
Receipt No: RCT-1089940 FDA 3500B Form

Generated by: SYSTEM Generated on: 09-Jan-2023 00:49:16 Page 1 of 5

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details
Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 3500B

Priority Routine

Override Auto Calculation Rule No

FDA Received Date 09-Jan-2023 CTU Received Date 09-Jan-2023

CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department  
Case Priority Direct

Contact
Case
Reporter

First Name Last Name Email Address Phone

Section A - About the Problem
What kind of problem was it?
(Check all that apply)  Were hurt or had a bad side effect (including new or worsening symptoms)

 Used a product incorrectly which could have or led to a problem

 Noticed a problem with the quality of the product

 Had problems after switching from one product maker to another maker

Date the problem occurred 08-Jan-2023

Serious Yes

Did any of the following happen?
(Check all that apply)  Hospitalization - admitted or stayed longer

 Required help to prevent permanent harm

 Disability or health problem

 Birth defect

 Life-threatening

 Death

 Other serious/important medical incident(Please Describe Below)

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)

I recently started to give my baby the Similac 360 Total Care 8oz ready-to-use formula besides my Enfamil ones, but I noticed
multiple times of her dark green watery stools which look like diarrhea very much, and I could hear the diarrhea-like sound in
her belly shortly after consuming the formula. I never found this problem after using the Enfamil Nueropro ready-to-use formula
in any size. And since the use of the Similac ones, my baby seems to have become tempered, she won't eat quietly as she
used to be, no matter bottles or breast milk. I suspect that there are quality issue with these 8oz packagings.

Relevant Test/Laboratory Data 1 of 1
Test Name Test Date

Test Result Test Unit

Low Test Range High Test Range

More Information Available?

CTU No.: FDA-CDER-CTU-2023-1802 | Department:  CFSAN | RCT No.:  RCT-1089940 | CTU Triage Date: 09-Jan-2023 | Total Page
s: 6

 
 
 

 
 
 
 

(b) (6) (b) (6)



Receipt No: RCT-1089940 FDA 3500B Form

Generated by: SYSTEM Generated on: 09-Jan-2023 00:49:16 Page 2 of 5

Additional Comments

Section B - Product Availability
Do you still have the product in
case we need to evaluate it?

Yes

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

Yes

Section C - About the Products 1 of 1
Suspect Yes

Primary? Yes

Type Drug/Biologic

This report is about Food/Medical food

Name of the product as it
appears on the box, bottle,
or package (Include as many
names as you see)

Similac 360 Total Care Infant Formula, with 5 HMO Prebiotics

Name of the company that
makes (or compounds) the
product

Abbott

Product Type(check all that
apply)  Over-the-Counter

 Compounded by a Pharmacy or an Outsourcing Facility

 Generic

 Biosimilar

Strength If Other

NDC number

Did the problem stop after the
person reduced the dose or
stopped taking or using the
product?

Yes

Did the problem return if the
person started taking or using the
product again?

Yes

Drug Therapy 1 of 1
Expiration date 01-May-2023

Lot number

Dosage Form

Quantity If Other

Frequency If Other

How was it taken or used If Other

Date the person first started
taking or using the product
Date the person stopped taking
or using the product
Date the person reduced dose of
the product

CTU No.: FDA-CDER-CTU-2023-1802 | Department:  CFSAN | RCT No.:  RCT-1089940 | CTU Triage Date: 09-Jan-2023 | Total Page
s: 6
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Give best estimate of duration 2 Month

Is therapy still on-going?
Why was the person using the product? (such as what condition was it supposed to treat) 1 of 1

Returned to Manufacturer On

Section D - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number

Catalog Number

Lot Number

Serial Number

UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Date the implant was put in Date the implant was taken out (If

relevant)

Section E - About the Person Who Had the Problem
Person's Initials Unspecified

Sex Female

Gender Not selected

Please Specify Other Gender

Age (specify unit of time for age) 3 Month(s)

Date of Birth

Weight 5.8 kg

Ethnicity (Choose only one)

Race (Check all that apply)  American Indian or Alaska Native

 Native Hawaiian or Other Pacific Islander

 Asian

 White

 Black or African American

CTU No.: FDA-CDER-CTU-2023-1802 | Department:  CFSAN | RCT No.:  RCT-1089940 | CTU Triage Date: 09-Jan-2023 | Total Page
s: 6
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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)

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

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 1 of 1
Primary? Yes

Reporter is Patient?

Title

Last name

Middle Name

First name

Number/Street

City

State/Province

Country UNITED STATES

ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

CTU No.: FDA-CDER-CTU-2023-1802 | Department:  CFSAN | RCT No.:  RCT-1089940 | CTU Triage Date: 09-Jan-2023 | Total Page
s: 6

(b) (6)

(b) (6)



Receipt No: RCT-1089940 FDA 3500B Form
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Department

Reporter Speciality

Today's date 09-Jan-2023

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

No

If you do NOT want your
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

Yes

CTU No.: FDA-CDER-CTU-2023-1802 | Department:  CFSAN | RCT No.:  RCT-1089940 | CTU Triage Date: 09-Jan-2023 | Total Page
s: 6



CTU No.: FDA-CDER-CTU-2023-1802 | Department:  CFSAN | RCT No.:  RCT-1089940 | CTU Triage Date: 09-Jan-2023 | Total Page
s: 6

  
  

     
     

       
 



Receipt No: RCT-1101745 FDA 3500B Form

Generated by: SYSTEM Generated on: 07-Feb-2023 20:46:51 Page 1 of 5

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details
Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 3500B

Priority Routine

Override Auto Calculation Rule No

FDA Received Date 07-Feb-2023 CTU Received Date 07-Feb-2023

CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department  
Case Priority Direct

