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Use MedWatch to Report Sharps Injuries

Q. What is MedWatch?

A. MedWatch is a voluntary program of the United States Food and Drug Administration
(FDA) for healthcare professionals and consumers to report serious adverse events and
serious problems with drugs and medical devices they prescribe, dispense or use.

Q. How does it relate to me?

A. If you receive an injury or blood exposure from needles or other sharps, MedWatch is a
good avenue for recording your injury. MedWatch should also be considered for reporting
other medical device related problems such as allergic reactions to latex or glove additives,
glove failures (e.g. finding blood inside a glove with no visible holes), and surgical adhesions
and granulomas caused by glove powder. MedWatch is confidential and the FDA does not
notify the health care provider's employer that a MedWatch report was filed.

Q. Why report to MedWatch?

A. Your report, combined with others, provides a driving force for change:

+ Get counted! Reporting failures and problems provides an accounting of product
shortcomings and provides a driving force for safer products. It also provides data that
justifies the need for better-engineered safety needles and sharps.

+ Since FDA governs medical devices, they are in a key position for influencing
development of better products. Feedback about injuries from healthcare
professionals can be a prompt for taking action.

+ Healthcare professionals who work in a healthcare facility and have a device-related
illness or injury are considered “patients” of that facility. Healthcare workers’
experiences are reportable just as if it had happened to a patient in that facility.

Q. The FDA says that MedWatch is for reporting "SERIOUS adverse events”. What if
the FDA doesn’t consider my injury or exposure serious enough?

A. According to the FDA, “"While voluntary MedWatch reporting with Form 3500 is designed
for serious reports only, you are welcome to report even if your case does not meet
any of these specific criteria and you feel strongly that FDA should review the
report.” In other words, even if your injury or exposure turns out to be non-life threatening
(or you're not yet sure of long term health effects), you still have the right to report. It is
important to report, because the next person to be injured may not be so lucky.

Q. How do I use MedWatch for a sharps or needle injury or blood exposure?
A. Report your injury to MedWatch by phone, online, or by submitting the MedWatch 3500
form by mail or fax.

When you fill out your report, be very specific about the device - manufacturer,
model, type, size, and any other information available. If you don’t know the specifics about
the device, provide as much information as you can. Sketches, measurements, component
colors, and the like can all be helpful information.



Forms and instructions for using MedWatch are available by calling the FDA at 800-
FDA-1088 or online at:
+ MedWatch home page of general information - http://www.fda.gov/medwatch/index.html
+ MedWatch FDA Form 3500 - http://www.fda.gov/medwatch/safety/3500.pdf (this is a
postage paid MedWatch Form)
+ Instructions for Completing MedWatch FDA Form 3500 -
http://www.fda.gov/medwatch/report/consumer/instruct.htm
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MedWatch Program Summary

Reporting is: | Voluntary

Who reports: | Individual health professionals or consumers

What prompts a | Observation of a serious adverse event associated with any medical product,
report: | including any patient* outcome that results in:

e Death

a life-threatening event

hospitalization

disability

congenital anomaly

the need for medical or surgical intervention to prevent permanent

damage or impairment, or

e you are welcome to report even if your case does not meet any of these
specific criteria and you feel strongly that FDA should review the report

FDA is also interested in product problems, including:

e inaccurate or unreadable labeling

e packaging or product mix-up

e suspected contamination

e questionable stability

e defective devices

e therapeutic failures

e product confusion (caused by name, labeling, design or packaging).

*Healthcare professionals who work in user facilities and sustain a device-
related illness/injury (or death) are considered “patients” of that user
facility.

Does one have to | Health professionals do not need to prove causality; a suspected possible
establish | association between a product and an adverse outcome is sufficient reason
causality? | to report.

More information is available on the SHP Website: Sustainable Hospitals Project

http://www.sustainablehospitals.org Phone: 978-934-3386
Email: shp@uml.edu
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ADVICE ABOUT VOLU

Report adverse experiences with:
* medications (drugs or biologics)
medical devices (including in-vitro diagnostics)

special nutritional products (dietary
supplements, medical foods, infant formulas)

cosmetics
medication errors
Report product problems — quality, performance
or safety concerns such as:
* suspected contamination
* questionable stability
* defective components
* poor packaging or labeling
* therapeutic failures

Report SERIOUS adverse events. An event
is serious when the patient outcome is:

¢ death

life-threatening (real risk of dying)
hospitalization (initial or prolonged)

disability (significant, persistent or permanent)
congenital anomaly

* required intervention to prevent permanent
impairment or damage

Report even if:
* you're not certain the product caused the
event

* you don’t have all the details

NTARY REPORTING

How to report:
* just fill in the sections that apply to your report
* use section C for all products except
medical devices
e attach additional blank pages if needed
* use a separate form for each patient

* report either to FDA or the manufacturer
(or both)

Confidentiality: The patient’s identity is held in strict
confidence by FDA and protected to the fullest extent of
the law. FDA will not disclose the reporter’s identity in
response to a request from the public, pursuant to the
Freedom of Information Act. The reporter’s identity,
including the identity of a self-reporter, may be shared
with the manufacturer unless requested otherwise.

If your report involves a serious adverse event
with a device and it occurred in a facility outside a doc-
tor’s office, that facility may be legally required to report to
FDA and/or the manufacturer. Please notify the person in

that facility who would handle such reporting.

Important numbers:
* 1-800-FDA-0178 to FAX report

* 1-800-FDA-1088 to report by phone or for
more information

¢ 1-800-822-7967 for a VAERS form for vaccines

To Report via the Internet:
https://www.accessdata.fda.gov/scripts/medwatch/
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