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March 23, 2022 

 

Division of Dockets Management (HFA-305) 

Food and Drug Administration 

5630 Fishers Lane, Rm. 1061 

Rockville, MD  20852 

 

Re: Docket Nos. FDA-2021-D-1118– Draft Guidance for Industry and FDA Staff on 

Transition Plan for Medical Devices That Fall Within Enforcement Policies Issued 

During the Coronavirus Disease 2019 (COVID-19) Public Health Emergency 

 

Dear Sir or Madam: 

On behalf of the Advanced Medical Technology Association (AdvaMed), we provide these 

comments in response to the Food and Drug Administration (FDA) “Draft Guidance for Industry 

and FDA Staff—Transition Plan for Medical Devices That Fall Within Enforcement Policies 

Issued During the Coronavirus Disease 2019 Public Health Emergency” (hereinafter 

“Enforcement Policies Device Transition Plan” or “draft guidance”). 

 

AdvaMed represents manufacturers of medical devices, digital health technologies, and 

diagnostic products that transform healthcare through earlier disease detection, less invasive 

procedures and more effective treatments.  AdvaMed has more than 400 member companies, 

ranging from the largest to the smallest medical technology innovators and manufacturers.   

 

Our member companies manufacture products that support our pandemic response and vital 

healthcare needs by preventing, detecting, and treating COVID-19.  These products include 

personal protection equipment, testing supplies and equipment, ventilators and vaccine ancillary 

devices – as well as other lifechanging technologies ranging from cardiovascular and orthopedic 

implants to cancer diagnostics, surgical instruments and digital health products.  Ensuring 

continuity of patient care and access to lifesaving innovation is our members’ top priority. 

 

GENERAL COMMENTS 

 

AdvaMed greatly appreciates FDA (or “Agency”) efforts to develop a proposed transition plan 

for medical devices that fall within enforcement policies issued during the public health 

emergency (or PHE).  We commend FDA for its commitment in development of guidance to 
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help provide a clear process to assist device manufacturers’ transition back to normal operation 

when the public health emergency expires and its work to support continued flexibility and 

appropriate oversight to facilitate an orderly and transparent phased approach while considering 

the unique challenges of this pandemic and product considerations and taking care to minimize 

disruption of critical medical supplies.  We believe the guidance is a crucial step to help avoid 

disruption in device supply.  At the same time and while we certainly cannot anticipate every 

scenario, we have included additional recommendations to provide needed clarification for FDA 

and industry and a smooth transition to support U.S. healthcare needs. 

 

We note that FDA also concurrently issued a companion draft guidance for a transition plan for 

devices issued emergency use authorizations during the COVID-19 PHE (or “EUA Device 

Transition Plan”).  We are submitting comments to that docket (FDA-2021-D-1149) as well.  As 

also covered in our previous comments to the docket regarding the information collection 

associated with these transition plans, we recommend reexamination and reconsideration of the 

proposed labeling mitigations.  We provide a number of recommendations in these comments on 

necessary updates to support an efficient and flexible approach that increases availability and 

accessibility of updated labeling information (leveraging electronic as opposed to physical 

labeling), reduces potential for confusion amidst differing circumstances for these devices, and 

promotes overall interaction and engagement with customers. 

 

Below we provide our feedback on the three general questions raised in the Federal Register 

(FR) notice for feedback.  Our specific comments follow.  In all cases, substantive 

recommendations are included to assist FDA as it works to develop final guidance on the 

transition plan for medical devices that fall within enforcement policies issued during the 

COVID-19 public health emergency.   

 

Proceed with 180-day transition period, but as part of the transition consider leveraging 

regulatory reliance for products approved in other countries and an additional timeline for 

digital health products to make best use of regulatory resources and encourage submissions 

for impacted products following the public health emergency. 

 

In response to question 1 posed in the FR notice, AdvaMed believes the 180-day transition 

period appears reasonable as proposed given that device manufacturers can continue to market 

the devices that fall within the COVID-19 enforcement policies while they are under premarket 

review.  Further, the transition policy should help avoid exacerbating shortages in light of the 

continuity afforded in allowing devices to remain being used until supply is diminished and 

continued distribution when a company has made a marketing submission.  

