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[Slide 1] Good afternoon and thank you for this opportunity to speak to you today. 

My name is Sarah Sorscher; I am a researcher with Public Citizen’s Health Research Group, a 

consumer advocacy organization with more than four decades of experience working on drug 

and medical device safety.  

During the negotiations prior to passage of the Food and Drug Administration Safety and 

Innovation Act of 2012 (FDASIA), our group raised concerns over many of the provisions 

attached to the Medical Device User Fee Act reauthorization which had the potential to adversely 

impact medical device safety.  

[Slide 2] But I am here today to talk about a provision strongly endorsed by consumer advocates, 

including Public Citizen: The requirement that by the end of 2012 the Food and Drug 

Administration (FDA) finally issue its long-overdue regulation requiring device manufacturers to 

provide Unique Device Identifiers, or UDIs on the labels of most medical devices.
1
 FDASIA also 

required that the FDA “implement” final UDI regulations with respect to certain high-risk 

devices (i.e., those that are implantable, life-saving, and life sustaining) not later than 2 years 

after the final regulations were issued. At the time this requirement took effect, the FDA had 

already delayed five years in finalizing the rule, which was first required under the Food and 

Drug Administration Amendments Act of 2007 (FDAAA).
2
 

The UDI regulations establish a system by which certain medical devices will be labeled and 

tracked through distribution and use. The system represents an important step forward, not only 

because it will facilitate device recalls in the event of a problem, but also because it will help to 

identify problems in the first place by improving the accuracy of adverse event reporting and 

tracking. 
                                                           
1
 Food and Drug Administration Safety and Innovation Act of 2012. 

http://www.gpo.gov/fdsys/pkg/PLAW-112publ144/pdf/PLAW-112publ144.pdf . 
2
 Food and Drug Administration Amendments Act of 2007. 

http://www.gpo.gov/fdsys/pkg/PLAW-110publ85/html/PLAW-110publ85.htm  

http://www.gpo.gov/fdsys/pkg/PLAW-112publ144/pdf/PLAW-112publ144.pdf
http://www.gpo.gov/fdsys/pkg/PLAW-110publ85/html/PLAW-110publ85.htm
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[Slide 3] When the FDA issued the final UDI rule in September 2013, the patient safety 

community was dismayed to find that that the rule included a loophole that undermined 

FDASIA’s implementation timeline for high-risk devices. The loophole allows manufacturers to 

sell devices that are not labeled with a UDI for up to three years after the relevant compliance 

date requiring such a code, provided they were manufactured before the cutoff.
3
 By the FDA’s 

own reckoning, this loophole provides manufacturers with a “total lead time of 4 to 8 years from 

[the issuance of the final rule]” to continue to sell products not labeled with a UDI. 
4
 

[Slide 4] We believe the FDA-created loophole was unnecessary, excessive, and counter to the 

legislative intent of FDASIA and fail to see why manufacturers would need until 2021 to 

implement a requirement first mandated by Congress in 2007.  

[Slide 5] We are also concerned with another FDA decision that undermines the effectiveness of 

the rule: The proposed rule would have required implantable medical devices to bear the UDI 

mark directly on the device itself, a provision that would have made it possible to identify the 

implantable device and track the source of a problem years after the device had been separated 

from its packaging. 

[Slide 6] This provision was crucial to improving the safety of implantable devices. Yet the FDA 

decided do away with the direct mark requirement in its final rule, in part due to concern that the 

marks would interfere with functionality. We agree that for some implantable devices, marking 

the device directly may not be feasible.  For example, a tiny stent designed to prop open a blood 

vessel should not be etched with a UDI. Yet the proposed rule already took such challenges into 

account by providing general exemptions in cases where marking would interfere with the safety 

or effectiveness of the device or would not be technologically feasible.
5
  

For many other implantable devices, UDI markings would not interfere with functionality. In 

fact, many implantable products already bear a prominent brand name, logo, and other 

identifying information. Adding a UDI would be a small change for these devices. 

The FDA also questioned the usefulness of requiring the direct UDI mark on implanted devices, 

given that such devices cannot be checked easily once implanted, and the UDI would likely 

already be incorporated into patient health records.    

[Slide 7] However, there are many circumstances in which devices intended to be permanently 

implanted must be removed due to problems and adverse effects. In such circumstances, it is 

                                                           
3
 Unique Device Identification System; Final Rule, 78 Fed. Reg. 58786, 58819 (Sept. 24, 

2013)(to be codified as § 801.30(a)(1)). 
4
 78 Fed. Reg. at 58798. 

5
 Unique Device Identification System; Proposed Rule, 77 Fed. Reg. 40736, 40771 (July 10, 

2012) (to be codified as  § 801.50). 
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vitally important that the UDI code be present on the device so the problems can be properly 

traced and assessed. 

Moreover, while we hope healthcare providers will record the UDI of every implanted device 

meticulously into the patients’ medical files, they are not required to do so, and in an imperfect 

world, medical institutions are slow to adapt, doctors and nurses forget to enter data, codes are 

mistranscribed, patients move, and files are lost. Placing the UDI mark directly on the device 

itself is a vital fail-safe mechanism for ensuring that the implantable device can be properly 

traced if it must be removed, and the exclusion of this requirement undermines the effectiveness 

of the rule. 

Thank  you for your time today; I hope that the committee can take these problems into account 

when designing future legislation. 

 


