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Executive Summary 
 

The Food and Drug Administration Safety and Innovation Act (FDASIA)1 became law on July 
9, 2012.  FDASIA added section 510(n)(2) to the Federal Food, Drug, and Cosmetic Act (FD&C 
Act or the Act) (21 USC 360(n)(2)).  This new provision requires, no later than eighteen months 
after enactment of FDASIA, the Secretary of Health and Human Services to submit to the 
Committee on Energy and Commerce of the House of Representatives and the Committee on 
Health, Education, Labor, and Pensions of the Senate a report on when a premarket notification 
under section 510(k) of the FD&C Act (or a “510(k)”) should be submitted for a modification to 
a legally marketed 510(k) device.  This report fulfills that requirement.   
 
In developing this report, the Food and Drug Administration (FDA or the Agency) has sought the 
input of interested stakeholders on the Agency’s 510(k) device modifications policy at several 
different junctures.  Patient and consumer groups generally have supported greater regulatory 
oversight of modified 510(k) devices, including requiring manufacturers to submit periodic 
reports and the Agency to conduct more comprehensive premarket review of modified 510(k) 
devices.  Major device trade associations and several companies, however, have advocated that 
FDA should use the current guidance, “Deciding When to Submit a 510(k) for a Change to an 
Existing Device” (1997) (1997 Guidance), as the foundation of its policy, with some small 
changes to that document to ensure clarity and consistency of interpretation.  The Agency’s 
analysis has shown that although there are certain areas of its 510(k) device modifications policy 
that should be updated or revised, the 1997 Guidance is a solid foundation and should remain 
mostly unchanged.  Therefore, this report outlines the following plans for developing and issuing 
policy on when to submit a 510(k) for modifications to a legally marketed 510(k) device: 
 

1. FDA intends to make targeted revisions to the 1997 Guidance to address specific 
issues, including clarifying key terms from FDA’s regulations and explaining how 
quality system processes may be used in deciding whether to submit a 510(k), but 
the Agency intends to leave the overarching policy framework intact. 
   

2. FDA intends to add an updated flowchart and additional appendices to the 1997 
Guidance, including an appendix that contains examples of device changes that do 
and do not require 510(k) submissions, and an appendix that contains guidance on 
how companies should document their decision-making process and rationale 
regarding 510(k) device modification submission decisions.   
 

3. FDA may, as appropriate, develop device-specific recommendations for types of 
changes that may require a new 510(k) and include those recommendations in 
device-specific guidances.   
 

4. FDA intends to develop a separate guidance on 510(k) submissions for changes to 
device software.  

                                                      

1 Public Law No. 112-144. 
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FDA plans to continue to seek the input of interested stakeholders as it develops an updated 
version of the 1997 Guidance.  FDA would first publish any updated guidance as a draft, 
permitting further opportunity for review and comment by interested stakeholders before a final 
guidance is issued.  FDA expects that the analyses and recommendations in this report will serve 
as the foundation for a revised policy on when to submit a 510(k) for modifications to a legally 
marketed 510(k) device.  FDA intends to adopt a policy that will leverage existing quality system 
requirements to reduce premarket burden, facilitate continual device improvement, and provide 
reasonable assurance of the safety and effectiveness of modified 510(k) devices. 
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I. Introduction 
 

Under section 604 of FDASIA, this report must include the following (see Appendix II for the 
full text of section 604): 
 

1. The Secretary’s interpretation of the following terms from 21 CFR 807.81(a)(3): 
a. “could significantly affect the safety and effectiveness of the device” – 21 

CFR 807.81(a)(3)(i);  
b. “a significant change or modification in design, material, chemical 

composition, energy source, or manufacturing process” – 21 CFR 
807.81(a)(3)(i); and 

c. “major change or modification in the intended use of the device” – 21 
CFR 807.81(a)(3)(ii). 
 

2. A discussion of possible processes for industry to use to determine whether a new 
510(k) is necessary for a modified device. 
 

