person Nirsl stared 0 <Jul-2x2
taking or using the product
Date the parson stopped taking | 01 -Mov-2023
or uging the product

Date the peraon redeced dosa of
the product

Generaled by. SYSTEM Ganeraled on: O3-Mov-3023 15 18:03 Page 2ol §



Receil No: RCT-1177403 FDWA 35008 Form

CTU Mo, FOA-COESR-CTU-2023-81860 | Daparimant: CFSAMN | RGT Mo, RCT-1177403 | GTU Triags Date: D6-Now-2023 | Tolal Pag
o 5

Giva best estimate of duration

|= therapy still on-going?
'hy was the person using the product? (such as whal condition was it supposed (o treat)

Saction D - Aboul the Meadical Devica
Marm of madical device

Name of the company that
makes he medical device
Other identifying information (The model, catalog, lof, senal, or UDI number, and the expiralion dale, if you can
locate them)

Model Mumbear

Catalog Number

Lot Number

Serial Number

UDDI Number

Expiration date

Was someone operating the

madical device when the problam
ocounmad?

For implanted medical devices ONLY [such as pacemakers, breasi implants, efc.)

Date the implant was put in Drate the imiplant was taken out (H
ralevant)

section E - About the Person YWho Had the Problam
Parsan's Initiaks {3 [Le]
Sen Femala
Gandar Cisgandar womain/girl
Flease Specify Other Gender
Agir (spacity unil of time for aga)
Date of Birth (b}g)
Waight S kg

Eihnicity (Choose only one) Mol HispaniciLating
Race (Check all that apply)

D.I.rr-t-'llrlh'll:rum
me::mmm

b e

DBHH.:! AR ATdcRn

Generaled by. SYSTEM Ganeraled on: O3-Mov-3023 15 18:03 Page d ol §



Riecespl Mo: RCT-1177403 FDA 35008 Form

CTU Mo, FOMA-COER-CTU-2023-81560 | Deparimant. CFSAM | RET Mo,; BCT-1177403 | GTU Triage Dabe: 06-Now-2023 | Tolal Pag
ag: 5

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Please list all allergies (such as 1o drugs, foods, pollen or others)

List any ather important information about the person (such as smoking, pregnancy, alcohol use, elc.)

List all curmeni prescription madications and medical devices bedng used,
Mane

List all overtha-countar madications and any wvilamms, minarals, supplemeants, and harbal remeadns baing used.
itamsn O

Section F - About the Person Filling Cut This Fomm

Raporter s Patiant?
Title

Larst nama
Middle Name
First name
Murmibes/ S ineet
City

Country UNITED STATES
ZIF or Postal code
Telephone numbier
Email addrass

Fax

Raparter Organization

Generaled by SYSTEM Generaled on: O3-Mov-3023 15 18:03 Paged ol §



Receil Mo: RCT-1177403 FOWA 35008 Form
CTU Mo, FOW-COER-CTU-A023-0 1560 | Doparmant, CFSAN | RCT Mo,; RET-1175403 | CTU Trags Dabe: DE-Now-2023 | Tolsl Pag

g 5

Departmant

Reparter Speclity

Today's date 03=Mow-2023

Did you repor this problem o the| Mo
company that makes the product
{the manulaclumancompounda)

I wou do MOT wank your Ho
ideniity disclosad to the

manu bechuner, plsase mark this
box {Confdentiality Reguested):

Generaled by SYSTEM Generaled on: O3-Mov-3023 15 18:03 Page ol S



Riecespl Mo: RCT-1177845 FDA 35008 Form
CTU Mo, FOA-COER-CTU-2023-91881 | Daparimant: CFSAMN | RGT Mo, RCT-1177845 | CTU Triags Dpte: 07-Now-2023 | Tolal Pag
o 5

Al dates displayed in S repor are i EST(GMT-05.00) Sme one

Company Lnit CDER-CTU | Originating Account FAERS

Source Medivm MW (Drug) Sourca Form Type EZB XML 35008
Priarity Routina

Owernde Auto Calculation Rula Mo

FDA Received Dale Dé-Mow-2023 CTU Receed Dabe 06-Mow-2023
CTU Triage Date CTU Data Entry Date

Report Type Spontaneoues Repart Classiication Dvug

Assign To Usar

UsanGroup

Forward 1o Dapartrment E]

Casa Pricnity Diresca

Section & - About the Problem

What kind of problem was 17 | Ao hut or had & bad side effect fnchuding new or worsening sympions]

{Chack all that apply)
DMIMWMMME“hIW
Moticed & problam wih the quakty of ths produd
DHH A frosm Crad T b AT kT
Diabe they problem occumed =-Jun-2023
Serigus Yas
Did any of the following happan? i
(Check all that apply) E R e
Finguined halp to prevent parmanand harm
Dimabilty of hiaalh problam
Dmm
Em
DD&HH
Emwmmﬂ{mmm
Orihar serousfimportant medical
incidant{Please Describe Balow)

4.Tell us what happened and how it happened {Include as many detalts as possible FOA may reach out to you for

y additional documents if necessary)

My child tested positive for high levels of lead in his blood afler having a basaline of no lead B months prior. We had our
house, his daycans, and family members houses tested including the soil and water with no answer, He gals “wanna banana”
pouchas regularly. With the new recall we believe that is how he cbtained lead posloning.

Relevant Test/Labomatory Data

Test Mams LEAD Test Date =-Jun-2023
Tast Resuli 1 Tast Linit
Low Tesi Range o High Tesl Range

Generaled by. SYSTEM Ganeraled on: Ofi-Moy-3023 16:15.43 Page 1 ol§



Receipt Mo: RCT-1175838 FO&A 35008 Farm

CTU Mo FOA.COER-CTU- 2378830 | Depariment CREAN | RCT Mo RCT-1175836 | CTU Tnage Cate 30.Ccl- 2073 | Tolal Pag
a5 7

Al dates displayed in the repor! ane I ESTHGMT-05:00) thime sone
|Basic Details

Company Unit CDER-CTU Originating Account FAERS
Source Maedium MW (Drug) Source Form Type E2B XML 35008
Pricsity Rauting
Cvaerride Aute Calculation Rule Mo

FDAReceivedDate | 30-Oct-2023 CTU Received Date 30-Oct-2023
CTU Triage Data CTU Data Entry Date
Report Type Spontanaous Report Classification Drug
Assign To Usar
UseriGroup
Forward to Department E
Case Priority Direct

First Mame Email Address Phone

| Saction A -

.-"4.|::-c-ut '.hi:: Pro E::I-_'nrrl

What kind of problem was it?

[Cheek all that apply) EWﬂhﬂuMlhﬁd:ﬂc:ﬂ:ﬂl{hﬂﬂqrﬂumﬂiﬂgWﬂﬂ

DMHMWMMMEWHHW
Dhﬂmﬂlmm&umﬂrdﬂmpﬂﬂ
DH-H prodibene Alter saiichirg o D0 product makir [0 ANy meker

Date the problem eceurred 22-Aug-2023
Serious Yos
Did any of the following happen? Dl-lzum-m:rngmnw

(Check all that apply) R o

Other sericus/important medical
|r1n4dal'rt{Flm Describe Below]

& FDA may reach out to

M'grnn ate Appu 'I:mnam:nn Wan;&nn-i frulf pures pouches as a regular part of his diet (4-6 pouches a day) from May 2023
through August 2023, He had his blood lead levels tnu:udunﬂ:'??.'?ﬂﬂﬂi: part of a routine screening for daycare and they
cami back as 19.8ug/dL. The pediatrician, '_ .~ Health department were working 1o identify the
source of exposure, but home studias, dus e XRF gun did not detect a source of exposure for my son in our
homie, Addiionally, my husband :ru:llhlrtumrrdipindinlmmp:nylnmmauﬂmummﬂ vielded no source of
lead exposure in the home, Daycare was also deemed o be an unlikely source of exposure as none of the other children at
my son's icensed daycare had elevated lead levels on their tests. Since my son's diagnosis, we have been following the EPA’s
lnad poisoning healthy diet, and in doing 50, have eliminated the WanaBana apple cinnamon frult pures pouches from his
diet. His blocd lead levels test was mpmdmﬂ.l'i.fz'ﬂﬂ 91“144'2023 S2e2023, and tmsrznza ﬂmmmhmi.?ﬁ oidL,

lwad pnlsnnhg and iz inn:lld in the local (i {'-'::- ]
Hiz lavets are tranding down, but we are a;
resulting from this exposure.

Generated by SYSTEM Page 1 of &



Receipt Mo: RCT-1175826

GTU Mo.: FOA-CDER-CTU-2023-73839 | Deparirment: CFSAN | RCT Mo

es 7

|Relevant Test/Laboratory Data

FOvA 35008 Form
: RCT-11T5E36 | CTU Triage Date: 30-0et-2023 | Tolal Pag

IFelevant Test/Laboratory Dala

Tesl Mama LEAD LEVEL, BLOOD (PE| Test Date 22-Pug-2023
DIATRIC)
Tast Result 19.8 Tast Lini MICROGRAMS PER DEC
ILITRE
Low Test Range ] High Test Range 34
Kare Information Available?
jFelevant Test/Laboratory Dala
Tesl Mama LEAD LEVEL, BLOOD (PE| Test Data 01-Sep-2023
DIATRIC)
Test Result 22.5 Tast Unit MICROGRAMS PER DEC
ILITRE
Low Test Range i) High Test Range 3.4
More Information Available?
Felevant Test/Laboratory Dala
Tesl Mama LEAD LEWVEL. BLOOD (PE| Test Data 14-Sep-2023
DIATRIC)
Test Result 224 Test Unit MICROGRAMS PER DEC
ILITRE
Low Test Range 0 High Test Range 34
hore Information Availabla?
Relevant Test/Laboratory Dala
Tesi Mama LEAD LEVEL, BLOOD (PE| Test Date 26-Sep-2023
DIATRIC)
Test Rasult 14,3 Tesl Unit MICROGRAMS PER DEC
ILITRE
Low Test Range o High Test Range 34
hore information Availabba?

Tesi Mama LEAD LEVEL, BLOOD (PE| Test Data 25-Oet-2023
DIATRIC)
Test Rasult 86 Test Unit MICROGRAMS PER DEC
ILITRE
Low Test Range o High Test Range 3.4
hare Information Available?

| Additional Commenis

Section B - Product Availability

D oo still have the product in
case we need to evaluale it?

