
   FDA, Patient Engagement Advisory Committee Meeting, Medical Device Recalls, 10-6-21 

Patients should be informed when their medical device is recalled. I found the recall notice for my 
implant on the internet the year after the device was recalled and after the failed device had done 
substantial damage. The device ground out my bone like sandpaper and caused the bone in the area of 
the device stem to enlarge and thin. 

We live in an age of unprecedented accountability. My goal is to see that procedures are put in place to 
inform patients of the recall of their medical device. This is a very actionable and achievable goal and the 
technology already exists. Informing patients has been accomplished in other countries as well as in the 
private sector in the United States. This needs to be a priority. 

I have worked with the ethics and bioethics departments at a Chicago University. Both departments 

informed me that ethics is the study of the standards of right and wrong and that there are not two 

sides to this issue. Patients should be informed when their medical device is recalled. 

• Patients have a right to know that the medical device implanted in their body has been recalled, 
why it has been recalled and the risks of leaving the implant in versus taking it out. 

 

• Patients sustain serious damage because they do not know that their medical device has been 
recalled and that they should seek medical help.  

 

• Patients suffer physically and emotionally when information and treatment are withheld. 
 

• There is potential injury to the standing of the FDA and the medical profession. 

 

My implant replaced the broken radial head in my elbow. The failed implant did too much damage to 
allow me to have a second implant. The radial head makes up 2 of the 3 joints in the elbow. I am now 
missing two thirds of my elbow. 

The delay increased the likelihood of a greater number of complications, more severe complications and 
the faster onset of complications. The damage is painful, debilitating, permanent and degenerative and 
has drastically impacted my quality of life. Surgeries to manage these complications are likely.  

I saw my treating surgeon two times after the recall. I presented with symptoms of a loose radial head 
implant during those two visits. I was not informed of the recall.  

Despite my symptoms of a loose implant and the recall notice which stated that the implant could come 
loose, my treating surgeon informed me that he thought my recovery had run its course. 

Five and a half weeks later I saw a different doctor who took X-rays. I was told that the implant had been 

loosening for at least a year. I still did not know about the recall. 

I then saw 3 specialists who explained that my symptoms were associated with a loose implant. All 
recommended surgery to remove the implant.  None informed me of the recall.  



When I was asked what the name of my implant was so that the instructions to remove it could be 
obtained, I looked the implant up on the internet and was stunned to find out that it had been recalled. 

My beliefs regarding the safety I expected the FDA and medical profession to provide were shattered. 
The damage done to my body could have been prevented. 

As you will see in the information in this pdf, doctors are not required to tell patients that their medical 
device has been recalled.  

Please note: my treating surgeon acknowledged that I had not been discharged from his care when he 
learned of the recall. One of the 3 specialists that I saw acknowledged that he knew at the time of my 
visit with him that the device had been recalled.  

I have considerable information and insights to share. You may obtain my contact information through   
Letise Williams, Designated Federal Officer   letise.williams@fda.hhs.gov   301–796–8398. 

Thank you. Mary Baude 

Included in this pdf: 

• X-ray showing the damage to my arm.  

• Possible Procedures to Inform Patients. (2 pages) 

• Hospital “sticker sheet” from my surgery.  (1 page) 

• Page from FDA Guidance for Industry regarding recalls and indicating that the FDA does not 

require industry to follow FDA recommendations.  (1 page) 

• Manufacturer Recall Strategy for my implant showing the FDA recommendation that the depth 

of the recall should be to the consumer/user level. The manufacturer’s recommended depth of 

recall is shown here as the hospital level.  (3 pages) 

• Manufacturer Urgent Notice for my implant to their customers, hospitals and facilities, showing 

the manufacturer did not follow FDA recommendation that the depth of recall be to the 

consumer/user level.  (3 pages) 

• FDA recall notice for my implant showing the depth of recall is to the hospital level and not to 
the FDA recommended consumer/user level. Action to be taken- facilities asked to remove and 
return any product.  (2 pages) 

• United Kingdom recall notice for my implant - action to be taken- notify patients. The required 
standard of care for patients is also included. (3 pages) 

• FDA recall notice for a Tornier implant showing that doctors were notified but that the doctors 
were not asked to notify patients. (1 page) 

• FDA page regarding GUDID which states it does not contain any information about patients or 

anyone who uses the device.  (1 page) 

• GUDID information on my implant. Does not state the implant was recalled. (2 pages) 

• Summary (1 page) 

mailto:letise.williams@fda.hhs.gov


 

 

 

 

 

 

 

 

 

 

 



Possible Procedures to Notify Patients 

The UDI is not needed in order to notify patients that their implant has been recalled. Hospitals have all 

of the information needed, even without the UDI, to notify patients of a recall. 

Included in this pdf, please find: 

• The sticker sheet created during my surgery. I have removed my identifying information. 

• Links to current databases that could be used as templates. 

 

The lower left of the implant sticker sheet indicates that this is the sheet that the hospital has 

designated to be used to mount the stickers from the implant packages. The stickers are mounted at the 

time of the surgery.  

Included on the sticker sheet: 

• The manufacturer, Synthes 

• The REF number which is the part number of the device. It is the catalog number.  

• The lot number is also shown.  

• There is also a description of the device.  

• My name, which I have removed, is on the sticker sheet. The sticker sheet is part of the hospital 

record of my surgery.  

This is sufficient information for the hospital to link me with the implant. There are also other ways for 

the hospital to obtain the above information- package barcodes, UDI. 

The manufacturer sent the URGENT NOTICE to the hospital, their customer. The hospital had purchased 

the medical device.  

