Instructions for Completing the MedWatch Voluntary Reporting Form (3500) for adverse events involving decorative contact lenses.  This same information can be provided for all contact lens related adverse events.  
This form can be found at https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm.

Please provide the following information if available:  
· In B.5 write on the form the diagnosis prefaced by the association with decorative lenses such as “DECORATIVE CONTACT LENS RELATED-Corneal Ulcer” and then describe details of the adverse event including information, such as:
· age and sex of the patient

· where was the patient initially seen (e.g., emergency room, pediatrician’s office, acute care clinic, eye provider’s clinic)

· which eye has the problem, or list both eyes if applicable
· whether the lens was sold under a prescription
· approximate daily wear time in hours per day 

· whether the patient is a habitual contact lens wearer or first time wearer

· was the patient following a physician-prescribed lens care regimen and if not, was the patient sharing the lenses, sleeping in the lenses, storing in tap water, or engaging in any other high risk lens care behaviors
· what lens care products was the patient using

· was the user traveling overseas when the event occurred

· treatment course and outcome with visual acuity

· surgical procedures required to improve outcome

· Name and address of the distributor of contact lens if known 

· website where purchased, if applicable

· name of establishment and address where purchased, if applicable.  

· did the parents know/consent to patient wearing lens if the patient is a minor

· In B.6, please report culture results if taken, indicating the organism isolated 
· In B.7, please provide prior ocular history or relevant systemic history (e.g., diabetes, immunosuppression, auto-immune disease, other infectious problems, eating disorder, depression, and other mental health issues), topical steroid or topical anesthetic use.  Social history such as tobacco use, alcohol, and recreational drugs, etc.
· In E section, write from the lens label or from the patient’s report

· From the label:
· Enter the brand of the contact lens if known

· Enter the name and address of the manufacturer of the contact lens

· Lot number if available