Yis

Ganarated by: BYSTEM

Gneraled on

00 - 2023 AT 0T

Paga 2 of 6




Receipt No: RCT-1175826 FDWA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-73439 | Deparimenl: CFSAN | RCT Ma: BCT-1175836 | CTW Triage Date: I0-Ces-2023 | Tolal Pag
a@a: T

Do you have & picture of tha Yes
product? (check yes if vou ang
including & pictura)

Saction C - Aboul the Products

Suspect Yies
Primary? Yies
Type Drug/Biologic
This repor is aboul Fooditdedical food
Marme of the product &% it WanaBana Apple Cinnamaon Fuit Pures ™1 Am Fruit”
appears on the box, botthe,
or package {Inclwde as many
NAMES A5 you S}
Mame of the company that WanaBana LLC. AUSTROFOOD
makes (ar compounds) the
prisduct
:pr;i?u}nt Typeicheck all that Dm - ;
D Campourded by & Phanrasy of an Oulourcng Fatiity
I:IGu-ru:n:
Dﬂi:liirl‘ilaa‘
Strangth If Othar
NDC number
Did the problem stop after the Yirs
parsen reducad the dose or
slopped taking o usmg lhe
product?

Did the probdem returm i the Doesnl Apply
parsan started taking or using the

product again?
ug Therapy
Expiration date 31-Cec-2023
Lod mumber 10022:31 0810
Dosage Fom
Cluantity Other I Other 2.5 Ounce(s)
Frequency CHher If Cither 4-6 pouchesiday
How was it taken or usad Cwval If Other
Date the person first starbed 0i-May-2023

taking or using the product
Date the person slopped laking | 31-Aug-2023
or using the product

Date the person reduced dose of
the product
Give best estimale of duration

Iz therapy still on-going 7

hy was the person using the product? (such as what condition was it supposad 1o treat)

It was marketed as food for babies and toddlers to sat.

Reaturned o Manufaciuner On

Ganarated by: BYSTEM Generaied on: 00 - 2023 AT 0T Fage 3 cd B



Receipt Mo: RCT-11758345 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-75839 | Depariment: CF3AN | RCT Mo RCT-1175836 | CTU Triage Date: 30-Cet-2023 | Tola! Pag
[

Section D - About the Medical Device

MWama of madical davica

Mame of the company that
makes the madical device
Other identifying information (The model, catalog, lot. senal, or UDI number, and the expiration date, if you can
locate them)

hodel Mumber

Catalog Mumber

Lot Mumber

Sanial Mumbar

LD Mumber

Expiration date

Was someone operaling the
medical devica whan tha pmthq

occurrad?

IFor implanted medical devices OMLY (such as pacemakers, breast implants, etc.)

Crate the implant was pul in Dabe the mplant was taken out (i
redevant)

Section E - About the Person Who Had the Prablam

Person's Initials o)1)

San Male

Geandar Cisgandar man/boy
Please Specify Other Gendar
Age (specify unit of time for age)
Date of Birth (b))
Weight 1161kg
Ethnicity (Choose onby ona) Mot Hispanic/Lating
Race (Check all that apply)

Dw Indian or Alaska Nabh
Dr-h“l-'l-mnr Cither Pacdc Islander
O xsion

b e

DEJ&H\HMMM

IList known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Elavated Blood Lead Level

IPlease list all allergies (such as (o drugs, foods, pollen or others)

Ganarated by: BYSTEM Generaied on: 00 - 2023 AT 0T Fage 4 o B



Receipt Mo: RCT-11758345 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-75839 | Depariment: CF3AN | RCT Mo RCT-1175836 | CTU Triage Date: 30-Cet-2023 | Tola! Pag

;L )

Mfa

ILi=t any other impadant information about the person (such as smoking v, alcohol use, elc.)

MiA

cription medications and meadical devices baing used.

ILi=t all over-the-counter medications and any vitaming, minerals, supplemenis, and herbal remedies being used.

Poty-Vi-Sol

I Section F -

About the Person Filling Qut This Form
Primary? Yes

Feporear is Palient?
Tilke

Last namea

hiddle Mams

Firsd name
MurmbesiSireet
City
StateProvince
Counlry LUMITED STATES
ZIP or Postal code Fa
Talephone numbar
Email address

Fax

Reporer Organization
Department

Reporer Spaciality
Today's date 30-Crot-2023

Crid ywou repan this problem to thel Nao
company that makas the product
{the manufacturercompounder)?
If you do BOT want your Mo
identily disclosed 1o the

Ganarated by: BYSTEM Generaied on: 00 - 2023 AT 0T Fage 5o B



Receipt Mo: RCT-11758345 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-75839 | Depariment: CF3AN | RCT Mo RCT-1175836 | CTU Triage Date: 30-Cet-2023 | Tola! Pag
[

manufaciurer, please mark this
box {Confidentiality Requasted):

Ganarated by: BYSTEM Generaied on: 00 - 2023 AT 0T

Paga 6 of 6






Receipt Mo: RCT-1176178 FOvA 35008 Form

GTU Mo.: FOA-CDER-CTU-2023-80170 | Depariment: CFSAN | RCT Mo BCT-1178176 | CTU Triage Date: 31-0es-2023 | Tolal Pag
es 7

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona
|Basic Details

Company it CDER-CTU Omiginaling Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricgily FRouting

Owvermide Auto Calculation Rule Mo

FD& Received Date 30-0ct-2023 CTU Receved Date 30-0c1-2023
CTU Trage Date CTU Data Enfry Date

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward to Depariment E

Case Prionty Drirenct

Contac

Section A - About the Prablem

What kind of problem was it?

{Check all that apply) el vsors st o s a 5 5190 et gctusing e or worsaring sympsoens

Du:nu:mudm incomecthy which could have or led 10 a problem:
Dmmlmﬁmnmwnrmm
DMMamWMmm:mnmm

Cater the problem accunned 08-Ot-2023

Senous Mo

e e i —

Figsgquirid il 1 pravent pecrnarssnl haem

I:I Dimability or health probiem
DEirﬂ'ndalm
Dumm
I:Imah

Dnnrmmmm Dscrine Balow)

4. Tell us what happenad and how it | cibla FOA may reach out 1o you for

any additional documents if nacessary)

hy child was one year old 10/7/23 and had for several weeks started to eat applesavsce Loved this particular brand. Would eat
2:3 a day. On 100323 we had his one vear check up and found out he was severely anemic. The loose slools (initially thought
was caused by breast milk) turmned inlo explosive diarmhea that smelled like death He was having these siools 344 times a day

Then | saw This recall Our pep wanis 1o wail 3-4 weeks 10 do a blood test. But we will definitely be daing one.

Felevant Test/Laboratory Dala

Test Namea IRON Test Data 09-Oct-2023
Tesl Result Lowe (don't remembar exac | Test Unit

t number)
Low Test Range High Test Ranga

Ganarated by: BYSTEM Generaied on: 00 - 223 2 AT 54 Fage 1cd4 5



Receipt Mo: RCT-1176178

GTU Mo FOA-CDER-CTU-2023-80470 | Depariment: CFSAN | RCT MNo.:

es 7

FOvA 35008 Form

RCT-1178178 | CTW Triage Date: 31-0et-2023 | Tolad Pag

Mare Information Svailabhe?

| Additional Comments

ece is [B)(EII

including & pictura)

Cho wosu siill have the product in Yes
case we need to evaluate it?

Do you have & picture of tha Yes
product? (check yes if vou are

seclion C - Abaul the Products

Suspect Yies

Primary? Yas

Type DrugBiologic
This repod is aboul FoodMledical food

Marme of the product as it
appears on the box, bolile,

WanaBana apple purés pouches

parson started taking or using the
product again?

ug Therapy

Expiration date

or package (Include as many

NEMas a5 you S}

Mame of the company tha WanaBana apple purese pouches

imdkes (O Compounds) the

product

Product Typed{check all that Em“ : ;

apply) 0 ; :

Campourded by 8 Phanmacy of an Oulsoutng Facilty

I:Il:-h-rlm:
Dﬂbﬁﬁm

Strangth If Other

NOC number

Chd the probdkem stop after the Vs

parscn reducad the dose or

slopped taking or using (he

product?

Drid the probdem retum if the Doesnt Apply

71-Sep-2024

Lod number

07023211542

Cosage Fom

Cluantily

If Other

Frequency

i Cither

Haow wias it faken or usod

It Cther

Date the person first staried
taking or using the product

01-Aug-2023

Drate the parson slopped faking

or using the product

30-Oct-2023

Ganarated by: BYSTEM

Generaied on: 00 - 223 2 AT 54

Page 2 of 5




Receipt Mo: RCT-1176178 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-80170 | Depariment: CF3AN | RCT Mo RCT-1178178 | CTU Triage Date: 31-0et-2023 | Tolal Pag
[

Cate the person reduced dose of
(e proschuct

Give bast estimaie of duration

Is therapy still on-gaoing 7

Why was the person using the product? (such as whatl condition was it supposed 1o treat)

Returnad (o Manwfactuner On

ection D - About the Medical Devioa
Mame of medical devica

Mame of the company that
makes the madical device

| ther |.'_!r;1r1r,i1"-,.'||u;_i information { The model, calalog, lol, senal, o LD number. and the expirabon date, if you can

llocate them)

Model Number
Catalog Murmkssr
Lod Mumber
Serial Mumbar
LD Number
Expiration data
Was someona operating tha
medical device when the pn;uhlu'l1
octurred?
|For implanted medical devices ONLY (such as pacemakers, breast implants, elc.)
Date the implant was pul in Cate the mplant was takan out (H
redevant)
Section E - About the Person Who Had the Problem
Parson's Initials -
Sax EL
Gemdar Mot sedecled
Please Spacify Other Gander
Aga (specify unif of tima for aga) | 1 Year(s)
Drate of Birh
Waight 126 kg
Ethnicity (Choose onby one) Mot Hespanic/Lating
Race {Check all that apply) Dm e o Aaska Katve
D Hatyr Hrsssian or Qihar Pacic |slandar
[ asion

Ganarated by: BYSTEM Generaied on: 00 - 223 2 AT 54 FPage 3cd 5



Receipt Mo: RCT-1176178 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-80170 | Depariment: CF3AN | RCT Mo RCT-1178178 | CTU Triage Date: 31-0et-2023 | Tolal Pag
[

EW‘I‘HI:E

mehﬁﬁ‘lm

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Mone

Please list all allergies (such as to drugs, foods, pollen or others)

Mone

Mane

15t all current prescripbon medicabions and medical devices baing used

Pagarig

List all over-the-counter medications and any vitamins, minerals, suppltements, and herbal remedies baing used
\ pp 9

Mone

|Section F - About the Person Filling Out This Form
Primary? Yes

Feponer s Paliem?
Tilhe

Last name

hMiddle Mame

First name
MumberSireet

City

State/Province
Couniry UNITED STATES
ZIP or Postal code - \
Telaphone numbar
Email address

Ganarated by: BYSTEM Generaied on: 00 - 223 2 AT 54 Fage 404 5



Receipt Mo: RCT-1176178 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-80170 | Depariment: CF3AN | RCT Mo RCT-1178178 | CTU Triage Date: 31-0et-2023 | Tolal Pag
[

Fax

Feporer Qrganization

Deparrment

Reporer Spaciality

Today's date 30-Oct-2023

Diid you report this problem o the| Mo
company that makas the product
(the manufacturer/compaunder)?