3. An analysis of how the existing quality system requirements can be leveraged to 
reduce premarket burden, facilitate continual device improvement, and provide 
reasonable assurance of safety and effectiveness of modified 510(k) devices. 
 

FDASIA also required that the input of interested stakeholders be considered in developing the 
report.  In addition, FDASIA required withdrawal of FDA’s 2011 draft guidance document on 
deciding when to submit a 510(k) for a modified 510(k) device; the guidance was withdrawn on 
July 17, 2012.  (See Appendix VI for the withdrawn 2011 draft guidance.)   It also mandated that 
FDA’s 1997 guidance, entitled “Deciding When to Submit a 510(k) for a Change to an Existing 
Device,” remain in effect until any guidance or regulation is subsequently issued on this subject. 
This report will discuss (1) FDA’s current regulation of modifications to legally marketed 
medical devices subject to premarket notifications, (2) input that the Agency has received from 
external stakeholders on its 510(k) device modifications policy, and (3) a policy on 510(k) 
device modifications that will advance FDA’s mission of protecting the public health and 
facilitating medical device innovation. 
 

II. Background 
 

The mission of FDA’s Center for Devices and Radiological Health (CDRH or the Center) is to 
protect and promote the public health by ensuring that patients and providers have timely and 
continued access to safe, effective, and high-quality medical devices.  Not only should FDA take 
steps to ensure that medical devices on the market are safe and effective, but the Agency should 
also provide an efficient path to market for new and innovative devices so patients and providers 
have the best health care tools at their disposal.  As part of this dual goal, FDA must have an 
efficient regulatory pathway for modified medical devices to reach patients and providers in a 
timely manner.  The “modified medical devices” referred to in this report are medical devices 
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that have been previously cleared for market through 510(k) submissions and have been 
modified in some way.2    
 
A large number of the 510(k) submissions that FDA receives are for modified devices.  
Manufacturers are constantly seeking to upgrade and improve their devices by, for example, 
changing materials, device sizes and shapes, and software, or by adding or removing features or 
device indications.  Although these modifications are often successful as device improvements, 
there are instances where they can create significant safety and/or effectiveness problems (some 
of these examples are described in Section V of this report).  FDA is able to identify some of 
these issues in premarket review of modified devices that require new 510(k) submissions, 
identifying cases where appropriate testing has not been done, where applicable risks have not 
been considered, or where results of testing are simply insufficient.  FDA’s 510(k) device 
modifications policy is geared toward identifying which device modifications may cause such 
issues and ensuring that there is effective regulatory oversight of these changes, without 
impeding the evolution of medical device science and technology.   
 
FDA’s current guidance document on 510(k) device modifications was published on January 10, 
1997.3  The Special 510(k) program was developed by FDA – through a separate guidance 
document4 with input from stakeholders – to utilize newly established design control provisions 
of the Quality System regulation, including design verification and validation processes, and to 
provide manufacturers5 a streamlined premarket review for certain device modifications that 
require 510(k) submissions.   
 
In July 2011, FDA published a draft guidance document entitled “Deciding When to Submit a 
510(k) For a Change to an Existing Device” (2011 Draft Guidance).  The impetus for issuing that 
proposed update of the 1997 Guidance was: (i) to revise language to improve consistency in the 
application of the guidance, (ii) to account for the evolution of medical device technology in 
areas such as software and wireless technologies, and (iii) to provide greater clarity in light of 
certain failures by manufacturers to apply the 1997 Guidance as originally intended in decisions 
about when to submit a new 510(k).6  FDA did not intend to fundamentally change the 
modifications policy described in the 1997 Guidance in that update; however, when FDA 
published the 2011 Draft Guidance and solicited comments, the Agency became aware of 
industry concerns with the draft modifications guidance.  In response, the Agency extended the 
comment period and held multiple meetings with industry representatives and senior CDRH 