Contact
Case
Reporter

First Name Last Name Email Address Phone

Section A - About the Problem
What kind of problem was it?
(Check all that apply)  Were hurt or had a bad side effect (including new or worsening symptoms)

 Used a product incorrectly which could have or led to a problem

 Noticed a problem with the quality of the product

 Had problems after switching from one product maker to another maker

Date the problem occurred 27-Jan-2023

Serious Yes

Did any of the following happen?
(Check all that apply)  Hospitalization - admitted or stayed longer

 Required help to prevent permanent harm

 Disability or health problem

 Birth defect

 Life-threatening

 Death

 Other serious/important medical incident(Please Describe Below)

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)

After consuming Similac soy isomorphic infant formula, my 10 month old baby girl developed a fever of 104 that lasted about
2 days. Her symptoms of crying, fussiness, stuffy nose and possibly sore throat continued for an additional two days. She
then developed loose bowel movements that have been consistent for the seventh day. Due to diarrhea, baby has developed
a diaper rash resulting in red and swollen skin on the labia of the vaginia and sore butt hole. The lot numbers for the Similac
Soy(pink can) powder are 45445RE 250 with a use by date of 1APR2024 and 43629RE 190 with a use by date of 1FEB2024.
The cans were purchased at a Food Lion in .

Relevant Test/Laboratory Data 1 of 1
Test Name Test Date

Test Result Test Unit

Low Test Range High Test Range

More Information Available?

CTU No.: FDA-CDER-CTU-2023-10715 | Department:  CFSAN | RCT No.:  RCT-1101745 | CTU Triage Date: 07-Feb-2023 | Total Pag
es: 7

 

 
 
 

 
 
 

 
 
 
 

(b) (6) (b) (6)

(b) (6)
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Generated by: SYSTEM Generated on: 07-Feb-2023 20:46:51 Page 2 of 5

Additional Comments

Section B - Product Availability
Do you still have the product in
case we need to evaluate it?

Yes

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

Yes

Section C - About the Products 1 of 1
Suspect Yes

Primary? Yes

Type Drug/Biologic

This report is about Food/Medical food

Name of the product as it
appears on the box, bottle,
or package (Include as many
names as you see)

Similac Soy Isomil

Name of the company that
makes (or compounds) the
product

Abbott

Product Type(check all that
apply)  Over-the-Counter

 Compounded by a Pharmacy or an Outsourcing Facility

 Generic

 Biosimilar

Strength 3 scoops G gram(s) If Other

NDC number

Did the problem stop after the
person reduced the dose or
stopped taking or using the
product?

Yes

Did the problem return if the
person started taking or using the
product again?

Doesn't Apply

Drug Therapy 1 of 1
Expiration date 01-Feb-2024

Lot number 43629RE

Dosage Form

Quantity If Other

Frequency Every 4 hours If Other

How was it taken or used Oral If Other

Date the person first started
taking or using the product

27-Jan-2023

Date the person stopped taking
or using the product

07-Feb-2023

Date the person reduced dose of
the product

CTU No.: FDA-CDER-CTU-2023-10715 | Department:  CFSAN | RCT No.:  RCT-1101745 | CTU Triage Date: 07-Feb-2023 | Total Pag
es: 7
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Give best estimate of duration

Is therapy still on-going?
Why was the person using the product? (such as what condition was it supposed to treat) 1 of 1

Infant formula as supplemental nutrition

Returned to Manufacturer On

Section D - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number

Catalog Number

Lot Number

Serial Number

UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Date the implant was put in Date the implant was taken out (If

relevant)

Section E - About the Person Who Had the Problem
Person's Initials

Sex Female

Gender Cisgender woman/girl

Please Specify Other Gender

Age (specify unit of time for age) 10 Month(s)

Date of Birth

Weight 6.3 kg

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply)  American Indian or Alaska Native

 Native Hawaiian or Other Pacific Islander

 Asian

 White

 Black or African American

CTU No.: FDA-CDER-CTU-2023-10715 | Department:  CFSAN | RCT No.:  RCT-1101745 | CTU Triage Date: 07-Feb-2023 | Total Pag
es: 7

 
 
 
 
 

(b) (6)



Receipt No: RCT-1101745 FDA 3500B Form
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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)
Cows milk allergy

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)
Low percentile of height, weight and head circumference compared to babies in same age group.

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.
Vitamin D

Section F - About the Person Filling Out This Form 1 of 1
Primary? Yes

Reporter is Patient?

Title

Last name

Middle Name

First name

Number/Street

City

State/Province

Country UNITED STATES

ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

CTU No.: FDA-CDER-CTU-2023-10715 | Department:  CFSAN | RCT No.:  RCT-1101745 | CTU Triage Date: 07-Feb-2023 | Total Pag
es: 7

(b) (6)

(b) (6)
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Department

Reporter Speciality

Today's date 07-Feb-2023

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

No

If you do NOT want your
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

Yes

CTU No.: FDA-CDER-CTU-2023-10715 | Department:  CFSAN | RCT No.:  RCT-1101745 | CTU Triage Date: 07-Feb-2023 | Total Pag
es: 7



CTU No.: FDA-CDER-CTU-2023-10715 | Department:  CFSAN | RCT No.:  RCT-1101745 | CTU Triage Date: 07-Feb-2023 | Total Pag
es: 7
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Receipt No: RCT-1108488 FDA 3500B Form

Generated by: SYSTEM Generated on: 26-Feb-2023 09:16:56 Page 1 of 5

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details
Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 3500B

Priority Routine

Override Auto Calculation Rule No

FDA Received Date 26-Feb-2023 CTU Received Date 26-Feb-2023

CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department  
Case Priority Direct