The URGENT NOTICE provides the hospital with the same information as is on the sticker sheet: 

• The manufacturer, Synthes 

• The REF number which is the part number of the device. It is the catalog number.  

• The lot number, in this case, the entire system, all lots, were removed globally 

• There is also a description of the device.  

The hospital uses the information in the URGENT NOTICE to: 1. determine if they have any of the 

product still on their shelves. 2. If so, the hospital returns the product to the manufacturer.  

In the same way, the hospital can use this information to 1. determine if there were any patients 

implanted with the device. 2. If so, the hospital can inform the patient of the recall. 

 

 

 

 



Other databases 

There are many databases that hospitals could use as a template to notify patients that their implant 

has been recalled.  

 

American Academy of Orthopaedic Surgeons 

Below is the link for The AAOS American Joint Replacement Registry,  

https://www.aaos.org/registries/registry-program/american-joint-replacement-registry/ 

The second section, AJRR Data Elements Collected, includes patient information, hospital, surgeon 

and implant information. Note the UDI is not included or necessary. 

The AAOS does not notify patients. Their registry is used as a research tool and resource. Their database 

appears to have the ability to be modified somewhat and used to notify patients. 

Scrolling down near the bottom of their website, please see that there are also state registries. 

 

Kaiser 

The Kaiser Family Foundation works to improve healthcare.  

Below is the link for their implant registry, The Kaiser Permanente Implant Registries. Under “goals”, you 

can see that they notify the patients in their system that their implant has been recalled. 

https://national-implantregistries.kaiserpermanente.org/about 

Below is a link for the Kaiser Family Foundation.  

https://www.kff.org/more-about-the-kaiser-family-foundation/  

 

                                                                          Wikipedia 

Wikipedia is actually a good resource in this case. Below is the Wikipedia link to Joint Replacement 

Registry. It gives links to 31 worldwide registries. You can use the links to get an idea, an overview of 

databases that are out there. 

https://en.wikipedia.org/wiki/Joint_replacement_registry 

 

 
 

https://www.aaos.org/registries/registry-program/american-joint-replacement-registry/
https://national-implantregistries.kaiserpermanente.org/about
https://www.kff.org/more-about-the-kaiser-family-foundation/
https://en.wikipedia.org/wiki/Joint_replacement_registry
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Class 2 Device Recall Tornier Latitude Elbow 
Prosthesis 

 

Date Initiated by Firm June 23, 2011 

Date Posted August 29, 2011 

Recall Status1 Terminated 3 on July 17, 2012 

Recall Number Z-3082-2011 

Recall Event ID 59399 

510(K)Number K100562    

Product Classification Prosthesis, elbow, semi-constrained, cemented - Product Code JDB 

Product Latitude", Tige Humerale, Humeral Stem, Medium 77 mm, Humeral Stem Right, For 
Cemented use only, Sterile R, REF 0030402, Tornier In. Edina, MN 55435 USA. 
 
The Tornier In. Latitude Elbow Prosthesis is intended for total elbow arthroplasty. 
Prosthetic replacement with this device may be indicated to relieve severe pain or 
significant disability following the effects of primary or secondary osteoarthritis and 
rheumatoid arthritis; correction of functional deformities; revision procedures where 
other treatments or devices have failed; treatment of fractures that are 
unmanageable using others techniques. The Tornier In. Latitude Elbow Prosthesis 
is intended for cemented use only. 

Code Information CC0810047 

Recalling Firm/ 
Manufacturer 

Tornier, Inc 
7701 France Ave S Ste 600 
Edina MN 55435-3202 

For Additional 
Information Contact 

 
952-426-7600 

Manufacturer Reason 
for Recall 

Tornier has discovered that some models of the Tornier latitude Elbow Prosthesis 
(Small and Medium Humeral stems) were manufactured with a humeral screw that 
may not function as designed.  

FDA Determined 
Cause 2 

Process change control 

Action Tornier, Inc. sent an "Urgent Product Correction" letter dated June 23, 2011. The 
letter was addressed to the doctors. The letter described the product and the 
problem. Doctors were insructed to monitor patients that have received the units for 
evidence of humeral screw loosening. For questions customers were instructed to 
contact the Customer Service Department at 1-888-494-7950. 

Quantity in Commerce 3 

Distribution Nationwide Distribution including FL and MO 

Total Product Life Cycle TPLC Device Report  

 

 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=102625#1
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=102625#3
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?start_search=1&event_id=59399
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K100562
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=JDB
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=JDB
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm?id=102625#2
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=JDB
http://www.fda.gov/safety/recalls/enforcementreports/default.htm
Jeff
Highlight

Jeff
Highlight

Jeff
Highlight

Jeff
Highlight



 

 

Jeff
Highlight



 

 

Jeff
Highlight

Jeff
Highlight



 

 

Jeff
Highlight

Jeff
Highlight



Summary 

 

• The manufacturer does not have a record of who has an implant and does not inform the 

patient. 

• The FDA does not have a record of who has an implant and does not inform the patient. 

• Hospitals and doctors do have a record but are not required to inform the patient of a recall. 

• The FDA did recommend that the manufacturer notify patients of the recall of my device. 

• The manufacturer only notified the hospital of my recall and asked only that any product be 

returned. 

• Patients are the first to experience the health problems caused by the new medical device. 

• When the device is recalled, the patient is not informed. 

• Medical devices do have a Unique Device Identifier. 

• The Global Unique Device Identification Database (GUDID) contains device identification 

information. 

• This information is submitted to the FDA by the manufacturer. 

• The GUDID states it does not contain any information about patients or anyone who uses the 

device. 

• The GUDID does not state that my implant was recalled- only that it is in commercial 

distribution. 

• We have the technology in place to notify patients. 

 




