Title: AE & Complaint Documentation — Client Report

Pages: 1of3

I. Person Reporting Problem:
Name: | Title: | Degree:
Affiliation:
Address: | City: | State: | Zip:
Phone: | Fax:
I1. Patient:
Identifier: Age: Gender: | Race:
Height: Weight: Approx No. of prior maggot treatments:
Indication for treatment: Etiology of Wound Description of wound
[ Debridement "I Pressure ulcer Anatomic Location:
"] Disinfection 7] neuro- &/or vascular foot ulcer Blmtat(15|c?ns:
[J Stimulation of healing [J venous or other chronic leg ulcer uration:
[J Other: [] Trauma or surgery Alternate treatment:

[l Burn

[] Other
Medical Problems: Current Medications:
Il. Patient Outcome:
Select the best fit. Elaborate or explain in the narrative, below.
[1 None
[1 Inconvenience
[J Minor medical problem, resolved
(] Major problem, requiring hospitalization and/or surgical intervention (date: )
[J Permanent disability
[J Death (date: )
[1 Congenital anomaly
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V. Device:
] Medical Maggots (Batch # if known: ) Applied by: [ Experienced therapist
[1 Creature Comforts (Batch # if known: ) [1 Inexperienced therapist
[] Other: [1 Patient or non-medical personnel
[] Other: Date applied: Date removed:
[] Other: Date problem first noticed:

Product available for evaluation: [JYES [1NO

V. Narrative, below. Use extra sheets, if necessary. Attach additional supportive data or lab results.

Describe problem; include relevant data, tests, concomitant medical product(s) and preexisting medical

conditions:

Person completing this form:

| attest that this form is completed truthfully, to the best of my knowledge

(Print Name) (Signature)

To be completed by Monarch Labs

Number: Rec date: Rec by: Response to Complainant
(Date)
Reviewed & Approved by Management CAPA necessary?
(Name) | (Sig) Y/ N/NA #

F-1402-01-02_AE & Complaint Documentation — Client Report_Rev A

CONFIDENTIAL




Title: AE & Complaint Documentation — Client Report

Pages: 30f3
Revision History:
Date .
DCO | Initiated Rev Date
Change 4 by Summary of Changes # | Implement Approved by
Initiated
F-1402-01-02_AE & Complaint Documentation — Client Report_Rev A CONFIDENTIAL




