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September 22, 2021 

 
Dockets Management 
Food and Drug Administration 
5630 Fishers Lane, Rm 1061 
Rockville, MD 20852 
 
Re: Remanufacturing of Medical Devices  ( FDA-2018-N-3741) 
 
Submitted electronically 
 
Dear Sir/Madam: 
 
Biocom appreciates the opportunity to offer comments on the Food and Drug 
Administration (FDA) draft guidance Remanufacturing of Medical Devices (“draft 
guidance”). 
 
Biocom California is the largest, most experienced leader and advocate for California’s life 
science sector, which includes biotechnology, pharmaceutical, medical device, genomics 
and diagnostics companies of all sizes, as well as research universities and institutes, 
clinical research organizations, investors and service providers. With more than 1,400 
members dedicated to improving health and quality of life, Biocom California drives public 
policy initiatives to positively influence the state’s life science community in the research, 
development, and delivery of innovative products. California’s life sciences industry 
generates $372 billion in annual economic output, boosts the state's total gross product by 
$212 billion, supports over 1.4 million jobs, and increases labor income by more than $115 
billion per year1. 
 
Medical devices include a large range of products, from single-use products, such as gloves 
or tongue depressors, to products that last for years and be reused for multiple patients, 
such as ventilators. Medical devices that allow for reuse on multiple patients necessitate 
preventive maintenance and repair during their service life. Section 710 of the Food and 
Drug Administration Reauthorization Act (FDARA) of 2017 charges the Secretary of Health 
and Human Services (HHS), acting through the Commissioner of the Food and Drug 
Administration (FDA), to issue a report on the continued quality, safety, and effectiveness 
of medical devices with respect to servicing. Per FDA’s 2018 Report on the Quality, Safety, 
and Effectiveness of Servicing of Medical Devices, these reusable device types, such as 
medical imaging equipment, automated external defibrillators, endoscopes, and ventilators, 
require proper servicing to continue to be used safely and effectively. The availability of 
timely, cost-effective, quality maintenance, and repair of medical devices is critical both to 

 
1 Biocom California 2020 Economic Impact Report Databook. https://www.biocom.org/eir/   

https://www.regulations.gov/docket/FDA-2018-N-3741
https://www.fda.gov/media/150141/download
https://www.fda.gov/media/113431/download
https://www.fda.gov/media/113431/download
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the successful functioning of our healthcare system and the continued quality, safety, and 
effectiveness of marketed medical devices in the U.S. 
 
Over the years, various entities have expressed concerns about the quality of servicing 
provided by some third-party entities which refurbish, recondition, rebuild, remarket, 
service, and repair medical devices. Poor quality servicing may lead to poor device 
performance, device malfunction, and clinical adverse events.  
 
The FDA and industry have extensively explored this matter through white papers and 
conferences. We are supportive and appreciative of FDA’s work to offer clarity to Original 
Equipment Manufacturers (OEMs) and third-party services and independent service 
organizations (ISOs) on what constitutes remanufacturing and what constitutes servicing 
of medical devices. We respectfully offer the comments and recommendations below. 
 
Recommendations on Servicing vs Remanufacturing  
 
The draft guidance states that “irrespective of an entity’s self-identified designation as a 
“servicer” or “remanufacturer,” FDA focuses on the specific activities an entity performs on 
a particular device. The determination of whether the activities an entity performs are 
remanufacturing affects the applicability and enforcement of regulatory requirements 
under the FD&C Act.” The draft guidance also states that the working definition FDA uses 
for remanufacturing is to process, condition, renovate, repackage, restore, or any other act 
done to a finished device that significantly changes the finished device’s performance or 
safety specifications, or intended use. We suggest the addition of software changes to the 
list of activities that significantly alter a device, beyond activities that would be considered 
routine, such as running software-based diagnostics or assessing software-based 
inventory. Changes beyond routine updates can have significant impact to a device and 
cause cybersecurity issues without OEM knowledge. 
 
We also recommend developing labeling guidance for remanufacturers.  We 
recommend that remanufactured device labeling be required to rebrand the device 
such that it no longer displays the OEMs logo or device name. This would provide 
clarity to users on who last remanufactured the device and therefore provide points of 
contact for issues and better understanding for modifications that may have been made. 
Based on the principles in this guidance, once a device is remanufactured, it is no longer the 
same OEM device. As such, the remanufactured device should be required to contain its 
own labeling, name and logo different from the OEM and original device. This information 
is needed to be able to discern between the original product and the remanufactured 
device. 
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Recommendations on Reporting of Remanufacturing 
 
The draft guidance states that many instances of patient harm and death were the result of 
remanufacturing activities and not the result of servicing, per the guidance’s definition of 
each. However, according to FDA’s Report on the Quality, Safety, and Effectiveness of 
Servicing of Medical Devices, which evaluated an estimation of service and repair entities, 
literature review, Emergency Care Research Institute (ECRI)Institute analysis, medical 
device reports (MDR), and complaints that FDA received, many of these remanufacturing 
activities were in fact performed by third-party servicers and independent servicing 
organizations, as opposed to OEMs. As such, we suggest the addition of a reporting 
mechanism or information on how to notify the FDA of instances of where 
remanufacturing is occurring, both for OEMs and device users. This will allow the 
agency to take appropriate action to prevent patient harm and/or death due to 
remanufacturing activities. This information is needed to protect and promote public 
health and provides protections to patients and accountability for causing harm.  
 
Recommendations on Use of FDA’s Flowchart on Remanufacturing vs Servicing 
 
Biocom California is very supportive of clarifying the definitions and roles of companies 
that are remanufacturers versus servicers, regardless of how entities self-identify. The 
determination of whether the activities an entity performs are remanufacturing affects the 
applicability and enforcement of regulatory requirements under the FD&C Act and its 
implementing regulations. The flow chart and the description for how to navigate the flow 
chart are very useful and helpful for experienced device manufacturers, but the 
terminology used in the draft guidance may be confusing for third-party manufacturers to 
understand FDA’s thinking on what constitutes remanufacturing vs servicing. This 
appeared to be evident based on the questions asked during the July 27, 2021 FDA webinar 
on the Remanufacturing of Medical Devices Draft Guidance, where multiple callers involved 
with servicing did not appear to understand what returning the device back to original 
specifications entailed or how to go about validating and ensuring that this was achieved. 
As such it is recommended FDA provide additional training to ISOs to explain the 
terminology used in the flow chart and provide specific examples of what it means to 
return a device to its original specifications and what testing and performance 
evaluation activities are needed to ensure this is achieved. 
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We appreciate the opportunity to provide feedback on behalf of our members and thank 
you for your time and diligence in examining our comments. Please contact Biocom’s 
Regulatory Policy Associate, Izzie Omer, at iomer@biocom.org for additional information 
or questions. We look forward to continuing working with you on this very important 
matter. 
 
Sincerely, 

 
Joe Panetta  
President and CEO  
Biocom California 

mailto:iomer@biocom.org