If you do NOT want your Mo
idenlily disciosed o the
manufaciurer, please mark this
box (Confidentiality Raquested):

Ganarated by: BYSTEM Generaied on: 00 - 223 2 AT 54 FPage 5ol 5
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Receipt No: RCT-117684T

FOvA 35008 Form

CTU Mo : FOA-CDER-CTU-2023-80914 | Deparimenl: CFSAN | RCT Ma: BCT-11786ET | CTU Triage Date: 02-Mow-2023 | Tolal Pag

es 7

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona

|Basic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricsity Rouline
Owermde Auto Calculation Rula Mo
FD& Received Date O1-Mow-2023 CTU Receved Date 01 =Mov-2023
CTU Trage Date CTU Data Enfry Date
Repord Type Spontaneous Repor Classification Dirug
Assign To Usar
Usar/Group
Conmis fo Depaiinont b COER (CDER-OSE-RSS-CTU@Hda hhs.gov) (E2B)

Case Prionly Dlirenct

| Contact
Case First Name Last Mame Email Address Phane
Reparer

% (bHE}

| Section A - About the Frablem

What kind of problem was il?
{Check all that apply}

E'n"l'ﬂ'l'ﬂht-l'l o Nad & bad side afect (iNchadng rine' of WOrBENINgG Sympicms)
I:ILh.n:Ia product incoemecty which cowld have or led fo a probdem

Mobcad & profiam wilh s quality af the product
DMMEMWMMMIMEWM

and we had the

avaraging 4-6 a waak.

Dmmwwmmmu:m Drscring Balow)

Date the problem occurmed 20-Jun-2023

Sarnious Mo

Cid any of the following happen? oo

(Chack all that apply) Dwm admiting or stayed onger

EWHP&M privant permarsani hem
Dmﬂhﬂﬂﬂ'mw
I:IB!‘!hduhtl

DLIFB-FI'H‘II:HNE

[oear

fe as many details as e FOA may reach out to yiou for

Our daugr:'l&r Bom on 511 473022 had a regular primary care appointment on 612023 and had the scheduled lead test through
finger prick that came back as a 14 lead count, afler they found those numbers we ware asked (o get a blood draw to get a
more accurale number that will be shown below in rekevant lests. The blood drawn test came back with still raised lead levels

M Healih Department come out to do a check and they couldn't find anything that they didn't think
raisad concarms . After that meating with the health department they asked us to do another bleod draw 3 months

later thal came back higher than the first blood draw, 50 she was still being exposed with no answers. Aller irging to get the
haalth depariment to come back oul 1o do another check, they didn’t think il was necessary o chack our homes, loys, or any
of her food. After a month of irying 1o get the healih depariment o coma back out, the FOA raleased that the Wanabana Purée
pouchies had been recalled due to high lead content and our daughles had been consuming those over the last 9 months

Felevant Test/Laboratory Dala

Tesi Namea

LEAD BLOOD TEST Test Date 20-Jun-2023

Test Result

7.1 mogldL Tesl Unit

Ganarated by: BYSTEM

Generaied on: 01 -Mee-2023 291750 Fage 1cd4 5




Receipt No: RCT-1176847 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-80914 | Deparimenl: CFSAN | RCT Ma: BCT-11786ET | CTU Triage Date: 02-Mow-2023 | Tolal Pag
a@a: T

Low Test Range =35 High Test Range
haore Information Availabba?
IRelevant Test/Laboratory Dala
Test Name LEAD BLOOD TEST Test Date 11-Sep-2023
Tesi Result 8.5 mogidL Test Unit
Lowr Test Ranga =35 High Tast Range
Maore Information Available?

| &dditional Comments

Saction B - Product Availability

Do you shill have the product in | Yes
case we need to evaluate it?

Do you have a piclure of the Yes
product? (check yes if you are
including a8 pichura)

| =ection < - Abaut the Froducts

Susped Yas

Primary? Yes

Type DrugBiologic

This repon is about FoodMdedical food
Mame of the product as it Wanabana purée pouch

appears on the box, bolile,
or package (Include as many
NAMas a5 you Saa)

Mame of the company that
makes (or compounds) the
product

Preduct Typeicheck all that
apply)

I:Il:hlur-l'ru-ﬂud.n'hr

Dc-:-mmn:lud by & Phearmascy or an Cussourcing Facility
O serers

[ siosimitar

Strength If Oither

MNOC Aumbier

Crid the problam stop after the
person reduced the dose or

sloppad taking or using tha
product?

Dvid the problem return if the
parscn started taking or using the

Erﬂ-ﬂu:-t aﬁin?

Expiration date
Lo murmnbear

Ganarated by: BYSTEM Generaied on: 01 -Mee-2023 291750 Fage 2 ¢4 5



Receipt No: RCT-1176847 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-80914 | Deparimenl: CFSAN | RCT Ma: BCT-11786ET | CTU Triage Date: 02-Mow-2023 | Tolal Pag

a7
Dosage Fom
Cluantity If Other
Frequency Twice a day If Oither
Henw wiis it takan of usod I O

Duate tha person first stared
taking or using the product
Drate the person stopped taking
or using the product

Date the person reduced dose of
the product
Give best estimale of duration 7 Month

Is therapy still on-going?
Why was the person using the product’ (such as what conditicn was it supposed o treat)

Retumed o Manufacturer On

1Section D - Aboul the Medical Device
Mame of medical device

Mama of the company that
makes the medical device

Other identifying information (The model, catalog, lot, seral, or UDI number, and the expiration date, if you can

locate them)

hodel Mumbsar
Catalog Mumber
Lod Mumber
Sernial Mumbar
L0 Mumber
Expiration date

Was someons operating the
medical device when the pro

oocurred?

IFor implanted medical devices OMLY (such as pacemakers, breast implants, elc.)

Crate the implant was pul in Date the mplant was taken out (i
redevant)

I Section E = About the Person Who Had the Problem
Person's Initials i
S Famabks
Gandar Cisgendar womandgirl
Please Specify Oiher Gender

Ganarated by: BYSTEM Generaied on: 01 -Mee-2023 291750 FPage 3cd 5



Receipt No: RCT-117684T
GTU Mo.: FOA-CDER-CTU-2023-80914
es 7

FDA 35008 Form
| Depariment: CFSAN | RCT Mo RCT-117664T | CTU Triage Date: 02-Mow-2023 | Tolal Pag

Age (specify unif of time for age)

Drate of Bidh

Waeight

11.7 kg

Ethnicity {Choose only ona)

Mof Hispanic/Lating

Face {Check all that apply)

I:IAmuﬂa'l Indian or Alaskas Mabive
DMMHMHHWDHH PaciSc lslandar

[ P
b vias

Em:mmm

List known medical conditions (Such as diabeles, high blood pressure, cancer, heart disease, or others)

Please list all allergies (such as o drugs, foods, pollen or others)

IList any other imporiant information about the person (such as smoking, pregnancy, alcohol use, etc. )

IList all current prescripion medications and medical devices being used.

List all over-the-counter mednzalions and any vitlamins, minerals, suppkemeants, and herbal remedes being used

Primary?

| Section F - About the Person Filling Out This Form

Yies

Reporer is Patient?

Titha

Last name

Middle Mame

Firslt name

Mumbern/Siraest

Ganarated by: BYSTEM

Generaied on: 01 -Mee-2023 291750 Fage 404 5




Receipt Mo: RCT-1176847 FOvA 35008 Form

GTU Mo FOA-CDER-CTU-2023-80914 | Depariment: CFSAN | RCT Mo RCT-117664T | CTU Triage Date: 02-Mow-2023 | Total Pag
es 7

City

Country UMITED STATES

ZIP or Posial code

Telephone number

Ermail addrass

Faux

Reporer Organization

Deparimeant

Reporer Specialiy

Today's date Ori-Mow- 2023

[hd you repor this problam fo the| Mo
company thal makes the product
(the manufacturer/compounder) ¥

If you do NOT want your Mo
idantidy dischosed 1o the
manufacturar, plaasa mark this
box (Confidentiality Requested):

Ganarated by: BYSTEM Generaied on: 01 -Miy-2023 291750 Fage 5¢d 5









Receipt Mo: RCT-1177405 FOvA 3500 Form
CTU Mo FOA-CDER-CTU-2023-81562 | Depariment: CFSAN | RCT No.: RCT-1177405 | CTU Triage Date: 06-Mow-2023 | Tolal Pag
LR

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona

|Basic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MW (Drug) Source Form Type E2B XML 3500
Pricgily FRouting

Owvemide Auto Calculation Rule Mo

FD& Received Date 03-Mow-2023 CTU Receved Date 03-Mov-2023
CTU Trage Date CTU Data Enfry Date

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward i Departmont b cOER (CDER-OSE-RSS-CTU@Hda hhs.gov) (E2B)

Case Prionly Dlirenct

Email Address

A PATIENT INFORMATION
Patient Identifier (In Confidence) | ¥

Age 17 Month(s)

Date of Birh

Sex Famiabe

Gendar Decling fo answer

Pleasa Spacify Cdher Gender

Waight 9 kg

Ethnicity (Check single best Mot Hspanic/Lating

answear)

Face (Check all that apply) Dm
D Arserican Indian or Alaska Native
E Bladk cr Alricam Amancan
L vt

3 st Harwtan or omer Pacitc istander
. ADVERSE EVENT, PRODUCT PROBLEM

Type of Report (check all that
apply)

DMHMEEHL

DFTW Usadpdicaton Emor
Emmmg..m
DF"I'HHI'I'I with Dhtkrari Mancilackins of Saemd Madcindg
Sanous Yas

Ouicormne Aftributed bo Adverse |:|
Event {Chack all that apply) .

I:ILiin'l‘rrruurinq

Heespitadizaton (initial or prokenged)
Enmn'ﬁufm:rlnml Medical Events
DE&MW Parmanan Damags

Ganarated by: BYSTEM Generaied on: O3 -Mee-2023 151807 Fage 1od4



Receipt Mo: RCT-1177405
GTU Mo.: FOA-CDER-CTU-2023-81562

FOrA 3500 Form

| Depariment: CFSAN | RCT Mo RCT-1177406 | CTU Triage Date: 06 -Mow-2023 | Tolal Pag

e 4
| Congonital Anomaly @i Dofects
DFhu'ui:Ed I reeriion 1o Prevenl Permanend impaimentbDamags
Date of Death
Crate of Eveant 0 1-Mow-2023
Crate of this Report 03-Mow-2023

Dascnbe Event. Problem, or Product Use Eror; was eating WanaBana fruit pouches. family heard of recall and oblained lead
lewal: 1171 result 10.8; of nofe prior lead obtained for routine screening SME&23 was =1. Thesa ware both venous lead levels

|Felevant Test/Laboratory Dala

| Additional Comments

Tast Mamea LEAD VENOUS Test Cale 01-Mow-2023

Tost Rasul 10.8 Teat-Unit MICROGRAMS FER DEC
ILITRE

Low Test Ranga High Test Ranga

hare Infarmation Availabbe?