Contact
Case
Reporter

First Name Last Name Email Address Phone

Section A - About the Problem
What kind of problem was it?
(Check all that apply)  Were hurt or had a bad side effect (including new or worsening symptoms)

 Used a product incorrectly which could have or led to a problem

 Noticed a problem with the quality of the product

 Had problems after switching from one product maker to another maker

Date the problem occurred 22-Feb-2023

Serious No

Did any of the following happen?
(Check all that apply)  Hospitalization - admitted or stayed longer

 Required help to prevent permanent harm

 Disability or health problem

 Birth defect

 Life-threatening

 Death

 Other serious/important medical incident(Please Describe Below)

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)

After every time Feeding my 11 month old similar sensitive formula he has been consistently throwing up at 1st. We thought it
was the stomach virus but now we believe it's not. We have tried 2 seperate cans that we bought this month in February and
he only vomits up the formula, noting else we give him.

Relevant Test/Laboratory Data 1 of 1
Test Name Test Date

Test Result Test Unit

Low Test Range High Test Range

More Information Available?

CTU No.: FDA-CDER-CTU-2023-15910 | Department:  CFSAN | RCT No.:  RCT-1108488 | CTU Triage Date: 27-Feb-2023 | Total Pag
es: 7

 

 
 
 

 
 
 
 
 
 
 

(b) (6) (b) (6) (b) (6) (b) (6)



Receipt No: RCT-1108488 FDA 3500B Form

Generated by: SYSTEM Generated on: 26-Feb-2023 09:16:56 Page 2 of 5

Additional Comments

Section B - Product Availability
Do you still have the product in
case we need to evaluate it?

Yes

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

Yes

Section C - About the Products 1 of 1
Suspect Yes

Primary? Yes

Type Drug/Biologic

This report is about Food/Medical food

Name of the product as it
appears on the box, bottle,
or package (Include as many
names as you see)

Similac sensitive

Name of the company that
makes (or compounds) the
product

Abbott

Product Type(check all that
apply)  Over-the-Counter

 Compounded by a Pharmacy or an Outsourcing Facility

 Generic

 Biosimilar

Strength If Other

NDC number

Did the problem stop after the
person reduced the dose or
stopped taking or using the
product?

Yes

Did the problem return if the
person started taking or using the
product again?

Yes

Drug Therapy 1 of 1
Expiration date 01-Jul-2024

Lot number

Dosage Form

Quantity If Other

Frequency Other If Other Every 3 hours

How was it taken or used If Other

Date the person first started
taking or using the product

15-Feb-2023

Date the person stopped taking
or using the product

26-Feb-2023

Date the person reduced dose of
the product

CTU No.: FDA-CDER-CTU-2023-15910 | Department:  CFSAN | RCT No.:  RCT-1108488 | CTU Triage Date: 27-Feb-2023 | Total Pag
es: 7
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Generated by: SYSTEM Generated on: 26-Feb-2023 09:16:56 Page 3 of 5

Give best estimate of duration

Is therapy still on-going?
Why was the person using the product? (such as what condition was it supposed to treat) 1 of 1

11 month old infant

Returned to Manufacturer On

Section D - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number

Catalog Number

Lot Number

Serial Number

UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Date the implant was put in Date the implant was taken out (If

relevant)

Section E - About the Person Who Had the Problem
Person's Initials

Sex Female

Gender Cisgender man/boy

Please Specify Other Gender

Age (specify unit of time for age) 11 Month(s)

Date of Birth

Weight

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply)  American Indian or Alaska Native

 Native Hawaiian or Other Pacific Islander

 Asian

 White

 Black or African American

CTU No.: FDA-CDER-CTU-2023-15910 | Department:  CFSAN | RCT No.:  RCT-1108488 | CTU Triage Date: 27-Feb-2023 | Total Pag
es: 7

(b) (6)
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List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)
one

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

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

List all current prescription medications and medical devices being used.
No n e

List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.
None

Section F - About the Person Filling Out This Form 1 of 1
Primary? Yes

Reporter is Patient?

Title

Last name

Middle Name

First name

Number/Street

City

State/Province PA

Country UNITED STATES

ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

CTU No.: FDA-CDER-CTU-2023-15910 | Department:  CFSAN | RCT No.:  RCT-1108488 | CTU Triage Date: 27-Feb-2023 | Total Pag
es: 7

(b) (6)

(b) (6)

(b) (6)
(b) (6)

(b) (6)

(b) (6)
(b) (6)
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Department

Reporter Speciality

Today's date 26-Feb-2023

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

No

If you do NOT want your
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

No

CTU No.: FDA-CDER-CTU-2023-15910 | Department:  CFSAN | RCT No.:  RCT-1108488 | CTU Triage Date: 27-Feb-2023 | Total Pag
es: 7
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CTU No.: FDA-CDER-CTU-2023-15910 | Department:  CFSAN | RCT No.:  RCT-1108488 | CTU Triage Date: 27-Feb-2023 | Total Pag
es: 7





Receipt No: RCT-1119153 FDA 3500B Form

Generated by: SYSTEM Generated on: 31-Mar-2023 10:16:41 Page 2 of 5

Low Test Range 0 High Test Range 20

More Information Available?

Additional Comments

Section B - Product Availability
Do you still have the product in
case we need to evaluate it?

Yes

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

No

Section C - About the Products 1 of 1
Suspect Yes

Primary? Yes

Type Drug/Biologic

This report is about Food/Medical food

Name of the product as it
appears on the box, bottle,
or package (Include as many
names as you see)

Similac advance

Name of the company that
makes (or compounds) the
product

Abbott nutrition

Product Type(check all that
apply)  Over-the-Counter

 Compounded by a Pharmacy or an Outsourcing Facility

 Generic

 Biosimilar

Strength If Other

NDC number

Did the problem stop after the
person reduced the dose or
stopped taking or using the
product?
Did the problem return if the
person started taking or using the
product again?

