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B5. Describe Event, Problem or Product Use/Medication Error:
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Child had an elevated blood lead level of 9.1 per venous draw on 10/25/23. Mother has since called in and stated that the child had been eating the recalled WanaBana Apple Cinnamon Fruit Puree pouches which she had received from a
food bank and had also bought from dollar tree. Mother estimates child was sometimes eating up to two to three packs of the fruit puree per day.
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B6. Relevant Tests/Laboratory Data:
Test 1 
Test Date:

Test Name:

Test Result:

Test Unit:
Low Test Range:
High Test Range:
Test 2 
Test Date:

Test Name:

Test Result:

Test Unit:
Low Test Range:
High Test Range:
Test 3 
Test Date:

Test Name:

Test Result:

Test Unit:
Low Test Range:
High Test Range:
Test 4 
Test Date:

Test Name:

Test Result:

Test Unit:
Low Test Range:
High Test Range:

Page 3 of 9

25-Oct-2023

9.1

0

UG/DL

venous lead level
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B6. Relevant Tests/Laboratory Data:
Test 5 
Test Date:

Test Name:

Test Result:

Test Unit:
Low Test Range:
High Test Range:
Test 6
Test Date:

Test Name:

Test Result:

Test Unit:
Low Test Range:
High Test Range:
Test 7 
Test Date:

Test Name:

Test Result:

Test Unit:
Low Test Range:
High Test Range:
Test 8 
Test Date:

Test Name:

Test Result:

Test Unit:
Low Test Range:
High Test Range:
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B6. Additional Comments:

B7. Other Relevant History, Including Preexisting Medical Conditions:
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Have not been able to rule out that the Elevated blood lead level could be environmental. Plan to recheck 3 months from test date to see if lead level decreases since child has stopped eating the applesauce.

Lead level should be 0. Anything 3.5 or higher is considered elevated blood lead level, anything
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C. PRODUCT AVAILABILITY
C1. Product Available for Evaluation?
C1. Returned to Manufacturer on: 
C2. Do you have a picture of the product? 

D. SUSPECT PRODUCTS
Product 1
D1. This report involves:

D1. Name:

D1. Strength:
D1. Manufacturer/Compounder:
D1. NDC # or Unique ID:
D1. Lot #:
D2. Dose or Amount:
D2. Frequency:
D2. Route:

D3. Treatment Dates/Therapy Dates:
Start Stop

Is therapy still on-going?
D4. Diagnosis for Use:

D5. Product Type:

OTC (Over-the-counter)
Compounded
Generic
Biosimilar

D6. Expiration Date:
D7. Event Abated After Use Stopped or Dose Reduced?
D8. Event Reappeared After Reintroduction?
Product 2
D1. This report involves:

D1. Name:

D1. Strength:
D1. Manufacturer/Compounder:
D1. NDC # or Unique ID:
D1. Lot #:
D2. Dose or Amount:
D2. Frequency:
D2. Route:

D3. Treatment Dates/Therapy Dates: Give best estimate of duration
Is therapy still on-going?

D4. Diagnosis for Use:

D5. Product Type:

OTC (Over-the-counter)
Compounded
Generic
Biosimilar

D6. Expiration Date:
D7. Event Abated After Use Stopped or Dose Reduced?
D8. Event Reappeared After Reintroduction?

Page 6 of 9

Give best estimate of duration

StopStart

Dose Reduced

Cosmetic
Dietary supplement
Food/medical food
Other

Cosmetic
Dietary supplement
Food/medical food
Other

Dose Reduced

Yes

No

Doesn't apply

WanaBana Apple Cinnamon Fruit Puree pouches

Doesn't apply
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E. SUSPECT MEDICAL DEVICE

E1. Brand Name:

E2a. Common Device Name:
E2b. Procode:
E3. Manufacturer Name, City and State:

E4. Model #:
E4. Catalog #:
E4. Serial #:
E4. Lot #:
E4. Expiration Date:
E4. Unique Device Identifier (UDI) #:

E5. Operator of Device:

Health Professional

Patient/Consumer

Other

E6a. If Implanted, Give Date:

E6b. If Explanted, Give Date:

E7a. Is this a single-use device that was reprocessed and
reused on a patient?

E7b. If Yes to Item 7a, Enter Name and Address of
Reprocessor:

E8. Was this device serviced by a third party servicer?
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WanaBana Apple Cinnamon Fruit Puree pouches
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F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product Name

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

13. 

14. 

15. 

16. 

17. 

18. 

19. 

20. 

21. 
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Therapy Start Date Therapy End Date
WanaBana Apple Cinnamon Fruit Puree pouches
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