                                                      
2 New devices that have not yet been marketed, devices that are subject to premarket approval (PMA), and devices that are 
exempt from both PMA and 510(k) premarket review are covered by separate regulations and are not within the scope of this 
report.    
3 See Deciding When to Submit a 510(k) for a Change to an Existing Device (K97-1), available at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080235.htm.  
4 See The New 510(k) Paradigm – Alternate Approaches to Demonstrating Substantial Equivalence in Premarket Notifications, 
available at http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080187.htm.  
5 For the purposes of this document, the term “manufacturer” includes any company that holds a 510(k) for a cleared device, even 
if it does not actually fabricate the device.  
6 For example, a gynecological mesh manufacturer did not submit a 510(k) for its product after determining, under its 
interpretation of the 1997 Guidance, that its product was as safe and effective as a gynecological mesh device marketed by a 
different manufacturer.  The manufacturer made such a determination despite the fact that the 1997 Guidance expressly applies 
only to modifications made to legally marketed devices by the same manufacturer of the legally marketed device.   

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080235.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080187.htm
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management.  Because FDASIA directed FDA to withdraw the 2011 Draft Guidance, no 
revisions to that draft guidance were issued.  In developing this report, FDA has continued to 
solicit input on its policy concerning 510(k)s for modified devices. 
 

III. Current 510(k) Device Modifications Policy 

A. 510(k) Device Modifications Policy – Overview 

FDA’s current device modifications policy is set forth in 21 CFR 807.81(a)(3), which addresses 
when a manufacturer must submit a 510(k) for a device modification, and the 1997 Guidance, 
which explains how FDA interprets and applies section 807.81(a)(3).  In addition, there are 
several other relevant guidance documents and regulations.  For example, certain device-specific 
guidance documents, such as the guidance for daily wear contact lenses7 and the guidance for 
pulse oximeters,8 include recommendations for those specific device types on which types of 
modifications do or do not need new 510(k) submissions.  Another guidance document, entitled 
“The New 510(k) Paradigm – Alternate Approaches to Demonstrating Substantial Equivalence 
in Premarket Notifications,” describes Special 510(k)s, which are streamlined 510(k) 
submissions specifically designed for manufacturers making certain modifications to their 
previously cleared devices.  Each of these documents is briefly described below. 

B. 21 CFR 807.81(a)(3) 

Under 21 CFR 807.81(a)(3), a 510(k) must be submitted when “the device is one that the person 
currently has in commercial distribution or is reintroducing into commercial distribution, but that 
is about to be significantly changed or modified in design, components, method of manufacture, 
or intended use.  The following constitute significant changes that require a premarket 
notification: 
 

(i) A change or modification in the device that could significantly affect the safety or 
effectiveness of the device, e.g., a significant change or modification in design, material, 
chemical composition, energy source, or manufacturing process. 

 
(ii) A major change or modification in the intended use of the device.” 
 

Section 604 of FDASIA requires FDA to include in this report its interpretation of the terms 
“could significantly affect safety or effectiveness of the device,” “a significant change or 
modification in design material, chemical composition, energy source, or manufacturing 
process,” and “major change or modification in the intended use of the device.”  FDA believes 
that these terms provide the Agency with necessary flexibility regarding when 510(k)s are 
required for modified devices.   
 

                                                      
7 See Premarket Notification [510(k)] Guidance Document for Class II Daily Wear Contact Lenses, available at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080928.htm.  
8 See Pulse Oximeters – Premarket Notification Submissions [510(k)s], available at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm341718.htm.  

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm080928.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm341718.htm
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21 CFR 807.81(a)(3) may be applied to many different types of devices with different intended 
uses, different designs, different levels of complexity, and different levels of risk.  A change that 
could significantly affect the safety of one device and trigger the need for a 510(k) submission 
may not significantly affect the safety of another device.  For instance, a change to the materials 
used in a knee implant may significantly change the device’s strength and toxicity profile, and 
FDA would want to review such a change to a 510(k) submission; however, a change in the 
materials used in a cardiac monitor that displays a patient’s heart rate without ever touching that 
patient is unlikely to significantly affect the safety or effectiveness of the device, so FDA would 
not need to review a 510(k) for that device change.  The qualifying terms “significant” and 
“major” in this regulation allow for that flexibility, so industry can make design changes without 
having to submit unnecessary 510(k)s for the many small changes that manufacturers make to 
devices every day.    
 