Doesn't Apply

Drug Therapy 1 of 1
Expiration date 01-Dec-2024

Lot number

Dosage Form

Quantity Other If Other 4 Scoops

Frequency Every 4 hours If Other

How was it taken or used Oral If Other

Date the person first started
taking or using the product

19-Mar-2022

CTU No.: FDA-CDER-CTU-2023-24539 | Department:  CFSAN | RCT No.:  RCT-1119153 | CTU Triage Date: 31-Mar-2023 | Total Pag
es: 5
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Date the person stopped taking
or using the product

20-Mar-2023

Date the person reduced dose of
the product
Give best estimate of duration

Is therapy still on-going?
Why was the person using the product? (such as what condition was it supposed to treat) 1 of 1

Baby formula

Returned to Manufacturer On

Section D - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number

Catalog Number

Lot Number

Serial Number

UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Date the implant was put in Date the implant was taken out (If

relevant)

Section E - About the Person Who Had the Problem
Person's Initials

Sex Male

Gender Cisgender man/boy

Please Specify Other Gender

Age (specify unit of time for age) 1 Year(s)

Date of Birth

Weight 12.6 kg

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply)  American Indian or Alaska Native

 Native Hawaiian or Other Pacific Islander

CTU No.: FDA-CDER-CTU-2023-24539 | Department:  CFSAN | RCT No.:  RCT-1119153 | CTU Triage Date: 31-Mar-2023 | Total Pag
es: 5

 
 

(b) (6)
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Generated by: SYSTEM Generated on: 31-Mar-2023 10:16:41 Page 4 of 5

 Asian

 White

 Black or African American

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)

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

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 1 of 1
Primary? Yes

Reporter is Patient?

Title

Last name

Middle Name

First name

Number/Street

City

State/Province MD

Country UNITED STATES

ZIP or Postal code

Telephone number

Email address

CTU No.: FDA-CDER-CTU-2023-24539 | Department:  CFSAN | RCT No.:  RCT-1119153 | CTU Triage Date: 31-Mar-2023 | Total Pag
es: 5

(b) (6)

(b) (6)

(b) (6)
(b) (6)

(b) (6)

(b) (6)
(b) (6)



Receipt No: RCT-1119153 FDA 3500B Form

Generated by: SYSTEM Generated on: 31-Mar-2023 10:16:41 Page 5 of 5

Fax

Reporter Organization

Department

Reporter Speciality

Today's date 31-Mar-2023

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

Yes

If you do NOT want your
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

Yes

CTU No.: FDA-CDER-CTU-2023-24539 | Department:  CFSAN | RCT No.:  RCT-1119153 | CTU Triage Date: 31-Mar-2023 | Total Pag
es: 5



Receipt No: RCT-1125032 FDA 3500B Form

Generated by: SYSTEM Generated on: 22-Apr-2023 14:18:18 Page 1 of 5

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details
Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 3500B

Priority Routine

Override Auto Calculation Rule No

FDA Received Date 22-Apr-2023 CTU Received Date 22-Apr-2023

CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department  
Case Priority Direct

Contact
Case
Reporter

First Name Last Name Email Address Phone

Section A - About the Problem
What kind of problem was it?
(Check all that apply)  Were hurt or had a bad side effect (including new or worsening symptoms)

 Used a product incorrectly which could have or led to a problem

 Noticed a problem with the quality of the product

 Had problems after switching from one product maker to another maker

Date the problem occurred 21-Apr-2023

Serious No

Did any of the following happen?
(Check all that apply)  Hospitalization - admitted or stayed longer

 Required help to prevent permanent harm

 Disability or health problem

 Birth defect

 Life-threatening

 Death

 Other serious/important medical incident(Please Describe Below)

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)

First time using this formula today. Made my 8 month old (former 29week premature) son 2 bottles earlier in the day and when
making his 3rd bottle I stopped when I saw a bug in the formula. I picked it out and placed it on the rim and documented with
pictures. Approx 18hrs later, my son now has a fever.

Relevant Test/Laboratory Data 1 of 1
Test Name Test Date

Test Result Test Unit

Low Test Range High Test Range

More Information Available?

CTU No.: FDA-CDER-CTU-2023-30162 | Department:  CFSAN | RCT No.:  RCT-1125032 | CTU Triage Date: 24-Apr-2023 | Total Pag
es: 8
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Receipt No: RCT-1125032 FDA 3500B Form

Generated by: SYSTEM Generated on: 22-Apr-2023 14:18:18 Page 2 of 5

Additional Comments

Section B - Product Availability
Do you still have the product in
case we need to evaluate it?

Yes

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

Yes

Section C - About the Products 1 of 1
Suspect Yes

Primary? Yes

Type Drug/Biologic

This report is about Food/Medical food

Name of the product as it
appears on the box, bottle,
or package (Include as many
names as you see)

Similac Soy Isomil powder

Name of the company that
makes (or compounds) the
product

Abbott

Product Type(check all that
apply)  Over-the-Counter

 Compounded by a Pharmacy or an Outsourcing Facility

 Generic

 Biosimilar

Strength If Other

NDC number

Did the problem stop after the
person reduced the dose or
stopped taking or using the
product?

Yes

Did the problem return if the
person started taking or using the
product again?