 

At the same, we strongly recommend the Agency as part of this transition consider leveraging 

regulatory reliance for products falling under the enforcement policies and authorized in other 

International Medical Device Regulators Forum (IMDRF) countries to promote effective and 

efficient review for products that are approved in other countries.  This will assist Agency efforts 

in transition of products and promote continued product access.  Further, it will also encourage 

companies to pursue marketing authorization while optimizing regulatory resources. 
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Furthermore, we recommend FDA implement a separate timeline specifically for digital health 

products.  An additional period of time for digital health transition will also allow FDA to 

prioritize higher risk products first and better handle the workload of submissions.  This also fits 

well with FDA’s efforts to advance tailored regulatory approaches for digital health 

technologies. 

 

Recommend removing and permanently implementing several policies in List 1. 

 

With respect to topic 2 raised for feedback, we believe FDA should consider removing the 

following guidance documents from List 1 that are currently proposed for FDA withdrawal and 

consider permanently implementing the majority of policies in the following guidances: 

 

• Enforcement Policy for Imaging Systems During the COVID-19 Public Health Emergency 

 

• Enforcement Policy for Non-Invasive Fetal and Maternal Monitoring Devices Used to 

Support Patient Monitoring During the COVID-19 Public Health Emergency 

 

• Enforcement Policy for Non-Invasive Remote Monitoring Devices Used to Support Patient 

Monitoring During the COVID-19 Public Health Emergency (Revised) 

 

Many of the modifications discussed in these guidances are policies that are already in effect 

through other non-COVID-19 final guidance (e.g., Diagnostic Ultrasound Systems and 

Transducers guidance) or are being proposed for implementation by FDA’s Digital Health 

Center for Excellence. These policies are intended to serve as a means for least burdensome 

approach to handle software modifications that are not likely to result in a significant risk to 

public health. As such, it is recommended that the policies set forth in these guidances be made 

permanent and removed from List 1 and republished as new permanent policy guidances. 

 

Timetable for guidance effectiveness appears reasonably understood, but we encourage 

FDA to consider continuing policies and processes used during the COVID-19 emergency 

that worked well. 

 

AdvaMed does not object to the proposed 180-days, or a minimum 225-day timeframe in the 

case of PHE declaration expiration before the finalization of the transition guidance.  The 

proposed timelines appear to be reasonable given that device manufacturers will have additional 

time for FDA review as long as a premarket submission has been submitted and accepted by the 

Agency before proposed deadlines.  As noted earlier, however, we suggest removing and 

permanently adopting several of the policies in List 1.  This is part of an overall recommendation 

to consider continuing policies and processes that worked well during the COVID-19 public 

health emergency and not specifically addressed in the transition policy.  Of particular 

importance is the Conduct of Clinical Trials of Medical Products during COVID-19 Public 

Health Emergency guidance as the impact on clinical trials (e.g., changes in data collection 

methods) will remain until these clinical trials are complete, which often will not be for years. 
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AdvaMed greatly appreciates the opportunity to provide comments.  We thank FDA for its 

tremendous work in development of enforcement policies during the COVID-19 pandemic and 

now in a proposed transition plan for devices falling within those policies.  Our comments are 

intended to aid further clarity and promote an overall smooth transition.  Detailed   

recommendations are included along with our specific comments to assist FDA as it works to 

develop the final transition policy.  Please do not hesitate to contact me at 202-434-7267 or 

kcalleja@advamed.org  if you have any questions. 

 

Sincerely, 

     /s/ 

Khatereh Calleja 

Vice President 

Technology and Regulatory 
 

mailto:kcalleja@advamed.org
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ADVAMED SPECIFIC COMMENTS  
 

on Draft Guidance for Industry and FDA Staff— 

Transition Plan for Medical Devices Issued That Fall Within  

Enforcement Policies Issued During COVID-19 Public Health Emergency 

 
Edit No. – Comment number Change – Proposed change to the guidance 

 

Line No. – Section of the guidance  Comment/Rationale – Reason for proposed change 

 

Edit 

No. 

Line 

No. 
Change Comment/Rationale 

1.  General  

Reference ability of 

manufacturer to utilize real 

world evidence as part of future 

premarket submissions.  