Diher Refevant History, Including Preexisting Medical Conditions

. PRODUCT AVAILABILITY

including & pictura)

Product Availabke for Evaluation?| Mo
(Do not send product to FOA)
Retumed o Manufaciurer on

Dk you have & picture of the Mo
prosduct? {check yas if you are

. PRODUCT(S)

Suspec Yis
Primary? Yas
Type Drug/Biologic

This repor invalves:
Mame, Strength, ManufactureriCo

Fosddedical food

mpoundear (from proguct labal)

Product Name YanaBana fruit powch
Strangth If Dther
hanuwfacturernCompoundear
Ganarakesd by SYSTEM Generaled on! 03 -More-2023 151807 Fags 2 04 4



Receipt No: RCT-1177405 FOA 3500 Form
CTU Mo : FOA-CDER-CTU-2023-81562 | Deparimenl: CFSAN | RCT Ma: RCT-11774058 | CTW Triage Date: 06-Mow-2023 | Tolal Pag

e 4
MOC# cr Unigue 1D
Product Typedcheck all that Em.c
apply) I:I
Conmjroursdid
Dmr-ri:
[ aicsimitar

Event Abated After Use Stopped | Yes
or Dose Reducaed?

Event Reappeared afler Doesnl Apply
Raintroducton 7

rug Therapy
Dose or Amount If Other
Frequency If Cther
Route If Other

Dosage Form
Start

Stop

Dose Reduced
Tharapy Duraton If Other
Is therapy still on-going?

Lod Mumiber

Expiration Date

Yiagnosis for Use (indication)

. SUSPECT MEDICAL DEVICE
Brand Mamea

Common Device Name
Procode

Manufacturer Mame
City

State

Maodal #

Lot #

Catalog ¥

Expiration Date

Sorial #

Unique Identifier {LIDH)#
Operator of Device [ [P

Oe
I:Itllmr

Other
If Implanted, Give Date

Ganarated by: BYSTEM Generaied on: O3 -Mee-2023 151807 FPage 3od 4



Receipt Mo: RCT-1177405 FOvA 3500 Form
CTU Mo FOA-CDER-CTU-2023-81562 | Depariment: CFSAN | RCT No.: RCT-1177405 | CTU Triage Date: 06-Mow-2023 | Tolal Pag
LR

If Explanted, Give Dala

Is this a single-use device thal
was reprocassad and reusad an
a patiant?

If Yirs for the abowe field,
Enier Mame and Address of

Foa processor
Was this davice serviced by &

{hird EET
|F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

COMCOMITANT MEDICAL PROCUCT DESCRIPTICH

G, REFORTER

Primary? Yeg
Reporer & Palient?
Tilla

Last Mamea m
hiddie MName

First Mama

Addrass

City
StateProvincaRegion
Cauntry

ZIPPosial Coda
Phone

UNITED STATES If Other

Errail

Fax

Reporer Organization
Deparimeant

Reporier Spaciality
Health Professional? s

Oeccupation Physician If Other
Alzo Reported fo

D ManufactureCompounder
[ user Facility

O piswrisuterimponter

If you do NOT want your identity | Yes
disclozed to the manufacturer

Ganarated by: BYSTEM Generaied on: 0G-Miey-2023 151807 Fage 4 od 4



Receipt No: RCT-1177506 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-81 594 | Deparimenl: CFSAN | RCT Ma: BRCT-1177506 | CTUW Triage Date: 06-Mow-2023 | Tolal Pag
a@a: T

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona
|Basic Details

Company Linit CDER-CTU Ciriginating Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Priesily FRouting

Owermde Auto Calculation Rula Mo

FDA Received Date 03-Now-2023 CTU Received Date 04-MNov-2023
TU Triage Dale CTU Data Entry Date

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward i Departmont b cOER (CDER-OSE-RSS-CTU@Hda hhs.gov) (E2B)

Casa Prionty Diiresct

Contact

Case First Hama Last Hama Email Addrass Fhona

| Reporter e e S
¥ (b)(6) (b)(€) (o)g)y —  [(bNer

Section A - About the Frablem

What kind of problem was il?
{Check all that apply})

EWM hurt o ad @ Bad Bica afech (RCeEng Mens oF WONBRMNING 8 mionms]
DLI-EI-HdI product inoomecBy witich could have or led o a problem
Dmm:wﬁmnmimrmm
Dl{ﬂdmaﬂﬂ'm roim One: product maker B0 anothes maker
Date the problem ccounred 24-Oet-2023

Sernious Mo

Did any of the following happen?
{Check all that apply)

Dl-ruupuntm - admitied or sEyod langer

DWHM 10 privegnt permarcsnt am
Disabiksy or hoalth protiom

I:IEFI:thleI

DI.WE-I‘H'HWﬂ

Loea

Duwmm maodical incidontiPioase Doscribe Below)
hat happene it happened {Include as many details as possible FDA may reach out to you for

nal documents if ne Sy}

| made a 1si ime purchasae of WanaBana cinnamon applesauce from Dollar Tree for my 1 year old. The next day 1012523
his babwsitler repored lo me that he didn't have much of an appetite all day. The followang momimg 10W2E23 my son woke up
an Sam vomiting. | called my sons pedainciEan 1o make an apponiment. They advised me o watch my son dosaly over the
weakend for signs of dehydration, i no improvement by Monday they woubd see him in clinic, He had vomiting and diarrhea
over the weekend, He was seen al her pediatncians office Monday Ot 30 where he was diagnosed with the stomach flu,
When | returmed homa | laid my son down for a nap. After doing so | got online and saw a news article about an Urget recall for
WanaBana apple cinnamon pouches, immediately | called his doctor back to report my concem, | left a8 message with the front
office and waited for a response. In the meantime | iook my son to the lab al the hospital to have Bloodwaork done for his kead
lewals. | had previous doctor orders from my sons 1 year weallness visil. | received his resulls foday and hid lead levels wera
above range, His pediatrician just recommended relesting in January, My sons symploms did resolve on Wednesday 1111023,
Mo reoccurming symploms since. | am concemed his flu ke symploms ware from the lead exposure in this recalled product.

|Felevant Test/Laboratory Data

Tast Marma LEAD LEVEL BLOODWOD | Test Date 30-Ohct-2083
RE

Ganarated by: BYSTEM Generaied on: [uE-Mee-2023 084132 Fage 1cd4 5



Receipt No: RCT-1177506 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-81 594 | Deparimenl: CFSAN | RCT Ma: BRCT-1177506 | CTUW Triage Date: 06-Mow-2023 | Tolal Pag

B 7
Test Rasult 42 Tt Unit GRAMS PER LITRE
Low Test Ranga High Test Ranga
More Information Availabla?

Additional Commenls

ISection B - Product Availability

D st &0l hawve the product in Mo
case wa nead to evaluate if?
[k you have & picture of the Yes
product? (check yes if you ane
including & pictura)

I Section C - About the Products

Suspect Y
Primary? Yas
Type Drug/Biologic
This repor is aboul Fooditdedical food
Mame of the product a5 it WanaBana Cinnamon applesauce pouch
appears on the box, botthe,
or package (Include as many
NAMSS 3% You Soa)
Mame of the company that WanaBana
makes (or compounds) the
product
Product Type{check all that [ P ;
apply)
D Cowmnpoirdad by 8 Phaeracy oF an Ouisourery Fatilty
DGHI‘IEI‘I:
Dﬂ-ima-rrilaa‘
Strength If Other
MDC number
Cvid the problem stop after the
parson reducad the dose or
siopped laking or using the
product?

Diid the probdem returm if the
parson started taking or using the
product again?
ug Therapy

Expiration date 25-Jun-2024
Lot mumber 04023 25

Cosage Fom
Quantity i Other
Frequency If Cther
How was it taken or used If Cther

Ganarated by: BYSTEM Generaied on: [uE-Mee-2023 084132 Fage 2 ¢4 5



Receipt No: RCT-1177506 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-81 594 | Deparimenl: CFSAN | RCT Ma: BRCT-1177506 | CTUW Triage Date: 06-Mow-2023 | Tolal Pag

es 7

Date the person first stared 24-Ohot-2023
laking or using the product
Crate the person slopped taking | 24-Oct-2023
or using the product

Date the person reduced dosa of
the product

Give best estimate of duration

I% therapy still on-going?
Why was the person using the product? (such as what condition was it supposed to treat)

Returmed o Manulaciuner On

Section D - Abaul the Medical Device

Maarme of medical devica

Mama of the company that
makes the medical davice
| Other identifying information (The model, catalog, lol, serial, or UDI number, and the expiration date, if you can
cate tham)

Model Number

Catalog Mumber

Lod Mumber

Senal Mumbar

LIDDH Number

Expiralion data

Was someone operaling tha

medical device when the p
occurred?

IFor implanted medical devices OMNLY (such as pacemakers, breast implants, elc.)

Danter the implant was put in Crate the implant was taken out (If
rebevant)
Section E - Aboul the Person Who Had the Prob
Person's Initials (BHE)
Sex Make
Gandar Cisgandar man/boy
Fleasa Specify Other Gender
Age (specily unit of time for age)
Date of Birth (b))
Weight 8.9 kg
Ethnicity (Choose only one) Hispanic/Lating

Ganarated by: BYSTEM Generaied on: [uE-Mee-2023 084132 FPage 3cd 5



Receipt Mo: RCT-1177506

FOvA 35008 Form

GTU Mo FOA-CDER-CTU-2023-81594 | Depariment: CFSAN | RCT Mo RCT-1177506 | CTU Triage Date: 06 -Mow-2023 | Total Pag

es 7

Race {Check all that apply)

Dm Indian or Aluay Mabve
Dmmmwnm Pacsc Islandar

[ sian
E'ﬂ'ﬂilﬂ-

I:IE-I.II:tl:rAI'n:m.ﬂ.rmlcm

IList known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Please list all allergies (such as lo drugs, focds, pollen or others)

—
(el |

izt all current prescription medications and medical devices being used

List all over-the-counter medications and any vilamins, minerals, supplements, and herbal remedies baing used

Primary?

Yies

Raporer is Patient?

Title

Last name

hiddb MNarme

Firsi name

MumbearSirest

City

State'Provinge

Ciouniry

UMITED STATES

ZIP or Posial code

Ganarated by: BYSTEM

Generaied on: [uE-Mee-2023 084132 Fage 404 5




Receipt Mo: RCT-1177506 FOvA 35008 Form

GTU Mo FOA-CDER-CTU-2023-81594 | Depariment: CFSAN | RCT Mo RCT-1177506 | CTU Triage Date: 06 -Mow-2023 | Total Pag
es 7

Telaphone number

Ernadl address

Fiux

Reporer Crganization

Deparimeant

Reporer Specially

Today's date 03-Nov-2023

Drid wou repor this problem o the)| No
company that makes the product
{the manufacturer/compoundear)?