Doesn't Apply

Drug Therapy 1 of 1
Expiration date 01-Jul-2024

Lot number 48810RE

Dosage Form

Quantity Other If Other 1 Can

Frequency As needed If Other

How was it taken or used Oral If Other

Date the person first started
taking or using the product
Date the person stopped taking
or using the product
Date the person reduced dose of
the product

CTU No.: FDA-CDER-CTU-2023-30162 | Department:  CFSAN | RCT No.:  RCT-1125032 | CTU Triage Date: 24-Apr-2023 | Total Pag
es: 8

 

 
 
 



Receipt No: RCT-1125032 FDA 3500B Form

Generated by: SYSTEM Generated on: 22-Apr-2023 14:18:18 Page 3 of 5

Give best estimate of duration 6 Hour

Is therapy still on-going? Yes
Why was the person using the product? (such as what condition was it supposed to treat) 1 of 1

Nutritional Formula for infants with GI upset

Returned to Manufacturer On

Section D - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number

Catalog Number

Lot Number

Serial Number

UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Date the implant was put in Date the implant was taken out (If

relevant)

Section E - About the Person Who Had the Problem
Person's Initials

Sex Male

Gender Cisgender man/boy

Please Specify Other Gender

Age (specify unit of time for age)

Date of Birth

Weight 8.9415 kg

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply)  American Indian or Alaska Native

 Native Hawaiian or Other Pacific Islander

 Asian

 White

 Black or African American

CTU No.: FDA-CDER-CTU-2023-30162 | Department:  CFSAN | RCT No.:  RCT-1125032 | CTU Triage Date: 24-Apr-2023 | Total Pag
es: 8
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Receipt No: RCT-1125032 FDA 3500B Form

Generated by: SYSTEM Generated on: 22-Apr-2023 14:18:18 Page 4 of 5

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)
Prematurity, reflux, constipation, feeding problem

Please list all allergies (such as to drugs, foods, pollen or others)
N/A

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)
8 month old, however was born at 29 weeks and is currently developmentally and physically screened and treated as a current
5.5month old.

List all current prescription medications and medical devices being used.
Lactulose 10g/15mL - 17 mL twice a day, mixed in with formula bottle

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

Section F - About the Person Filling Out This Form 1 of 1
Primary? Yes

Reporter is Patient?

Title

Last name

Middle Name

First name

Number/Street

City

State/Province TX

Country UNITED STATES

ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

CTU No.: FDA-CDER-CTU-2023-30162 | Department:  CFSAN | RCT No.:  RCT-1125032 | CTU Triage Date: 24-Apr-2023 | Total Pag
es: 8

(b) (6)

(b) (6)

(b) (6)
(b) (6)

(b) (6)

(b) (6)
(b) (6)



Receipt No: RCT-1125032 FDA 3500B Form

Generated by: SYSTEM Generated on: 22-Apr-2023 14:18:18 Page 5 of 5

Department

Reporter Speciality

Today's date 22-Apr-2023

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

Yes

If you do NOT want your
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

No

CTU No.: FDA-CDER-CTU-2023-30162 | Department:  CFSAN | RCT No.:  RCT-1125032 | CTU Triage Date: 24-Apr-2023 | Total Pag
es: 8
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Receipt No: RCT-1152268 FDA 3500B Form

Generated by: SYSTEM Generated on: 04-Aug-2023 16:17:04 Page 1 of 5

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details
Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 3500B

Priority Routine

Override Auto Calculation Rule No

FDA Received Date 04-Aug-2023 CTU Received Date 04-Aug-2023

CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department

Case Priority Direct

Contact
Case
Reporter

First Name Last Name Email Address Phone

Section A - About the Problem
What kind of problem was it?
(Check all that apply)  Were hurt or had a bad side effect (including new or worsening symptoms)

 Used a product incorrectly which could have or led to a problem

 Noticed a problem with the quality of the product

 Had problems after switching from one product maker to another maker

Date the problem occurred 02-Aug-2023

Serious No

Did any of the following happen?
(Check all that apply)  Hospitalization - admitted or stayed longer

 Required help to prevent permanent harm

 Disability or health problem

 Birth defect

 Life-threatening

 Death

 Other serious/important medical incident(Please Describe Below)

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)

Using elecare formula for our 10 week old daughter. Found a piece of what I believe to be nitrile glove in the container.
Immediately stopped using elecare formula from that can. We then called and reported our finding to elecare (Abbott).

Relevant Test/Laboratory Data 1 of 1
Test Name Test Date

Test Result Test Unit

Low Test Range High Test Range

More Information Available?

CTU No.: FDA-CDER-CTU-2023-57020 | Department:  CFSAN | RCT No.:  RCT-1152268 | CTU Triage Date: 07-Aug-2023 | Total Pag
es: 7
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Receipt No: RCT-1152268 FDA 3500B Form

Generated by: SYSTEM Generated on: 04-Aug-2023 16:17:04 Page 2 of 5

Additional Comments

Section B - Product Availability
Do you still have the product in
case we need to evaluate it?

Yes

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

Yes

Section C - About the Products 1 of 1
Suspect Yes

Primary? Yes

Type Drug/Biologic

This report is about Food/Medical food

Name of the product as it
appears on the box, bottle,
or package (Include as many
names as you see)

Elecare

Name of the company that
makes (or compounds) the
product

Abbott

Product Type(check all that
apply)  Over-the-Counter

 Compounded by a Pharmacy or an Outsourcing Facility

 Generic

 Biosimilar

Strength If Other

NDC number

Did the problem stop after the
person reduced the dose or
stopped taking or using the
product?

No

Did the problem return if the
person started taking or using the
product again?