FDA has previously indicated that it is 

supportive of utilizing real world evidence 

(RWE) in premarket submissions gained 

about devices marketed under a guidance 

referenced in List 1 of this guidance.  It 

would be helpful for FDA to reiterate the 

Agency’s support of utilizing RWE in 

premarket submissions for these devices 

and provide guidance on such use in 

support of a smooth transition for devices 

that fall within enforcement policies issued 

during the COVID-19 PHE. 

2.  General 

Provide specific 

recommendations for 

manufacturers that have sold 

devices under enforcement 

discretion to the Secretary for 

use in the Federal Strategic 

National Stockpile.  

For those manufacturers that have only 

distributed to the Federal Government for 

use in the Federal Strategic National 

Stockpile, there may be unique 

circumstances where the manufacturer may 

need to undertake a different approach to 

some recommendations.  We would 

appreciate recognition of the need for 

flexibility in this circumstance and how to 

best support the customer and avoid 

confusion with end users. 

3.  271, 333, 383 

Provide clarity that the 

recommendation to have “a 

physical copy” of labeling can 

be met when a manufacturer 

provides electronic labeling to its 

customers and affords customers 

with the opportunity to request 

the labeling in physical form 

We believe that the recommendation to 

have a physical copy of labeling for 

reusable life-supporting and life-sustaining 

devices can be adequately met where a 

manufacturer provides electronic labeling 

to its customers and affords customers with 

the opportunity to request physical 

labeling. 
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Edit 

No. 

Line 

No. 
Change Comment/Rationale 

(which the manufacturer would 

promptly provide). 

 

Also insert as a second sentence 

for purposes of helpful clarity: 

“The manufacturer should 

provide this labeling to the 

original purchaser. The original 

purchaser (hospital, distributor 

or healthcare professional) 

typically has the responsibility to 

provide labeling to their sub-

distributors, customers or other 

purchasers.” 

 

 

 

 

 

 

 

 

 

 

 

 

 

We appreciate the value of alerting users to 

the unique regulatory status of reusable 

devices that were distributed under an 

Enforcement Policy due to the PHE.  

However, as outlined in our comments to 

the docket on the information collection 

associated with the labeling mitigations, we 

strongly encourage a more efficient, 

effective and flexible approach to these 

proposed labeling provisions.  

This proposed change reflects modern 

approaches in our current digital age that 

increase availability and accessibility (as 

compared to physical labeling), promote 

interaction and direct engagement with 

customers, and reduce potential for 

confusion with appropriate information 

provided to customers.  

Allowing electronic labeling to satisfy this 

requirement promotes a less burdensome 

and less confusing approach for the 

information collection while increasing the 

availability of timely and accurate 

information through the wider use of 

electronic communication, specifically 

electronic labeling.  We believe it 

represents the most timely and meaningful 

way to inform customers. Allowing 

electronic labeling to satisfy this 

requirement would reduce the labeling 

mitigation burden while providing 

substantial benefits to the device user. 

4.  

221, 227, 304, 

350, 353, 408, 

449 

Add language to state that FDA 

will interact with the 

manufacturer within the 15-day 

RTA timeframe in an attempt to 

resolve any outstanding RTA 

issues prior to making a decision 

on acceptance or rejection of the 

marketing application for 

substantive review.  

Manufacturers make a best effort to ensure 

a marketing application is complete and 

ready for substantive review. The 

prerequisite of having an accepted 

submission prior to Phase 3, rather than just 

submitted, could cause a disruption of 

critical devices due to administrative 

Refuse to Accept (or RTA) issues.  

Therefore, we recommend that the Agency 
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Edit 

No. 

Line 

No. 
Change Comment/Rationale 

Alternatively, we recommend 

that if a marketing application is 

not accepted that the 

manufacturer is given a one-time 

60-day grace period to continue 

to distribute devices, resolve 

outstanding RTA issues, and 

resubmit.  During the grace 

period, the manufacturer will 

have the opportunity to initiate 

discussions with FDA on how to 

resolve outstanding RTA.  

either try to interact prior to RTA rejection 

or add a grace period after RTA rejection to 

allow FDA and the manufacturer to resolve 

outstanding RTA issues.   