If you do MOT wanl your Yes
identily dischosed 1o the
manufacturar, please mark this
box (Confidentiality Requested).

Ganarated by SYSTEM Generaled on! Dul-Mee-2023 0B:4132 Page 504 5
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Receipt No: RCT-1177770
CTU Mo FOA-CDER-CTU-2023-31856 | Departimenl. CFSAN | RCT Mo
-]

FD& 35008 Form
RCT-1177770 | CTUW Triage Date: 07-Mow-2023 | Total Pag

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona
|Basic Details

Company it CDER-CTU Omiginaling Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricgily FRouting

Owvermide Auto Calculation Rule Mo

FDA Recened Dale 0=Mow-2023 CTU Received Date 06-Mov-2023
LCTU Triage Date CTU Data Entry Dabe

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward to Depariment E

Case Prionty Drirenct

Contact

First Nama Last Mame Email Address Phona

Saction A - About the Problem

What kind of problem was i’V

(Check all that apply) B iore nurt o s o b st otoct ciucsng now or wersening symptoems)

I:ll.mdmm nvterocty which could e o lad % 8 problam
[ mcrtced a prottem with e quatity af the peoduct
Haad probkams alber Swilchong Fom one product maksd i anoies mdker

Craber the probbem occurnmed

02-Now-2023

SEnous

fas

Cid any of the following kappen?

I:Il'h:u;ﬂ.ﬂ!bm - cmitied or stayed longer

{Check all that apply) 0 Recuieoa nots 10 provent peemansnt harm

Dnnmnmmmnm
Dﬂﬁ'ﬂﬁdﬂﬂl
Dun-nmumg
Davath
Emmmmm Dosoribe Below)

Othar senousimportant medical

ay reach oul to vou for

My daughler was a consumer of WanaBana Apple-Cinnamon fruil pouches over the past year, upon seeing the recall nofice

| got her bloodwark tested last week and immediately threw out all pouches. Her kead level was 16.9, and ﬂm! DOH s
aware as wall. hitps: e fda govifood/outbreaks-foodbome-illne ssfinvestigation-elevated-lead-levels-applesauce-p ouches-
nowem b= 2023

|Relevant Test/Laboratory Data

Test Mama LEAD Tast Data 02-Mow-2023
Test Fasult 16.9 Tast Unit
Low Test Rangs High Test Range

Ganarated by: BYSTEM Generaied on: DE-Mee-2023 141526

Paga 1045



Receipt Mo: RCT-1177770

FOvA 35008 Form

GTU Mo.: FOA-CDER-CTU-2023-81856 | Depariment: CFSAN | RCT Mo RCT-1177770 | CTU Triage Date: 07-Mow-2023 | Total Pag

@55

Mare Information Svailabhe?

| Additional Comments

including & pictura)

Cho wosu siill have the product in Mo
case we need to evaluate it?

Do you have & picture of tha Mo
product? (check yes if vou are

seclion C - Abaul the Products

Suspect Yies

Primary? Yas

Type DrugBiologic
This repod is aboul FoodMledical food

Marme of the product as it
appears on the box, bolile,

WanaBana Apple Cinnamaon Fruit Puree pouch

sloppad taking of using the
product?

or package (Include as many

NEMas a5 you S}

Mame of the company tha WanaBang

imdkes (O Compounds) the

product

Product Typed{check all that Em“ : ;

apply) 0 ; :

Campourded by 8 Phanmacy of an Oulsoutng Facilty

I:Il:-hrrum:
Dﬂbﬁﬂim

Strangth If Other

NOC number

Chd the probdkem stop after the

parscn reducad the dose or

Drid the probdem retum if the
parson started taking or using the
product again?

ug Therapy

Expiration date

Lod number

Cosage Fom

Cluantily

If Other

Frequency

i Cither

Haow wias it faken or usod

Crral If Other

Date the person first staried
taking or using the product

Drate the parson slopped faking

or using the product

Ganarated by: BYSTEM

Generaied on: DE-Mee-2023 141526 Fage 2 ¢4 5



Receipt Mo: RCT-1177770 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-81 856 | Depariment: CFSAN | RCT No.: RCT-1177770 | CTU Triage Date: O7-Mow-2023 | Tolal Pag
&5 5

Cate the person reduced dose of
(e proschuct
Give besi estimale of duration

Is therapy still on-gaoing 7

Why was the person using the product? (such as whatl condition was it supposed 1o treat)

Sk

Returnad (o Manwfactuner On

ection D - About the Medical Devioa
Mame of medical devica

Mame of the company that
makes the madical device

| ther |.'_!r;1r1r,i1"-,.'||u;_i information { The model, calalog, lol, senal, o LD number. and the expirabon date, if you can

llocate them)

Maodel Number
Catalog Murmkssr
Lod Mumber
Serial Mumbar
LD Number
Expiralion datae
Was someona operating tha
medical device when the pn:uhlm1
octurred?
|For implanted medical devices ONLY (such as pacemakers, breast implants, elc.)
Date the implant was put in Cate {he mplani was taken out [
resevant)
Section E - About the Person Who Had the Problem
Parson's Initials o]
Seax Famaks
Gendar Cisgender woman/girl
Please Spacify Other Gander
Aga (specify unif of timea for age)
Date of Bith o)6)
Weight 11.25 ky
Ethnicity (Choose onby one) Mot Hespanic/Lating
Race {Check all that apply) Dm e o Aaska Katve
D Hatyr Hrsssian or Qihar Pacic |slandar
[ asion

Ganarated by: BYSTEM Generaied on: DE-Mee-2023 141526 FPage 3cd 5



Receipt Mo: RCT-1177770 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-81 856 | Depariment: CFSAN | RCT No.: RCT-1177770 | CTU Triage Date: O7-Mow-2023 | Tolal Pag

sl

EW‘I‘HI:E

mehﬁﬁ‘lﬂmﬂn

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease. or others)

Please list all allergies (such as to drugs, foods, pollen or others)

ist all current prescripion medications and madical devices baing usec
b all current or ripbion medicatons and medical devices baing used

List all over-the-counter medications and any vitamins, minerals, suppltements, and herbal remedies baing used
\ pp 9

Has now started iren supplemeants to ncreasa spaad in which lead will leave tha body

|Section F - About the Person Filling Out This Form
Primary? Yes

Reponer is Patiem?
Tithe

Last namea

hiddle Mame

First name
Murmbern/Sireet

City

State/Provinca -

Country UNITED STATES
ZIF or Pastal code

Telaphone numbar
Email address

Ganarated by: BYSTEM Generaied on: Dfi-Miy-2023 14:15.26 Fage 404 5




Receipt Mo: RCT-1177770 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-81 856 | Depariment: CFSAN | RCT No.: RCT-1177770 | CTU Triage Date: O7-Mow-2023 | Tolal Pag
&5 5

Fax

Feporer Qrganization

Deparrment

Reporer Spaciality

Today's date 06-Nov-2023

Diid you report this problem o the| Mo
company that makas the product
(the manufacturer/compaunder)?

If you do NOT want your Mo
idenlily disciosed o the
manufaciurer, please mark this
box (Confidentiality Raquested):

Ganarated by: BYSTEM Generaied on: DE-Mee-2023 141526 FPage 5ol 5



FDA 35008 Form
RCT-1177B05 | CTW Triagd Date: O7-Mow-2023 | Tolal Pag

Receipt No: RCT-1177805
CTU Mo FOA-CDER-CTU-2023-31862 | Departimenl. CFSAN | RCT Mo
-]

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona
|Basic Details

Company it CDER-CTU Omiginaling Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricgily FRouting

Owvermide Auto Calculation Rule Mo

FDA Recened Dale 0=Mow-2023 CTU Received Date 06-Mov-2023
CTU Trage Date CTU Data Enfry Date

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward to Depariment E

Case Prionty Drirenct

Contac

Section A - About the Prablem

What kind of problem was it?

{Check all that apply) el vsors st o s a 5 5190 et gctusing e or worsaring sympsoens

Du:nu:mudm incomecthy which could have or led 10 a problem:
Dmmlmﬁmnmwnrmm
DMMamWMmm:mnmm

Cater the problem accunned 11-Crct-2023
Senous Yas
Did any of the following happen?
(Check all that apply) [ stz - st oe sayo onge
D Feestuired ek 10 pravent pecmacsnl am
I:I Cinabilty or health peoblem
[ s dtect
Dl.mqwmq
[ oestn
E Other senousimportant medical incidentiPlease Describe Balow)
Other senousfmportant medical
incident{ Please Describe Below)
4. Tell us what happened and / it happened (Include as many details as possibla FDA may reach out to you for
any additional documents if necessary|

I'm reporting a high kead level for my mn.mt;ftar consuming Wanna Banana pouches. During a routine well-
child exam on 10V117Z3 my son recieved a finger-s test thal resubed moa value of 5.1, He had recewed a lead test the
year prior thal resulled in a normal range value. So this was a new diagnosis. Subsequeantly, we retumed to the pediairician on
1012023 and a venous blood draw was completed. His resull was 4.3 ug/dL, We followed the pedialncians recommendalions
clasaly. We have a newer home and all 1oys arg new as well. We keap our home clean and there ame no hobby malanals that
could contain kead in the home. This was a mystery o us until the recent announcament regarding lead in Wanna Banana. Ha
had actually consumed 3 packels the week prior 1o his testing. We have removed the remaining packets and he has nol ealen
any since the annocuncemeant. | also want io mention that we live in and traval often Hu.. It's possible that the
packets were purchased af a. Dollar Trea.

Relevant Test/Laboratory Dala

Ganarated by: BYSTEM Generaied on: DE-Mee-2023 151526

Paga 1045



Receipt Mo: RCT-1177805

GTU Mo.: FOA-CDER-CTU-2023-81862 | Depariment: CFSAN | RCT Mo.:

FOvA 35008 Form

RCT-1177B05 | CTW Triagd Date: O7-Mow-2023 | Tolal Pag

a5 5

Tast Mama BLOOD-STICK TO CHEC | Tast Data 11-0et-2023
K LEAD LEVELS

Test Result 5.1 Tast Unif

Low Test Range o High Test Range 35

hore Information Availabla?

relevant Test/Laboratory Dala

Tasl Mame VEROUS BLOOD-DRAW | Test Date 12-Crot-2023
TO CHECK FOR LEAD LE
WELS

Teasi Result 4.3 Test Unit

Low Test Range o High Test Range 3.5

hore Information Availabla?

| Additional Commenis

|Section B - Product Availability

Do you still have the product in | Yes
casa we need to evaluaie it?

Do you have a picture of the Mo
product? (check yes if you are
including a picture)

Section C - About the Products

Suspect Yirs
Primary? fas
Type Drug/Biologic

Foodidedical food
Wanna Banana

This report is about

Mame of the product as it
appears on the box, bolila,
ar package {Include as many
AAMEBS a5 you S}

tame of the company thal
makes (or compounds) the
product

Product Type(check all that
apply)

Ausirofood

W N —

L] compounded by a Phamacy or an Oussourcing Facilty
Dﬂmﬂﬁr—

L] siosimitar

Strength I Oither

MOC Aumbar

Did the problem stop after the
person reduced the dose or
sloppad taking or using tha
product?