Doesn't Apply

Drug Therapy 1 of 1
Expiration date 01-Feb-2025

Lot number 49167G30

Dosage Form

Quantity Other If Other 4 Ounce(s)

Frequency Every 4 hours If Other

How was it taken or used Oral If Other

Date the person first started
taking or using the product

31-Jul-2023

Date the person stopped taking
or using the product

02-Aug-2023

Date the person reduced dose of
the product

CTU No.: FDA-CDER-CTU-2023-57020 | Department:  CFSAN | RCT No.:  RCT-1152268 | CTU Triage Date: 07-Aug-2023 | Total Pag
es: 7

 

 
 
 



Receipt No: RCT-1152268 FDA 3500B Form

Generated by: SYSTEM Generated on: 04-Aug-2023 16:17:04 Page 3 of 5

Give best estimate of duration

Is therapy still on-going? Yes
Why was the person using the product? (such as what condition was it supposed to treat) 1 of 1

Breast milk supplement

Returned to Manufacturer On

Section D - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number

Catalog Number

Lot Number

Serial Number

UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Date the implant was put in Date the implant was taken out (If

relevant)

Section E - About the Person Who Had the Problem
Person's Initials

Sex Female

Gender Cisgender woman/girl

Please Specify Other Gender

Age (specify unit of time for age) 10 Week(s)

Date of Birth

Weight 5.625 kg

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply)  American Indian or Alaska Native

 Native Hawaiian or Other Pacific Islander

 Asian

 White

 Black or African American

CTU No.: FDA-CDER-CTU-2023-57020 | Department:  CFSAN | RCT No.:  RCT-1152268 | CTU Triage Date: 07-Aug-2023 | Total Pag
es: 7
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Receipt No: RCT-1152268 FDA 3500B Form

Generated by: SYSTEM Generated on: 04-Aug-2023 16:17:04 Page 4 of 5

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)
Milk and Soy

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

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 1 of 1
Primary? Yes

Reporter is Patient?

Title

Last name

Middle Name

First name

Number/Street

City

State/Province NY

Country UNITED STATES

ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

CTU No.: FDA-CDER-CTU-2023-57020 | Department:  CFSAN | RCT No.:  RCT-1152268 | CTU Triage Date: 07-Aug-2023 | Total Pag
es: 7

(b) (6)

(b) (6)



Receipt No: RCT-1152268 FDA 3500B Form

Generated by: SYSTEM Generated on: 04-Aug-2023 16:17:04 Page 5 of 5

Department

Reporter Speciality

Today's date 04-Aug-2023

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

Yes

If you do NOT want your
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

No

CTU No.: FDA-CDER-CTU-2023-57020 | Department:  CFSAN | RCT No.:  RCT-1152268 | CTU Triage Date: 07-Aug-2023 | Total Pag
es: 7
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Receipt No: RCT-1154406 FDA 3500B Form

Generated by: SYSTEM Generated on: 14-Aug-2023 14:17:07 Page 1 of 5

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details
Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 3500B

Priority Routine

Override Auto Calculation Rule No

FDA Received Date 14-Aug-2023 CTU Received Date 14-Aug-2023

CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department

Case Priority Direct

Contact
Case
Reporter

First Name Last Name Email Address Phone

Section A - About the Problem
What kind of problem was it?
(Check all that apply)  Were hurt or had a bad side effect (including new or worsening symptoms)

 Used a product incorrectly which could have or led to a problem

 Noticed a problem with the quality of the product

 Had problems after switching from one product maker to another maker

Date the problem occurred 04-Aug-2023

Serious Yes

Did any of the following happen?
(Check all that apply)  Hospitalization - admitted or stayed longer

 Required help to prevent permanent harm

 Disability or health problem

 Birth defect

 Life-threatening

 Death

 Other serious/important medical incident(Please Describe Below)
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)

5 month old infant became sick with fever, diarrhea. Went to ER after 7 days of illness and tested positive for salmonella.
Potentially linked to powdered Similac 360 formula. Required hospitalization and IV antibiotics due to infection in bloodstream.
No other sick contacts in household with salmonella.

Relevant Test/Laboratory Data 1 of 2
Test Name BLOOD CULTURES Test Date 10-Aug-2023

Test Result Salmonella positive, gram 
negative rods

Test Unit

Low Test Range High Test Range

More Information Available?

CTU No.: FDA-CDER-CTU-2023-59113 | Department:  CFSAN | RCT No.:  RCT-1154406 | CTU Triage Date: 15-Aug-2023 | Total Pag
es: 7

 

 
 
 

(b) (6) (b) (6) (b) (6) (b) (6)



Receipt No: RCT-1154406 FDA 3500B Form

Generated by: SYSTEM Generated on: 14-Aug-2023 14:17:07 Page 2 of 5

Relevant Test/Laboratory Data 2 of 2
Test Name CSF CULTURE WHITE C

OUNT
Test Date 11-Aug-2023

Test Result 13 Test Unit MICROGRAMS PER LITR
E

Low Test Range 0 High Test Range 5

More Information Available?

Additional Comments

Section B - Product Availability
Do you still have the product in
case we need to evaluate it?

Yes

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

Yes

Section C - About the Products 1 of 1
Suspect Yes

Primary? Yes

Type Drug/Biologic

This report is about Food/Medical food

Name of the product as it
appears on the box, bottle,
or package (Include as many
names as you see)

Similac 360

Name of the company that
makes (or compounds) the
product

Abbott

Product Type(check all that
apply)  Over-the-Counter

 Compounded by a Pharmacy or an Outsourcing Facility

 Generic

 Biosimilar

Strength If Other

NDC number

Did the problem stop after the
person reduced the dose or
stopped taking or using the
product?
Did the problem return if the
person started taking or using the
product again?