There are limits to how flexible these terms are, however, and the Agency believes that the 1997 
Guidance could more clearly describe the limits of the terms in section 807.81(a)(3) and clarify 
what the Agency views as a change that “could significantly affect” safety or effectiveness and a 
“major change or modification” in intended use.  For instance, FDA has heard that manufacturers 
sometimes believe that any change that constitutes an improvement to a device would not require 
a new 510(k).  Device modifications, however, are almost always intended as improvements.  
Even modifications that are made to cut manufacturing costs are rarely, if ever, intended to 
decrease the device’s safety or effectiveness.  All changes, regardless of the manufacturer’s 
reason for making them, need to be assessed according to the regulation – could they 
significantly affect the safety or effectiveness of the device, or are they a major change or 
modification in intended use?  FDA has also observed that manufacturers sometimes rely on 
testing to demonstrate that a change or modification to a medical device does not affect safety or 
effectiveness, as opposed to showing whether it could affect device safety or effectiveness.  Each 
of these misinterpretations of the regulatory language could lead to modified medical devices 
being marketed without appropriate FDA oversight  (Examples of such modifications are 
discussed in Section V).  For these reasons, the Agency believes that future guidance should 
more clearly explain the language of 21 CFR 807.81(a)(3).  

C. The Current Device Modifications Guidance Document – Deciding When to Submit a 
510(k) for a Change to an Existing Device (January 10, 1997) 

The 1997 Guidance does not attempt to set out hard-and-fast rules for when a change triggers the 
requirement of a new 510(k) submission, but instead lays out a process for determining when any 
given device modification meets the regulatory criteria in section 807.81(a)(3) and requires a 
new 510(k).  That guidance acknowledges the challenges of balancing the need for both 
flexibility and clarity in developing policy concerning 510(k) modifications.  It describes the 
challenge of defining broad, amorphous principles of general applicability (“the variety of device 
types currently marketed, as well as the myriad changes that occur as technology evolves, are so 
diverse that one or two unifying principles cannot possibly account for all possible situations”) -- 
and the challenge of enumerating all device types and all potential types of changes (“the 
resultant guidance would fill volumes, would probably be difficult to use, and would be unlikely 
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to keep pace with an ever-changing technology”).9  By design, the 1997 Guidance steers a 
middle course: 
 

“Between the two extremes of broad principles and detailed enumeration is the area where 
models can be developed to assist in the decision-making.  If created and used properly, such 
a model could provide guidance leading toward a rational answer as to whether a 510(k) is 
necessary in the large majority of circumstances.  This document proposes a flowchart model 
that can be used by manufacturers in their decision-making to analyze how changes in 
devices may affect safety or effectiveness.  In the model, we attempt to address changes to 
devices at a level detailed enough so that application of the broad principles contained in the 
regulations would minimize disagreements between manufacturers and the Agency.  The 
goal of the model is to provide guidance in answering a manufacturer’s questions on whether 
a 510(k) should be submitted for a particular type of change and to minimize the number of 
instances where the answer would be uncertain.  Taken as a whole, this guidance, and the 
model it describes, provides the agency’s best definition of when a change to a device could 
significantly affect safety and effectiveness.”10   
 

Rather than provide concrete definitions of terms used in section 807.81(a)(3), the 1997 
Guidance presents a logical scheme for how one might assess a device modification by 
answering a series of questions, including “does the change affect the indications for use?” or 
“are clinical data necessary to evaluate safety and effectiveness for purposes of determining 
substantial equivalence?”  The questions are represented visually in flowcharts at the end of the 
document.  Answering each question leads one through the flowcharts until one arrives at one of 
two conclusions – either a new 510(k) is necessary, or a 510(k) is not necessary and the change 
should simply be documented in the manufacturer’s files.   