Ganarated by: BYSTEM Generaied on: DE-Mee-2023 151526

Page 2 of 5



Receipt No: RCT-1177805 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-81862 | Deparimenl: CFSAN | RCT Ma: RCT-1177805 | CTUW Triage Date: O7-Mow-2023 | Tolal Pag
-]

Did tha problem return if the
person started taking or using the
product again?

rug Therapy
Expiration date 16 Ae-2024
Lot numbar TP R——
Dosage Fom
Cuanitity If Oithiar
Frequency o
How was it taken or used Ovral I Other

Drate the person first slared
taking or using the product

Date the person stopped laking
ar using tha product

Crate the person reduced dose of
ihe produc

Give besi estimale of duration

I= therapy still on-going?

|Why was the person using the product? (such as whal condition was it supposed 10 treat)

Returnsd (o Manufacturer On

I Saction D - About the Medical Device

Mame of medical device

Mame of the company that
makas the madical device

her identifying information {The model, catalog, lol, seral, or UDI number, and the expiration date, if you can

~ate them)

hodel Mumbsar
Catalog Mumber
Lod Mumbear
Senal Number
DD Mumbear
Expiration date

Was someone operaling the
medical device when the pro
ooccumed ?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)

Dwate the implant was pul in Date the implant was taken oul [
redevant)

Ganarated by: BYSTEM Generaied on: DE-Mee-2023 151526 FPage 3cd 5



Receipt Mo: RCT-1177805 FOvA 35008 Form

GTU Mo.: FOA-CDER-CTU-2023-81862 | Depariment: CFSAN | RCT Mo RCT-1177805 | CTU Triage Date: 07-Mow-2023 | Total Pag
855

|=ection E - About the Person Who Had the Problem

Parson's Initials Ll

Sax Male

Gandar Cisgendar man/boy

Please Spacify Other Gender

Age (specify unid of time for age]

Date of Birth (b)(6)

Weight 11.25 kg

Ethnicity {Choose only ona) Mot Hispanic/Lating

Race (Check all that apply) [ P P—
DHmHaw-lm-:rl:IMr Pacisc Istandor
[ asise
Ewm
I:I Bllac o Africar Arnancan

IList known medical conditions (Such as diabeles, high blood pressure, cancer, heart disease, or others)
Global Development Dalays, Suspected Early Autism

ease list all allergies (such as to drugs, foods, pollen or others)
Amoxicillin

IList any other imporant information aboul the person (such as smoking, pregnancy, alcohol use,

Wy son was bom Preterm at 29 weeks. He is also a twin. His twin brother tested in nommal reanges for lead, but did not
consume as much of the Wanna Banana products as his brother.

IList all current prescription medications and medical devices being used
Albuterol nebulizer, Tramcinolone- bath PRRM

List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

Padiasura

Section F - About the Person Filling Qut This Form

Frimary? Yes

Reporer iz Patient?

Ganarated by: BYSTEM Generaied on: DE-Mee-2023 151526 Fage 404 5



Receipt Mo: RCT-1177805

GTU Mo.: FOA-CDER-CTU-2023-81862 | Depariment: CFSAN | RCT Mo RCT-1177805 | CTU Triage Date: 07-Mow-2023 | Total Pag

@55

FOvA 35008 Form

Title

Last name

Weddbe Marie

First name

MumberiSireat

City

State/Provinos
Ciounfry

ZIP or Postal code
Telephone number
Email addrass

Fax

UNITED STATES

Reporter QOrganization

Deparment

Reporter Speciality

Today's date

06-MNow-2023

Dnd you report this problem fo the
company that makes the product
(the manufacturercompounder)?

If you do NOT want your
idantity discicsed to the
manufaciurer, please mark this
box (Confidentiality Raquested):

Ganarated by: BYSTEM

Generaled on: 06-Mav-2023 151526

Page 5045




Receipt Mo: RET- 1177508

FO& 35008 Farm

CTU Mo . FOA.COER-CTU- 2381009 | Depariment CFSAN | RCT Mo RCT-1177805 | CTU Tnage Diste:. 07-MNow- 023 | Tolsl Pag

835

Al dates displayed in the repor! ane I ESTHGMT-05:00) thime sone
|Basic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type E2B XML 35008
Prioaty Routine
Override Auto Calculation Rule Mo

FDAReceivedDate | 06-Mov-2023 ' CTU Received Date | 0B-Nov-2023

CTU Triage Date CTU Data Entry Date
Report Type Spontanaous Report Classification Drug
Assign To Usar
Lises/Group
Forward to Department E
Case Priority Direct

| Contact

First Name

| Last Mame Email Address

PR

About the Problem

What kind of problem was #?
(Check all that apply)

wction A

EWH‘: hurt or had & bad side effect (induding res or worsening symploms)
DMIMWMMM#HWHW
Dﬁeﬂ:muﬁhﬂ‘uqﬂrdﬂtm

DHH proikems afler swilching fom o prodict maked 0o anothsr maker

{Check all that apply)

Date the problem occurred 31-0ct-2023
Senous Mo
Did any of the following happen? Dmu:um - admitied o stayed longer

Emlﬂhh}mm harm

C-I‘III-EF consumad Wananbana Apple Cinnamon pouch and was blocd tested. Child has high level of lead on blocd work

Relevant Test/Laboratory Data
Test Mame LEAD, BLOCD (PEDS) VE | Test Date I1-Oct-2023
NOUS
Test Result 4.2 high Tast Lnit GRAMS PER DECILITER
Low Test Range ] High Test Range 34

Generated by SYSTEM

Generaied on: - 2023 18046230

Page 1 of &




Receipt No: RCT-1177805 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-81903 | Deparimenl: CFSAN | RCT Ma: BCT-1177805 | CTUW Triage Date: O7-Mow-2023 | Tolal Pag
-]

Mare Information Svailabhe?

| Additional Comments

Pediatric kead best an my Son shows high bevel of lead.

| Se -I |.r.:‘:-:'.'|- B- F‘l-.- i :i.[;'.. Ay -Jl-ﬂ: lit W

Cho wosu siill have the product in Mo
case we need to evaluate it?
Do you have & picture of tha Mo
product? (check yes if vou are
including & pictura)

seclion C - Abaul the Products

Suspect Yies

Primary? Yis

Type DrugBiologic

This repod is aboul Foodidedical food

Marme of the product as it Wanabana Apple Cinamon pouch

appears on the box, bolile,

or package (Include as many

NEMas a5 you S}

Mame of the company tha

imdkes (O Compounds) the

product

Product Typed{check all that Em“ : ;

apply) D L :

Campourded by 8 Phanmacy of an Oulsoutng Facilty

I:Il:-hm-:
Dﬂimirrila:

Strangth If Other

NOC number

Chd the probdkem stop after the Mo

parscn reducad the dose or

slopped taking or using (he

product?

Drid the probdem retum if the Doesnt Apply
parson started taking or using the
product again?

rug Therapy

Expiration date
Lod number

Cosage Fom
Cluantily Hher If Crthis 2 Dunce(s)
Frequency CHher If Oither Eat two

How was it taken or used Chral If Cther

Crate the person first started 26-0hot-2023
taking or using the product
Date the parson siopped laking | 27-Oct-2023
or using the product

Ganarated by: BYSTEM Generaied on: D-Mee-2023 184530 Fage 2 ¢4 5



Receipt Mo: RCT-1177205 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-81909 | Depariment: CFSAN | RCT No.: RCT-1177805 | CTU Triage Date: O7-Mow-2023 | Tolal Pag
&5 5

Date the person reduced dose of | 27-Oct-2023
(e proschuct
Give besi estimale of duration

Is therapy still on-gaoing 7

Why was the person using the product? (such as whatl condition was it supposed 1o treat)

I was a snack

Returnad (o Manwfactuner On

ection D - About the Medical Devioa
Mame of medical devica

Mame of the company that
makes the madical device

| ther |.'_!r;1r1r,i1"-,.'||u;_i information { The model, calalog, lol, senal, o LD number. and the expirabon date, if you can

llocate them)

Maodel Number
Catalog Murmkssr
Lod Mumber
Serial Mumbar
LD Number
Expiralion datae
Was someona operating tha
medical device when the pn:uhlm1
octurred?
|For implanted medical devices ONLY (such as pacemakers, breast implants, elc.)
Date the implant was put in Cate {he mplani was taken out [
resevant)
Section E - About the Person Who Had the Problem
Parson's Initials i
Sax Mala
Gendar Cisgender man/boy
Please Spacify Other Gander
Aga (specify unif of timea for age)
Date of Bith ©)6)
Weight 16.2 ky
Ethnicity (Choose onby one) Mot Hespanic/Lating
Race {Check all that apply) Dm e o Aaska Katve
D Hatyr Hrsssian or Qihar Pacic |slandar
[ asion

Ganarated by: BYSTEM Generaied on: D-Mee-2023 184530 FPage 3cd 5



Receipt Mo: RCT-1177205 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-81909 | Depariment: CFSAN | RCT No.: RCT-1177805 | CTU Triage Date: O7-Mow-2023 | Tolal Pag

sl

EW‘I‘HI:E

mehﬁﬁ‘lm

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Mone

Please list all allergies (such as to drugs, foods, pollen or others)

Mone

Mane

15t all current prescripbon medicabions and medical devices baing used

Pagarig

List all over-the-counter medications and any vitamins, minerals, suppltements, and herbal remedies baing used
\ pp 9

Mone

|Section F - About the Person Filling Out This Form
Primary? Yes

Feponer s Paliem?
Tilhe

Last name

hMiddle Mame

First name
MumberSireet

City

State/Province
Counlry

ZIP or Postal code
Telaphone numbar
Email address

UNITED STATES

Ganarated by: BYSTEM Generaied on: Dfi-Miry-2023 19:45.30 Fage 404 5



Receipt Mo: RCT-1177205 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-81909 | Depariment: CFSAN | RCT No.: RCT-1177805 | CTU Triage Date: O7-Mow-2023 | Tolal Pag
&5 5

Fax

Feporer Qrganization

Deparrment

Reporer Spaciality

Today's date 06-Nov-2023

Dhid wou report this problem o the| Yes
company that makas the product
(the manufacturer/compaunder)?