Doesn't Apply

Drug Therapy 1 of 1
Expiration date 01-May-2025

Lot number 52593H40

Dosage Form

CTU No.: FDA-CDER-CTU-2023-59113 | Department:  CFSAN | RCT No.:  RCT-1154406 | CTU Triage Date: 15-Aug-2023 | Total Pag
es: 7

 
 
 
 



Receipt No: RCT-1154406 FDA 3500B Form

Generated by: SYSTEM Generated on: 14-Aug-2023 14:17:07 Page 3 of 5

Quantity If Other

Frequency If Other

How was it taken or used If Other

Date the person first started
taking or using the product

26-Jul-2023

Date the person stopped taking
or using the product

10-Aug-2023

Date the person reduced dose of
the product
Give best estimate of duration

Is therapy still on-going?
Why was the person using the product? (such as what condition was it supposed to treat) 1 of 1

Baby formula

Returned to Manufacturer On

Section D - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number

Catalog Number

Lot Number

Serial Number

UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)
Date the implant was put in Date the implant was taken out (If

relevant)

Section E - About the Person Who Had the Problem
Person's Initials

Sex Female

Gender Cisgender woman/girl

Please Specify Other Gender

Age (specify unit of time for age)

CTU No.: FDA-CDER-CTU-2023-59113 | Department:  CFSAN | RCT No.:  RCT-1154406 | CTU Triage Date: 15-Aug-2023 | Total Pag
es: 7

(b) (6)



Receipt No: RCT-1154406 FDA 3500B Form

Generated by: SYSTEM Generated on: 14-Aug-2023 14:17:07 Page 4 of 5

Date of Birth

Weight 6.3 kg

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply)  American Indian or Alaska Native

 Native Hawaiian or Other Pacific Islander

 Asian

 White

 Black or African American

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

Please list all allergies (such as to drugs, foods, pollen or others)
None

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)
N/A

List all current prescription medications and medical devices being used.
N/A

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

Section F - About the Person Filling Out This Form 1 of 1
Primary? Yes

Reporter is Patient?

Title

Last name

Middle Name

First name

Number/Street

City

CTU No.: FDA-CDER-CTU-2023-59113 | Department:  CFSAN | RCT No.:  RCT-1154406 | CTU Triage Date: 15-Aug-2023 | Total Pag
es: 7

 
 
 
 

 

(b) (6)

(b) (6)

(b) (6)

(b) (6)
(b) (6)



Receipt No: RCT-1154406 FDA 3500B Form

Generated by: SYSTEM Generated on: 14-Aug-2023 14:17:07 Page 5 of 5

State/Province MD

Country UNITED STATES

ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

Department

Reporter Speciality

Today's date 14-Aug-2023

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

No

If you do NOT want your
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

No

CTU No.: FDA-CDER-CTU-2023-59113 | Department:  CFSAN | RCT No.:  RCT-1154406 | CTU Triage Date: 15-Aug-2023 | Total Pag
es: 7

(b) (6)

(b) (6)
(b) (6)
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Receipt No: RCT-1089940 FDA 3500B Form

Generated by: SYSTEM Generated on: 09-Jan-2023 00:49:16 Page 1 of 5

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details
Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 3500B

Priority Routine

Override Auto Calculation Rule No

FDA Received Date 09-Jan-2023 CTU Received Date 09-Jan-2023

CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department  
Case Priority Direct

Contact
Case
Reporter

First Name Last Name Email Address Phone

Section A - About the Problem
What kind of problem was it?
(Check all that apply)  Were hurt or had a bad side effect (including new or worsening symptoms)

 Used a product incorrectly which could have or led to a problem

 Noticed a problem with the quality of the product

 Had problems after switching from one product maker to another maker

Date the problem occurred 08-Jan-2023

Serious Yes

Did any of the following happen?
(Check all that apply)  Hospitalization - admitted or stayed longer

 Required help to prevent permanent harm

 Disability or health problem

 Birth defect

 Life-threatening

 Death

 Other serious/important medical incident(Please Describe Below)

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)

I recently started to give my baby the Similac 360 Total Care 8oz ready-to-use formula besides my Enfamil ones, but I noticed
multiple times of her dark green watery stools which look like diarrhea very much, and I could hear the diarrhea-like sound in
her belly shortly after consuming the formula. I never found this problem after using the Enfamil Nueropro ready-to-use formula
in any size. And since the use of the Similac ones, my baby seems to have become tempered, she won't eat quietly as she
used to be, no matter bottles or breast milk. I suspect that there are quality issue with these 8oz packagings.

Relevant Test/Laboratory Data 1 of 1
Test Name Test Date

Test Result Test Unit

Low Test Range High Test Range

More Information Available?

CTU No.: FDA-CDER-CTU-2023-1802 | Department:  CFSAN | RCT No.:  RCT-1089940 | CTU Triage Date: 09-Jan-2023 | Total Page
s: 6
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Receipt No: RCT-1125032 FDA 3500B Form

Generated by: SYSTEM Generated on: 22-Apr-2023 14:18:18 Page 5 of 5

Department

Reporter Speciality

Today's date 22-Apr-2023

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

Yes

If you do NOT want your
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

No

CTU No.: FDA-CDER-CTU-2023-30162 | Department:  CFSAN | RCT No.:  RCT-1125032 | CTU Triage Date: 24-Apr-2023 | Total Pag
es: 8







(CONTINUATION PAGE)
For use by user-facilities, 

importers, distributors, and manufacturers 
for MANDATORY reporting

Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (For continuation of C.2 and/or D.11; please distinguish)

Other Remarks

B.5. Describe Event or Problem (continued)

B.6. Relevant Tests/Laboratory Data, Including Dates (continued)

B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc ) (continued)