D. Device-Specific Guidance Documents 

FDA has published device-specific guidance documents for many 510(k) products.11  The 
purpose of these documents is to provide recommendations for a particular type of device so that 
manufacturers intending to market that type of device have transparency into the Agency’s 
thinking on how the manufacturer should demonstrate substantial equivalence or fulfill other 
regulatory expectations.  Some device-specific guidances discuss potential device modifications 
for the device and the criteria that FDA considers in determining whether, under 21 CFR 807.81, 
a new 510(k) would be necessary for device modifications within that device type.  For instance, 
the guidance for daily wear contact lenses states that modifications involving surface treatments 
(for example, those “reducing protein deposit or improving wettability”) would require new 
510(k)s under 21 CFR 807.81, whereas certain labeling changes would not require 510(k)s under 
the regulation.  Moreover, as it acknowledged, the 1997 Guidance was not intended to supplant 

                                                      
9 1997 Guidance at pp. 1, 2.  
10 1997 Guidance at p. 2.   
11 FDA’s guidance documents can be found in a database at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm.  

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm
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device-specific guidances, but rather aimed to address areas not otherwise addressed in device-
specific guidances.   

E. The Special 510(k) Program 

For the benefit of industry and FDA review staff, the Agency created the Special 510(k) program 
in 1998 to provide a streamlined premarket submission process for certain device modifications.  
If a manufacturer modifies its device and does not change the indications for use or the 
fundamental scientific technology of the device, it is eligible to submit a Special 510(k).  These 
510(k)s are reviewed in 30-day cycles, one-third the typical 90-day review period for 510(k)s.   
 
Special 510(k)s also do not need to include as much performance information as traditional 
510(k) submissions.  Special 510(k)s simply need to describe the device modification that 
prompted the 510(k) submission, identify the risk analysis method(s) used to assess the impact of 
the modification as well as the results of the analysis, identify the verification and/or validation 
activities required, and provide a declaration of conformity with design controls.   
 
This focused review program leverages quality system information to decrease the premarket 
burden on manufacturers; instead of submitting a traditional 510(k) with a longer review 
timeframe, manufacturers provide FDA with certain quality system information and certify that 
the data behind the summarized information submitted as part of a Special 510(k) is documented 
in company records and available for Agency review during a postmarket inspection.   
 

F. The Quality System Regulation, 21 CFR Part 820 
 

The Quality System regulation outlines the basic elements of a system for designing and 
producing a medical device that meets appropriate design specifications.  This covers many 
aspects of designing and producing a medical device, but the requirements most relevant to 
device modifications are laid out in section 820.30(i), Design Changes:  
 

“Each manufacturer shall establish and maintain procedures for the identification, 
documentation, validation or where appropriate verification, review, and approval of 
design changes before their implementation.” 
 

Elements of section 820.30(i) are discussed in the 1997 Guidance and will be discussed further in 
this report, namely, recommendations for documentation of design changes when the 
manufacturer decides it is not necessary to submit a new 510(k), and the role of verification and 
validation in the decision to submit a new 510(k).  It is important to note that quality system 
information as required by the Quality System regulation is rarely part of the premarket 
assessment for 510(k)s and is typically assessed only during postmarket inspections.12  

                                                      
12 Section 513(f)(5) of the FD&C Act (21 USC 360c(f)(5)) allows FDA to withhold initial classification of a device for findings 
related to quality system requirements if “there is a substantial likelihood that the failure to comply with such regulations will 
potentially present a serious risk to human health.”  
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G. Policy of Foreign Agencies 

Foreign regulatory bodies, such as Health Canada (HC), have adopted a variety of regulations 
and guidance documents regarding medical device modifications.  FDA’s regulation of 
modifications is generally similar to that of HC and HC’s guidance document on medical device 
modifications is very similar to FDA’s 1997 Guidance.13  HC has regulatory requirements 
similar to FDA – “significant changes” require amended marketing licenses, and HC’s guidance 
explains which modifications qualify as “significant changes.”14   

The European Union (EU), however, has a very different regulatory system.  One major 
difference is that under the EU system, notified bodies frequently review quality system 
information prior to the marketing of most medical devices.15  As noted above, FDA typically 
does not conduct premarket review of quality system information for 510(k) devices and does 
not have the authority, in most circumstances, to withhold a device’s clearance based on quality 
system deficiencies.16  For this reason, FDA generally cannot use quality system information in 
the same manner that such information is used in the EU.    