5.  
248 - 282 

650 - 677 

Clarify the timeline for 

implementation of the options 

available to the manufacturer in 

the case that the device(s) will 

no longer be distributed after 

Phase 2 but will remain 

distributed. 

As written, the expectation of when the 

options identified in Section V(A) need to 

be implemented by is unclear. Example 

4(b) seems to indicate that these options are 

implemented in Phase 3, but it is not clear 

whether they are implemented on day 1 of 

Phase 3 (i.e., December 28) or within Phase 

3, which does not have an end date 

associated with it. 

6.  

264-265, 381-

384, 271-273, 

674-675 

Make clear that a manufacturer 

can meet the standard for 

providing “publicly available” 

labeling by providing a 

mechanism on the 

manufacturer’s website for 

customers to request access to 

the electronic labeling from the 

manufacturer.   

 

 

 

 

 

 

 

 

We appreciate the value of alerting users to 

the unique regulatory status of reusable 

devices that were distributed under a 

COVID-19 Enforcement Policy due to the 

PHE.  However, we strongly encourage a 

more efficient, effective and flexible 

approach to these proposed labeling 

provisions. Further, we believe that these 

recommendations need to take into account 

the different circumstances for these 

devices, for example, whether there is only 

one or a limited number of customers or for 

manufacturers that have sold devices to the 

Secretary for use in the Federal Strategic 

National Stockpile.  

There should be flexibility in the standard 

of “publicly available” to reduce potential 

for confusion by providing this alternative 

labeling broadly to the public. This flexible 

approach to the “publicly available” 
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No. 

Line 

No. 
Change Comment/Rationale 

 

 

 

 

 

 

 

Also revise lines 264-265 so it 

reads: 

“… providing have publicly 

available labeling that accurately 

describes the product features 

and regulatory status (i.e., that 

the product lacks FDA clearance 

or approval for a previously 

authorized use) and either 

describes the product features or 

includes a reference to where 

device users can access 

additional product labeling 

information that describes the 

product features (e.g., internet 

webpage providing access to the 

device labeling)…." 

 

Revise lines 381-384 so it reads: 

“providing publicly available 

labeling that accurately describes 

the product features and 

regulatory status and either 

describes the product features or 

includes a reference to where 

device users can access 

additional product labeling 

information that describes the 

product features (e.g., internet 

webpage providing access to the 

device labeling), or providing 

both publicly available and a 

physical copy of updated 

labeling expectation would encourage 

manufacturers, especially in unique 

circumstances, to provide the appropriate 

information to customers that have utilized 

the COVID-19 version/use of the device 

without risking confusion to device users of 

the cleared/approved version/use of a 

device who may not be aware of the 

device’s enforcement discretion use. 

Specifically, it should be made clear that 

electronic labeling (i.e., manufacturer 

website or e-notification) is acceptable to 

state product features or regulatory status. 

For those distributed devices that have 

more than one use (i.e., a use that was 

under enforcement discretion and an 

approved/cleared use), the features of the 

device may continue to be updated for the 

approved/cleared use. Enabling 

manufacturers to link to the current product 

manual while still making clear the 

regulatory status of the COVID-19 use will 

ensure that users have access to the most 

up-to-date features of the product and 

minimize confusion in the marketplace. 

See also comment #3.  Recommendation 

for physical labeling merits significant 

reexamination.  Instead, it can be 

adequately met by utilizing electronic 

labeling and providing customers with the 

opportunity to request physical labeling 

(which the manufacturer would promptly 

provide). 
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Edit 

No. 

Line 

No. 
Change Comment/Rationale 

labeling to its customers (and 

affords customer with the 

opportunity to request the 

labeling in physical form) of 

updated labeling….” 

 

Revise lines 674-675 so it reads:  

“describes all product features 

either the product features or 

includes a reference to where 

consumers can access additional 

product labeling information that 

describes the product features 

(e.g., internet webpage providing 

access to the device labeling) 

….” 

