DEPARTMENT OF HEALTH AND HUMAN SERVICES Fo”_“ Approved: OMB No. 0910-0291
Food and Drug Administration Expires: 6-30-2025
See PRA statement on page 6.
FORM 3500A e on
For use by user-facilities, importers, distributors UF/importer Report #
and manufacturers for MANDATORY reporting Exemption/Variance #

Note: For date prompts of “dd-mmm-yyyy” please use 2-digit day, 3-letter month abbreviation, and 4-digit year; for example, 01-JAN-1900.

1. Patient Identifier (/In confidence) 2. Age
|:| Year(s) I:l Week(s)

[IMontnh(s) []Day(s)

or Date of Birth (e.g., 07-Jan-1900)

3. Sex: Enter the patient’s sex at birth
(the sex that a person has or was
assigned to at birth).
[IMale SECTION REMOVED
[]Female
4. Weight 5. Ethnicity (Check one) 6. Race (check all that apply)
I:l Ib |:| Hispanic/Latino DAmerican Indian/Alaska Native |:| Native Hawaiian/
kg [J Not Hispanic/Latino [JAsian Other Pacific Islander
|:| Black or African American I:l White
1. Type of Report (check all that apply) 2. Outcome Attributed to Adverse Event (check all that apply)
D Adverse Event I:l Death — Date of death (07-JAN-1900):
|:| Product Problem |:| Life-threatening |:| Required Intervention to Prevent
(e.g., defects/malfunctions) [] Hospitalization (initial or prolonged) Permanent Impairment/Damage
D Other Serious or Important |:| Disability or Permanent Damage
Medical Events |:| Congenital Anomaly/Birth Defects

3. Date of Event (07-JAN-1900) 4. Date of this Report (07-JAN-1900)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
* Please see instructions
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5. Describe Event or Problem

6. Relevant Test/Laboratory Data Date (07-JAN-1900) Relevant Test/Laboratory Data Date (07-JAN-1900)

Additional comments
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