IV. External Stakeholder Input on Current 510(k) Device Modifications Policy 

FDA has solicited input on its 510(k) device modifications policy from interested stakeholders 
through several forums.  In August 2010, the Agency’s 510(k) Working Group made several 
recommendations on the 510(k) program in general, including specific recommendations related 
to the 510(k) device modifications policy.  Those recommendations were based, in part, on 
comments from the industry trade group AdvaMed, which were received earlier in 2010.  This 
led to the creation of a 510(k) Plan of Action for implementation of these recommendations, 
which included issuing an updated 510(k) Modifications Guidance (the 2011 Draft Guidance).  
 
FDA discussed the 2011 Draft Guidance with industry representatives during negotiations for the 
Medical Device User Fee Amendments of 2012 (MDUFA III), received many comments from 
industry on the 2011 Draft Guidance in a publicly-accessible docket, and held an all-day public 
meeting on June 13, 2013, with a panel that included representatives from patient and consumer 
groups, foreign regulators, and industry to discuss FDA’s 510(k) device modifications policy.  
FDA agreed to several requests for meetings from industry groups prior to the June 2013 public 
meeting, and the Agency has agreed to additional such meetings since then.  A summary 
description of the feedback received from each of these forums is provided below.   

                                                      
13 See HC’s “Guidance for the Interpretation of Significant Change of a Medical Device,” available at http://www.hc-
sc.gc.ca/dhp-mps/alt_formats/pdf/md-im/applic-demande/guide-ld/signchng_modimportante-eng.pdf.   
14 See section 34 of the Medical Device Regulations (SOR/98-282), available at http://laws-
lois.justice.gc.ca/eng/regulations/SOR-98-282/page-7.html#h-17.   
15 See Medical Device Directive 93/42/EEC, Article 11, Conformity Assessment Procedures, available at http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0042:en:HTML. 
16 See section 513(f)(5) of the FD&C Act (21 USC 360c(f)(5)).  

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/md-im/applic-demande/guide-ld/signchng_modimportante-eng.pdf
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/md-im/applic-demande/guide-ld/signchng_modimportante-eng.pdf
http://laws-lois.justice.gc.ca/eng/regulations/SOR-98-282/page-7.html#h-17
http://laws-lois.justice.gc.ca/eng/regulations/SOR-98-282/page-7.html#h-17
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A. Development of the 510(k) Working Group Recommendations 
 

In September 2009, FDA convened a 510(k) Working Group tasked with evaluating the 510(k) 
program and exploring actions that CDRH could take to strengthen the program and improve the 
consistency of 510(k) decision making.  A subgroup of the 510(k) Working Group focused 
specifically on device modifications.  
 
To gather input from FDA’s external constituencies, the 510(k) Working Group held a public 
meeting on February 18, 2010, entitled “Strengthening the Center for Devices and Radiological 
Health’s 510(k) Review Process.”17  The group collected written comments through a public 
docket that was open from January 27, 2010 through March 19, 2010.18  Although device 
modifications policy was not the primary focus of the plan or the meeting, concerns related to 
device modifications were raised by both FDA and external stakeholders during the February 18, 
2010 public meeting and in comments submitted to the public docket.  FDA expressed concern 
that modifications to 510(k) devices are often not submitted for premarket review when they 
should be submitted.  Recommendations from external stakeholders regarding device 
modifications included suggestions to revise the 1997 Guidance to clarify and update certain 
points.   
 