 

Revise lines 271-273 so it reads: 

“…Have both Provide publicly 

available labeling and a physical 

copy to its customers (and 

affords customer with the 

opportunity to request the 

labeling in physical form) of 

labeling that accurately describes 

the product features and 

regulatory status (i.e., that the 

product lacks FDA clearance and 

approval) and either describes 

the product features or includes a 

reference to where device users 

can access additional product 

labeling information that 

describes the product features 

(e.g., internet webpage providing 

access to the device labeling).” 
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Edit 

No. 

Line 

No. 
Change Comment/Rationale 

7.  
262-263, 269-

270 

Revise language to state: “Be 

restored by the manufacturer to 

the previously FDA-cleared or 

approved version (e.g., earlier 

software version, component 

replacement, earlier labeling 

version with removal of labeling 

related to the new use), or” 

The options for reusable devices (to restore 

the device or to have labeling as 

referenced) do not expressly contemplate 

those reusable devices for which the only 

change to the device was a labeling change.  

In these circumstances, FDA should clarify 

that a manufacturer may update or revise 

the labeling to return a cleared or approved 

device’s labeling to its pre-COVID status. 

8.  
273 (Footnote 

42) 

We recommend striking footnote 

#42: “FDA recognizes that 

facilities may wish to retain the 

device should it be authorized by 

FDA for use in the future; the 

future use of the device would be 

subject to the regulatory 

requirements of any future 

authorization, including 

marketing authorization or 

emergency use authorization.” 

We recommend striking this footnote 

because health care practitioners use of the 

device at these facilities would constitute 

the practice of medicine and thus fall 

outside of the scope of this guidance 

document. 

9.  
214, 279-282, 

305, 417 

Recommend addition of the 

following language: “For 

manufacturers of distributed 

devices that do not plan to obtain 

a marketing clearance or 

approval, FDA does not intend 

to enforce compliance with the 

reports of corrections and 

removals requirements under 21 

CFR 806.” 

 

We recommend that as long as 

manufacturers continue to report adverse 

events under 21 CFR Part 803 and 

otherwise follows the recommendations in 

the guidance, FDA will not enforce 

compliance with the reports of corrections 

and removals requirements under 21 CFR 

806. 

 

10.  343 

Add the following sentence: 

“The information in the 

Notification of Intent constitutes 

trade secret or confidential 

commercial or financial 

information under 21 CFR 

20.61.” 

Allowing access to information within the 

Letter of Intent would disclose substantial 

competitive information since this 

information provides a manufacturer’s 

marketing strategy for a device, which 

would cause harm to the manufacturer’s 

competitive position.  This clarification 
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Line 

No. 
Change Comment/Rationale 

will also ensure transparency and 

collaboration with FDA. 

11.  451 

Insert the following footnote at 

the end of the sentence: 

“For clarity, this enforcement 

policy also allows for continued 

distribution or use of the device 

where the product for which the 

manufacturer has submitted a 

marketing submission to FDA is 

a derivative or next generation of 

the device distributed under 

enforcement discretion prior to 

the date of withdrawal of the 

enforcement policy.” 

This will provide helpful clarity.  In some 

instances, a manufacturer may submit a 

premarket submission for a next generation 

or for a device that includes changes or 

updates to the device that was distributed 

under the enforcement discretion. It is 

important that it is clear that FDA’s 

enforcement policy will extend to allow 

continued distribution of devices within the 

scope of the guidance where the 

manufacturer has submitted a marketing 

submission for the next generation or 

derivative device.  

12.  
470  

(Example 1) 

Recommend deleting or 

replacing example 1 for a 

different feature modification to 

a device that would require a 

510(k) once the enforcement 

policies come to an end, and 

then received either a positive or 

negative decision. 

 

The proposed example 1 is for a proposed 

modification to enable Bluetooth 

functionality for transmission of patient 

data that should be considered under 

enforcement discretion or allowable 

regardless of the PHE through non-

COVID-19 guidance as this is deemed a 

non-device function based on 21st Century 

Cures. Unless the feature is transmitting 

medical imagery for diagnostic use or 

processing, manipulating, or analyzing the 

data, no 510(k) should be needed for this 

modification. Therefore, it would be more 

relevant to have an example of a marketed 

device modification that utilized the 

enforcement discretion policies specifically 

due to the PHE and then received a 

negative or positive decision. 

 