Event title: --CONFIDENTIAL--  
-------------------------------------- 
Describe the event or problem: At approximately 2330, a staff member from our NICU (neonatal intensive care unit) 
retrieved an unexpired infant formula to feed an infant patient. The formula appeared to be spoiled and unsafe to 
use. The Staff member noticed that formula Sim Neo sure 22 RTF, Lot #41792X8, expiring on 06/01/23, was sour 
smelling and clumpy even after shaking. The Unit Tech did not feed the formula to the baby but threw it away. 
-------------------------------------- 
What was the original intended procedure? : Infant feeding. 
-------------------------------------- 

FORM FDA 3500A (10/15) (continued)
MEDWATCH

Page 3 of 5
4500150000-2023-8001UF/Importer Report # 



(CONTINUATION PAGE)
For use by user-facilities, 

importers, distributors, and manufacturers 
for MANDATORY reporting

Other Remarks (For continuation of A and/or D; please distinguish)

FORM FDA 3500A (10/15) (continued)
MEDWATCH

Page 4 of 5

Additional Information for Device #1 :  
============================== 
Is this a laboratory device or laboratory test? [No] 
============================== 

Additional Information for Patient #1 :  
============================== 
Other information about the patient that may have 
influenced the outcome of the event: Formula did not 
reach infant. 
============================== 

4500150000-2023-8001UF/Importer Report #
 



4500150000-2023-8001

(CONTINUATION PAGE)
For use by user-facilities, 

importers, distributors, and manufacturers 
for MANDATORY reporting

FORM FDA 3500A (10/15) (continued)
MEDWATCH

Page 5 of 5

Other Remarks (For continuation of B5)

UF/Importer Report #
 







(CONTINUATION PAGE)
For use by user-facilities, 

importers, distributors, and manufacturers 
for MANDATORY reporting

Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (For continuation of C.2 and/or D.11; please distinguish)

Other Remarks

B.5. Describe Event or Problem (continued)
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Event title: --CONFIDENTIAL--  
-------------------------------------- 
Describe the event or problem: Situation: 
Mother of patient (MOP) reached out to provider (MD) and registered dietitian (RD) via MyChart message to inform 
them that they had been using the &quot;Abbott plastic bottles provided by the hospital&quot; to measure water for 
patient&#39;s formula. Family recently purchased different brand name bottles and when they poured the 6.5 ounces 
of water, as measured in the Abbott bottle, into the new bottles (Dr Brown and Everflow), it measured to the 7 
ounce line in both bottles. In a later message, MOP confirmed that she also poured the 6.5 ounces of water, as 
measured in the Abbott bottles, into a household measuring cup and it also measured at 7 ounces. MOP expressed 
concern that if the volume of water she has been using in the formula recipe is more than the volume recommended, 
the caloric concentration of the formula may have been less than intended, which may have contributed to her 
daughter&#39;s history suboptimal weight gain. 
Background: 
Patient is an 18 month old (15 month corrected) ex-25 weeker with dysphagia, GERD, tracheobronchomalacia, FTT, and 
subglottic cysts who is GT dependent. She was last seen in GI clinic on 6/21/23 at which time she was transitioned 
from an infant to pediatric formula and given updated mixing instructions for the new formula (Neocate Jr -- Mix 4 
scoops 5 oz water = ~25 kcal/oz). Patient has a GT and MOP has been using the Abbott bottle to measure the water 
she mixes with the patient&#39;s formula before mixing and providing to the patient. 
Assessment: 
The possible inaccuracy of the Abbott bottles was brought to the attention of  management and 
additional testing using gram weight scales to measure water (1 gram water = 1 mL of water) were performed to 
assess the accuracy of the marked measurements on the bottle.  Manager found 
discrepancies of measurements at the 120 mL, 150 mL, 180 mL, 200 mL, 210 mL, 250 mL, and 6.5 fluid ounce marks. The 

 Manager of , found findings consistent with ours at the 50 mL, 100 mL, 120 
mL, 150 mL, and 200 mL marks using various Abbott bottle samples. Testing was completed with various 8 ounce Abbott 
bottles and discrepancies were found across all bottles (variations from bottle to bottle ranging from 2-11 mL). In 
one of our tests, each line on the Abbott bottle was below the actual amount of water required to equal the 
designated volume of water. For example, when to the 6.5 fluid ounce line (consistent with ~192 mL of water or ~192 
grams of water), the actual amount measured to reach the marked line was ~188 mL or ~188 grams of water. When we 
filled water up to the 6.5 fluid ounce line, it was actually less water than it should have been. This is the same 
way of saying in order to reach a certain weight of water (e.g 200 grams) it required us filling the bottle up to 
~210 mL (above the marked line) to achieve the correct measurement. 
Recommendation: 
Given the large discrepancy found between different bottle samples using the same 8 ounce Abbott bottle product, we 
are recommending for 8 ounce bottles to be removed from the food service department and hospital units and no 
longer be used in patient care, or be handed out to patients and their families upon discharge. In an effort to 
provide education to families, we are also proposing the development of an educational handout that could list 
example products (gram weight scales and volume measurements) that could be provided to families during discharge 
education to ensure that families are aware of how to accurately measure water when mixing formula.  
 
8/22:  lot numbers of boxes in which bottles were tested were 54031VY00, 53026VY00, and 53027VY00.  

 has removed these from circulation and have in-serviced staff not to use these bottles. I have given all 
bottles left on hand in Food Services to Abbott Nutrition rep Michelle Anderson 
(  Manager) has coordinated with Michelle Anderson (Abbott Representative) to have a couple cases 
of these 8 oz plastic milk bottles (item 1040/REF 00875) picked up so Abbott&#39;s Quality Assurance team can 
review the volumetric discrepancies found 
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