If you do NOT want your Mo
idenlily disciosed o the
manufaciurer, please mark this
box (Confidentiality Raquested):

Ganarated by: BYSTEM Generaied on: D-Mee-2023 184530 FPage 5ol 5



Receipt Mo: RCT-1177558

GTU Mo FOA-CDER-CTU-2023-82007 | Depariment: CFSAN | RCT MNo.:

@55

FDA 35008 Form
RCT-117786% | CTU Triage Date: O7-Mow-2023 | Tolal Pag

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona

|Basic Details

Company it CDER-CTU Omiginaling Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Priesily FRouting
Owveride Auto Calculation Rule Mo
FDA Received Date 07 -Now-2023 CTU Received Date 07-MNov-2023
LCTU Triage Date CTU Data Entry Dabe
Repord Type Spontaneous Repor Classification Dirug
Assign To Usar
Usar/Group
Forward to Depariment E
Case Prionty Drirenct
| Contact

First Mamea

Last Mame Email Addrass

I Section A - About the Problam

What kind of problem was it?
(Check all that apply)

Ew«u hurt or had @ bad sidn afect (ncluding nme oF worsening Sympioms)
DLH-EHIM iniorres iy whic iy could P O lad 30 8 probéesm
Eﬂntmamﬂmnqudlrpﬂl thi product
DH:dmmarnmim'u o one prodiuct maker B anothes maker

Craater the probbem accunned

05-Jul- 2023

Sanous

Yes

Did any of the follewing happen?
(Check all that agply)

DHﬂun:ﬁ:.lu:m - admitied or stayed onger
Ewl‘ﬂ 1 prereiin | Pl M
I:Ihu:lﬂl'rl:tmmprnﬂum
DEH*#BFNI

Dunm

DDHH

Emwmmmnﬂmnmm

Chhar sanousfmportant medical
incident{Please Describe Balow)

4. Tell us what happened and how it happened (Include as many details as possible FDA may reach out to you for

any addional gocuments il nec

WanaBana fruil pouches were a congsisten] parl of our babies diel, During a routing exam he was found to have lead
poisoning. We live in a new construction homa and a home inspacton was performed by the county on August 23, 2023, Mo
sources of lead that our baby had access to were found, Our other young child who did NOT eat this product was
testad for lead and found to be normal. We immadiately stopped purchasing this product after we recaived the July resulls of
[BY(B)" bloodwork. We fael cartain his high lead levels ware a result of this dangerous product.

Felevant Test'Laboratory Dala

Test Mamea ROUTIME LEAD TEST Test Date O5-Jul-2023
Test Rasult 128 Test Unit MICROGRAMS FER DEC
ILITRE

Ganarated by: BYSTEM

Generaied on: D7 -Mee-2023 104525

Paga 1045




Receipt No: RCT-1177869
CTU Mo FOA-CDER-CTU-2023-32007 | Departimenl. CFSAN | RCT Na.:

FOvA 35008 Form

RCT-117786% | CTU Triage Date: O7-Mow-2023 | Tolal Pag

R

elevant Test/Laboratory Data

a5.9
Low Test Range 1] High Test Range 5
héore Inforrnation Availablka’?
IRelevant Test/Laboratory Dala
Test Mame VEMNOUS BLOOD DRAW L Test Data 02-Aug-2023
EAD TEST
Test Result 131 Tast Unit MICROGRAMS PER DEC
ILITRE
Low Test Range o High Test Range 5
heare Infarmation Availabia?

3of3

Test Mame VENOUS BLOOD DRAW L Test Date O5=Chet 2023
EAD TEST
Test Rasult 8.8 Test Unit MICROGRAMS PER DEC
ILITRE
Low Test Ranga ] High Tast Ranga ]
Mare Information Available?

I &dditional Comments

ection B - Product Availability

including a pictura)

Do you still hawve the preductin - | No
case we need to evaluale it?

Ok you have a picture of the Mo
praduct? {check yves if you are

action C

About the Products

1 of 1

Suspec! Yes

Primary? e

Type Drug/Biologic
This repor is about Fooditdedical food

Mamea of the product as it
appears on the box, bolile,

WanaBana Apple cinnamon fruit pures

or package (Include as many
NAMes a5 you sea)
Mama of the company that WanaBana
makes {or compounds) the
product
Product Typeicheck all that D i -
) O
Compounded by a Phammracy or an Culsourming Facibly
I:IGﬁmﬁrr
Dﬂlﬂﬂfl'l-lﬂ-r
Strangth If Dther
NDC number
Ganerated by SYSTEM Genaraled on: OF-Meny-2023 1004525 Faga 2 04 5



Receipt Mo: RCT-1177860 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-82007 | Depariment: CFSAN | RCT No.: RCT-117786% | CTU Triage Date: O7-MNow-2023 | Tolal Pag
&5 5

Did tha problem stop after the Yes
porson reducad the doss or
sloppad taking or using the
product?

Drid the problam return if the Dioasn't Apply
person stared taking or using the
product again?
yrug Therapy
Expiration date
Lod murmbeer
Dosage Form
Cluantity If Cithar
Frequency If Othar
How was it taken or usad i Other

Ciate the person first started 01-Feb-2023
Lakibyg oF uging the product
Ciate the person stopped laking | 259-Jul-2023
or using the product
Date the person reduced dosa of | 29-Jul-2023
the product

Give best estimate of duration

I% therapy still on-going?
Why was the person using the product? (such as what condition was it supposed 1o treat)

Retumed io Manufaciurer On

Section D - About the Medical Davice

Mame of medical device

Mame of the company that
makes the medical device

dentifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
te them)

hodal Mumbsar
Catalog Murmbser
Lot Numbar
Sanal Mumber
LIDDO Mumber
Expiration date

Was someone operaling the
medical device whean the pro
occurred?

Ganarated by: BYSTEM Generaied on: D7 -Mee-2023 104525 FPage 3cd 5



Receipt Mo: RCT-1177860 FOa 35008 Form
CTU Mo FOA-CDER-CTU-2023-82007 | Depariment: CFSAN | RCT No.: RCT-117786% | CTU Triage Date: O7-MNow-2023 | Tolal Pag

sl

For implanted medical devices OMLY {such as pacemakers, breast implants, elc.)

Drarte thee implant was pul in Date the mplant was taken out (If
resenvant)

Section E - Abaout the Person Who Had the Problam

Person's Initials (EHE)

Sex Male

Gendar Cisgender manboy
Fleasa Spacify Ciher Gender
Age (specify unii of time for age)
Date of Birth ©)6)
Waeight
Ethnicity (Choose only ona) Mot Hspanic/Lating
Race {Cheack all that apply)

I:I.Mm Indian or Alaiay Mathve
DHHHWITDM PaciEc Islandar

[ s
E'Hhiha-

I:IE-I.l:ltl:l'nl.h"l.—.rl.ﬂ.rrmm

ILi=t known medical conditions {Such azs diabetes, high blood pressure, cancer, heart disease, or others)

IPlease list all allergies (such as (o drugs, foods, pollen or others)

=t any other impodant information aboul the person (such as smoking, pregnancy, alcohol usa, eic.)

gl all current prescripbion medications and medical devices baing used

|List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

Ganarated by: BYSTEM Generaied on: D7 -Mee-2023 104525 Fage 404 5



Receipt Mo: RCT-1177860

GTU Mo FOA-CDER-CTU-2023-82007 | Depariment: CFSAN | RCT MNo.:

@55

section F - About the Person Filling Out This Form

Primary?

FOa 35008 Form
RCT-1177865 | CTU Triage Date: 07-Noe- 2023 | Tolal Pag

Repoder i Paliend?

Tilhe

Last name

hiddle Mame

Firgt name
MumbernSireot
City
State/Province
Cauniry

ZIP or Postal code
Telaphone numbar

Email address

Fax

UNITED STATES

Repaorer Organization

Department

Reporter Speciality

Today's date

07 -Mov-2023

Chid you repart this problem to the
company that makes the product
(the manufacturer/compounder)?

Mo

If you do MOT want your
identdy dischosed 1o the
manufacturer, phease mark this
box {Confidentiality Requested):

Ganarated by: BYSTEM

Gneraled on

07 -Miy-2023 1004525

Page 5045




Receipt Mo: RCT-1178157

FOvA 35008 Form

GTU Mo.: FOA-CDER-CTU-2023-82283 | Depariment: CFSAN | RCT Mo RCT-1178197 | CTU Triage Date: 08-Mow-2023 | Total Pag

@55

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona

|Basic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricgily FRouting

Owvemide Auto Calculation Rule Mo

FD& Received Date D7 -Moy-2023 CTU Receved Date OF Mow-2023
CTU Trage Date CTU Data Enfry Date

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward i Departmont b cOER (CDER-OSE-RSS-CTU@Hda hhs.gov) (E2B)

Case Prionly Dlirenct

Contac

Section A - About the Prablem

What kind of problem was it?
{Check all that apply}

EWEN hurt oF had & bad sioe afect (RCWENg rine OF WOrSENIng sympioms]
DLI':nd:pm:h.rcl incormecty which could hanve or led 1o a protlem
Dmmlmﬁmnmwnrmm
DMMBMWMMMIMBMM

(Check all that apply)

Date the problem cccurmed O7-Mow-2023
Sanous Mo
Did any of the following happen? | [T 0 camn —

Ewm 1 prenvent permanssnt Raem
mewmsmmm

Birth defec
Dumm

I:IDMM

Dnnrmmmm Dscrine Balow)

htips:fensw fda.gowiood/cutbreaks-foodbome-illne safinvestigation-elevaled-lead-levels-applesauce-p ouches-

november-202 3contact Our 18 month old son ate quite a few of these and has lead levels of 4 5. We just wanted 1o repor
this as recommendad. [t was tha WanaBana apple cinnamon pouches. We threw out any we had of the brand jusi in case,

4. Tell us what happenad and how it | cibla FOA may reach out 1o you for

any additional documents if nacessary)

Felevant Test/Laboratory Dala

Tesi Mama LEAD BLOOD TEST Test Date 07 -Mow-2023

Tesi Result 4.8 Test Unit MICROGRAMS PER DEC
ILITRE

Low Test Range <35 High Test Ranga =35

Ganarated by: BYSTEM

Generaied on: D7 -Mee-2023 181536 Fage 1cd4 5




Receipt Mo: RCT-11781497

FOvA 35008 Form

GTU Mo.: FOA-CDER-CTU-2023-82283 | Depariment: CFSAN | RCT Mo RCT-1178197 | CTU Triage Date: 08-Mow-2023 | Total Pag

@55

Mare Information Svailabhe?

| Additional Comments

including & pictura)

Cho wosu siill have the product in Mo
case we need to evaluate it?

