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Medical Product Recalls and Safety Alerts


Occasionally, drugs and medical products are recalled or issued “safety alerts” by the U.S. Food and Drug Administration (FDA).  Medical practices often receive calls from patients who hear about such events on the news or read about them on the internet.  Sometimes, manufacturers will contact physicians in advance to inform them of the impending recall or safety alert. 

Here are some commonly asked questions and answers from physician offices about medical product recalls:
Q:  Some of our patients saw a report on the news about a drug that is said to carry a risk of death in some patients.  They are starting to call us.  What should we do?

A:  First, you must determine if this drug has been recalled, or is simply being studied due to reports of adverse reactions.  There are two places to check for this information.  The first, and most informative, is the website of the FDA: www.fda.gov (click on the link for Recalls, Product Safety).  The second source is the website of the drug or device manufacturer.  For example, in the case of Vioxx®, the manufacturer, Merck, listed a fair amount of information on its website when the drug was voluntarily withdrawn from the market.

Q:  We found out that the drug (or product) has NOT been recalled, but has been given a “safety alert” by the FDA.  What should we do?  Do we need to notify all of our patients?

A:  In most cases, patient identification and notification is not necessary.  Read the information from the FDA carefully, as it will often include instructions to healthcare providers.  Also, the FDA may post a list of questions and answers about the safety alert on their website.  Gather as much information as possible.  Then, if patients call, you will be prepared to share the official instructions from the FDA.  Offer to provide patients with a copy of the information.  

If the drug or product will continue to be used in your practice, we recommend instituting a more thorough informed consent process.  Discuss the use of the drug or device with patients, including all possible risks and complications, and have them sign a consent form.  Document all discussions with patients and archive copies of any educational material distributed.       
Q:  We found out that the drug (or product) HAS been recalled.  What should we do?  Do we need to notify all of our patients?
A:  In this situation, we advise that you notify all of your patients who may be affected by the recall.  The following steps are recommended with a drug recall:
1.  Identify all patients who have been prescribed the drug or given a sample of the drug.  You may wish to contact all of the pharmacies in your area and obtain a list of patients from your practice who have received it.
2.  Contact those patients via phone or letter to let them know about the recall.  Advise them to discontinue taking the drug and contact your office for alternative treatment options.  Use the sample letters found at the manufacturer’s website as a template for your mailing or phone call.

3.  If you have an automated phone system, consider adding a message to all callers advising them to discontinue taking the drug and to contact the office to discuss alternative treatment options.
4.  Identify an alternative medication or treatment for patients currently taking the drug.

5.  Have your triage staff ask all patients if they are currently taking the drug, and if so, to discontinue use.  Have them inform patients of alternatives and/or to schedule an appointment with the prescribing provider.  This advice may need to be patient specific. 
6.  Thoroughly document your information and any advice given to the patient in the medical record.  If a letter was sent to the patient, place a copy in the medical record.  
B.  Another type of recall may involve surgical products or materials.  In this scenario, the following steps are recommended:

1.  Work with the hospital or other facility to identify patients who received the product. 

2.  Offer to schedule an in-person appointment for each identified patient.  

3.  Or, if a large number of patients are involved in the recall, consider holding general education sessions as a first step.  In this case, we recommend a physician lead the sessions.  Offer one to two sessions per week for a minimum of two weeks, depending upon the number of individuals affected.  (For example, offer a session on two nights one week, two different nights the next week, and consider holding a session on Saturday).  Distribute the manufacturer’s material and be prepared to discuss generic situations that would not compromise patient confidentiality.  Always offer in-person appointments to those who wish to be seen on an individual basis. 

4.  Do not charge the patient for an individual appointment, though you may be able to obtain reimbursement from the manufacturer for the appointment.  Contact the manufacturer to discuss any reimbursement options. 

5.  Explain the situation.  Let patients know the risks associated with the recall (e.g., infection, pain, etc.).
6.  Answer the patient’s questions and concerns.
7.  Thoroughly document your information and any advice given to the patient in the medical record.  If a letter was sent to the patient, place a copy in the medical record.  
8.  If the patient needs another procedure or additional testing, you should work with the manufacturer, the hospital and potentially the payor to determine coverage for a second procedure or follow up care.  

Key points regarding recalls:

Each situation is different, and it is important to gather as much information as possible about the recall before beginning the patient notification process.  Your first stop should be www.fda.gov, followed by the manufacturer’s website.  Should you have further questions, please contact Medical Mutual at 1-800-662-7917.
Q:  Will we be sued as a result of the recall?

A:  Most product liability cases are directed at the manufacturer, not the physician.  However, if there is evidence that a physician continued to use a drug or device AFTER it was deemed unsafe by the FDA or the manufacturer, there is a small risk that he or she could be named in a suit.  
Attorneys representing patients in lawsuits against medical manufacturers may occasionally contact physicians to obtain medical opinions, either informally, or via a deposition.  We do not recommend speaking to any attorneys without first contacting Medical Mutual.
And, as always, should you ever be named in a lawsuit, contact your claims representative at Medical Mutual immediately. 
DISCLAIMER: We are pleased to provide you with this information and hope that you find it useful, but we should remind you that it is not intended as legal advice. We have found that the use of such information reduces the risk of medical malpractice claims, but we cannot guarantee that using this information will prevent a claim brought against you.  
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