Do you have & picture of tha Mo
product? (check yes if vou are

seclion C - Abaul the Products

Suspect Yies

Primary? Yas

Type DrugBiologic
This repod is aboul FoodMledical food

Marme of the product as it
appears on the box, bolile,

WanaBana apple cannamon

sloppad taking of using the
product?

or package (Include as many

NEMas a5 you S}

Mame of the company tha WanaBang

imdkes (O Compounds) the

product

Product Typed{check all that Dm“ : ;

apply) 0 ; :

Campourded by 8 Phanmacy of an Oulsoutng Facilty

I:Il:-hrrum:
Dﬂbﬁﬂim

Strangth If Other

NOC number

Chd the probdkem stop after the

parscn reducad the dose or

Drid the probdem retum if the
parson started taking or using the
product again?

ug Therapy

Expiration date

Lod number

Cosage Fom

Cluantily

If Other

Frequency

i Cither

Haow wias it faken or usod

It Cther

Date the person first staried
taking or using the product

Drate the parson slopped faking

or using the product

Ganarated by: BYSTEM

Generaied on: D7 -Mee-2023 181536 Fage 2 ¢4 5



Receipt No: RCT-1178157 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-82283 | Deparimenl: CFSAN | RCT Ma: RCT-1178197 | CTU Triage Date: 08-Mow-2023 | Tolal Pag
-]

Cate the person reduced dose of
(e proschuct

Give bast estimaie of duration 3 Month

Is therapy still on-gaoing 7

Why was the person using the product? (such as whatl condition was it supposed 1o treat)

Returnad (o Manwfactuner On

ection D - About the Medical Devioa
Mame of medical devica

Mame of the company that
makes the madical device

| ther |.'_!r;1r1r,i1"-,.'||u;_i information { The model, calalog, lol, senal, o LD number. and the expirabon date, if you can

llocate them)

Model Number
Catalog Murmkssr
Lod Mumber
Serial Mumbar
LD Number
Expiration data
Was someona operating tha
medical device when the pn;uhlu'l1
octurred?
|For implanted medical devices ONLY (such as pacemakers, breast implants, elc.)
Date the implant was pul in Cate the mplant was takan out (H
redevant)
Section E - About the Person Who Had the Problem
Parson's Initials i0s
Sax Mabe
Gendar Cisgender man/boy
Please Spacify Other Gander
Aga (specify unif of tima for aga) | 18 Month(=)
Drate of Birh
Waight 8.9 kg
Ethnicity (Choose onby one) Mot Hespanic/Lating
Race {Check all that apply) Dm e o Aaska Katve
D Hatyr Hrsssian or Qihar Pacic |slandar
[ asion

Ganarated by: BYSTEM Generaied on: D7 -Mee-2023 181536 FPage 3cd 5



Receipt Mo: RCT-1178157 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-82283 | Depariment: CFSAN | RCT No.: RCT-1178197 | CTU Triage Date: 08-MNow-2023 | Tolal Pag

sl

EW‘I‘HI:E

mehﬁﬁ‘lm

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Please list all allergies (such as to drugs, foods, pollen or others)

15t all current prescripbon medicabions and medical devices baing used

List all over-the-counter medications and any vitamins, minerals, suppltements, and herbal remedies baing used
\ pp 9

|Section F - About the Person Filling Out This Form
Primary? Yes

Feponer s Paliem?
Tilhe

Last name

hMiddle Mame

First name
MumberSireet

City

State/Province
Counlry

ZIP or Postal code
Telaphone numbar
Email address

| UNITED STATES

Ganarated by: BYSTEM Generaied on: 07 -Miev-2023 18:15:36 Fage 404 5



Receipt Mo: RCT-1178157 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-82283 | Depariment: CFSAN | RCT No.: RCT-1178197 | CTU Triage Date: 08-MNow-2023 | Tolal Pag
&5 5

Fax

Feporer Qrganization

Deparrment

Reporer Spaciality

Today's date 07-Now-2023

Diid you report this problem o the| Mo
company that makas the product
(the manufacturer/compaunder)?

If you do NOT want your Yies
idenlily disciosed o the
manufaciurer, please mark this
box (Confidentiality Raquested):

Ganarated by: BYSTEM Generaied on: D7 -Mee-2023 181536 FPage 5ol 5



Rieceipl Mo: RCT-1178354 FDA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-82545 | Deparimenl: CFSAN | RCT Ma: RCT-1178384 | CTU Triage Date: 09-Mow-2023 | Tolal Pag
a5 7

AN dates displayed in e reper @ in ESTIGMT-05:00) tme zona

|Basic Details

Company it CDER-CTU Omiginaling Account FAERS
Source Medium MW (Drug) Source Form Type E28 XML 35008
Pricgily FRouting

Owvermide Auto Calculation Rule Mo

FDA Recened Dale Odt= M- 2023 CTU Received Date 0B-Mov-2023
CTU Trage Date CTU Data Enfry Date

Repord Type Spontaneous Repor Classification Dirug

Assign To Usar

Usar/Group

Forward to Depariment E

Case Prionty Drirenct

Case First Mama Last Mame Email Address Phone

Section A - About the Problam

What kind of problam was it?

E'ﬂ'ﬂm bad sida effect i
(Check all that apply) LT ffect rcluding ne or worsening sympioms)

DLF-!NJ o] incodmeciy wihich coultd Ransd of ad o A problam
Dm.mmmmqﬂn’ul the product
Dmmawm T L predac] makes IO AN Mok
Diate the problem occumed 28-0ct-2023

Senous M

Did any of the following happen?
(Cheack all that apply)

O Hissgutalization - sdimitled o sy konger

E Requined hdp 1o prmeent permanoent harm

Dmua ealiy problam

[ gein dotoct

Dua—-mnm

Du-am

] her sarioumsimportant madical incidantiPasss Describe Balow)
4. Tell us what ha ppened and how it happened {Include as many details as possible FDA may reach out to you for
any additional documents if necessary)

Wy infant consumed 2 pouches of wanabana apple cinnaman and now has a lead kevel of 13ug/dL. Child appears haalthy at
thig time. Pouches were ealen on October 37 and 28, Test was run Oct 31, resulls received that Friday, As of Nov 3rd pouches
wara shill being sold. When I 1ol the manager, they removed them from shelves but said there had been no message from
corporate (dollar frea) Lok 10022 19 19

relevant Test'Laboratory Data

Tast Mama BLOCD LEAD TEST, VEM | Test Date 31-Oxct-2023
ouUs
Test Rasult 13 Tast Unit MICROGRAMS PER DEC
ILITRE
Low Test Rangs High Test Range

Ganarated by: BYSTEM Generaied on: [8-Mee-2023 1301527 Fage 1cd4 5



Receipt No: RCT-1178354 FDWA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-82545 | Deparimenl: CFSAN | RCT Ma: RCT-1178384 | CTU Triage Date: 09-Mow-2023 | Tolal Pag
a@a: T

Mare Information Svailabhe?

| Additional Comments

| Se -I |.r.:‘:-:'.'|- B- F‘l-.- i :i.[;'.. Ay -Jl-ﬂ: lit W

Cho wosu siill have the product in Yes
case we need to evaluate it?
Do you have & picture of tha Yes
product? (check yes if vou are
including & pictura)

seclion C - Abaul the Products

Suspect Yies

Primary? Yis

Type DrugBiologic

This repod is aboul Foodidedical food

Marme of the product as it Wanabana apple cmnamon frull purse

appears on the box, bolile,

or package (Include as many

NEMas a5 you S}

Mame of the company tha

imdkes (O Compounds) the

product

Product Typed{check all that Dm“ : ;

apply) 0 ; :

Campourded by 8 Phanmacy of an Oulsoutng Facilty

I:IDu-nnn:
Dﬂimirvim

Strangth If Other

NOC number

Chd the probdkem stop after the

parscn reducad the dose or

slopped taking or using (he

product?

Drid the probdem retum if the Doesnt Apply
parson started taking or using the
product again?

rug Therapy

Expiration date 31-Dec-2023
Lod number 10022 19 18

Cosage Fom
Cluantily If Crthis
Frequency If Oither
How was it taken or used If Cther

Crate the person first started 27-Chot-2023
taking or using the product
Date the parson siopped laking | 28-Oct-2023
or using the product

Ganarated by: BYSTEM Generaied on: [8-Mee-2023 1301527 Fage 2 ¢4 5



Receipt No: RCT-1178354 FDWA 35008 Form
CTU Mo : FOA-CDER-CTU-2023-82545 | Deparimenl: CFSAN | RCT Ma: RCT-1178384 | CTU Triage Date: 09-Mow-2023 | Tolal Pag
a@a: T

Cate the person reduced dose of
(e proschuct

Give best estimale of duration
Is therapy still on-gaoing 7

Why was the person using the product? (such as whatl condition was it supposed 1o treat)

Returnad (o Manwfactuner On

ection D - About the Medical Devioa
Mame of medical devica

Mame of the company that
makes the madical device

| ther |.'_!r;1r1r,i1"-,.'||u;_i information { The model, calalog, lol, senal, o DI niumiber, and the expirabon date, if you can

llocate them)

Model Number
Catalog Murmkssr
Lod Mumber
Serial Mumbar
LD Number
Expiration data
Was someona operating tha
medical device when the pn;uhlu'l1
octurred?
|For implanted medical devices ONLY (such as pacemakers, breast implants, elc.)
Date the implant was pul in Cate the mplant was takan out (H
redevant)
Section E - About the Person Who Had the Problem
Parson's Initials (Bli&)
Sax EL
Gendar Cisgender man/boy
Please Spacify Other Gander
Age (specify unil of time for aga) | 7 Monthis)
Drate of Birh
Waight 8.775 kg
Ethnicity (Choose onby one) Mot Hespanic/Lating
Race {Check all that apply) Dm e o Aaska Katve
D Hatyr Hrsssian or Qihar Pacic |slandar
[ asion

Ganarated by: BYSTEM Generaied on: [8-Mee-2023 1301527 FPage 3cd 5



Receipt Mo: RCT-11783584 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-82545 | Depariment: CFSAN | RCT No.: RCT-1178394 | CTU Triage Date: 09-MNow-2023 | Tolal Pag
[

EW‘I‘HI:E

mehﬁﬁ‘lm

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Mone

Please list all allergies (such as to drugs, foods, pollen or others)

Mone

15t all current prescripbon medicabions and medical devices baing used

Pagarig

List all over-the-counter medications and any vitamins, minerals, suppltements, and herbal remedies baing used
\ pp 9

Mone

|Section F - About the Person Filling Out This Form
Primary? Yes

Feponer s Paliem?
Tilhe

Last name

hMiddle Mame

First name
MumberSireet

City

State/Province
Counlry

ZIP or Postal code
Telaphone numbar
Email address

UNITED STATES

Ganarated by: BYSTEM Generaied on: 0&-Miy-2023 131527 Fage 404 5



Receipt Mo: RCT-11783584 FOa 35008 Form
CTU Mo FDA-CDER-CTU-2023-82545 | Depariment: CFSAN | RCT No.: RCT-1178394 | CTU Triage Date: 09-MNow-2023 | Tolal Pag
[

Fax

Feporer Qrganization

Deparrment

Reporer Spaciality

Today's date 0&-Nov-2023

Diid you report this problem o the| Mo
company that makas the product
(the manufacturer/compaunder)?

If you do NOT want your Mo
idenlily disciosed o the
manufaciurer, please mark this
box (Confidentiality Raquested):

Ganarated by: BYSTEM Generaied on: [8-Mee-2023 1301527 FPage 5ol 5
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