In August 2010, based on input from internal CDRH discussions, the February 18, 2010 public 
meeting, and comments provided to the public docket, FDA published the preliminary report and 
recommendations of the 510(k) Working Group.19  Regarding 510(k) device modifications, the 
510(k) Working Group recommended the following: 

 
(1) CDRH should revise the existing guidance to clarify what types of modifications do 

or do not warrant submission of a new 510(k), and, for those modifications that do 
warrant a new 510(k), what modifications are eligible for a Special 510(k). 
 

(2) CDRH should explore the feasibility of requiring each manufacturer to provide 
regular, periodic updates to the Center listing any modifications made to its device 
without the submission of a new 510(k) and clearly explaining why each modification 
noted did not warrant a new 510(k). 
 

B. AdvaMed Comments from 2010 
 

AdvaMed provided a letter to FDA on May 21, 2010, in which it provided an assessment of the 
1997 Guidance.  In that letter, AdvaMed indicated that the guidance had served industry well 
since 1997 and stated its strong support for FDA’s effort to update the guidance so that it would 
continue to be a useful tool for industry and FDA.  AdvaMed provided an analysis of the areas in 

                                                      
17 Meeting materials, including a video recording and transcript, available at 
http://www.fda.gov/MedicalDevices/NewsEvents/WorkshopsConferences/ucm193327.htm.  
18 FDA-2010-N-0054.  
19 Available at 
http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHReports/UCM22
0784.pdf.   

http://www.fda.gov/MedicalDevices/NewsEvents/WorkshopsConferences/ucm193327.htm#video
http://www.fda.gov/MedicalDevices/NewsEvents/WorkshopsConferences/ucm193327.htm#video
http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHReports/UCM220784.pdf
http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHReports/UCM220784.pdf
http://www.fda.gov/MedicalDevices/NewsEvents/WorkshopsConferences/ucm193327.htm
http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHReports/UCM220784.pdf
http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHReports/UCM220784.pdf
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the existing guidance that it believed were vague, confusing, or not consistently implemented 
across industry.  Based in part on these concerns, the Agency attempted to provide greater clarity 
in the 2011 Draft Guidance.    
 

C. MDUFA III Negotiations Outreach 
 

Additional outreach to industry included discussions at the MDUFA III negotiation meetings 
which were attended by FDA and representatives of the device industry.  At such a meeting on 
August 9, 2011,20 a presentation was made discussing the concepts in the 2011 Draft Guidance.  
FDA indicated during that meeting that the document had been published in draft form and that 
the Agency was open to suggestions for new wording, additional examples, and any other means 
of improving the document.   
 

D. Industry Feedback on 2011 Draft Guidance 
 
In response to the comments (discussed above) calling for some improvements to the 1997 
Guidance, FDA published the 2011 Draft Guidance on July 27, 2011.  FDA did not intend to 
fundamentally change the policy described in the 1997 Guidance, but rather intended to address 
the language in that document that some manufacturers had asserted was unclear and had led to 
inconsistent interpretations of when a 510(k) is necessary for a device modification.  All 
comments received during the comment period for the 2011 Draft Guidance were from device 
manufacturers and industry groups, many of whom expressed concern that the draft constituted a 
departure from past policy and would result in more burdensome premarket requirements.21  
 
Some questioned whether a new guidance was necessary at all, and many suggested that 
although changes to the 1997 Guidance might be helpful, the revisions proposed in the 2011 
Draft Guidance were more extensive than necessary and would result in increased premarket 
burden for modified devices.  Numerous commenters suggested that the Draft Guidance be 
revised by attaching a flowchart that relied more on quality system requirements – primarily 
design verification and validation – and integrated risk management principles.  In addition, 
FDA held multiple meetings with industry representatives to discuss the 2011 Draft Guidance 
and possible policy revisions, including the use of critical specifications, risk-based stratification, 
and periodic reporting, suggestions that were later used to develop discussion topics for the 2013 
public meeting held on 510(k) device modifications.   
 
FDA believed that these conversations were constructive and expected that they would result in 
significant changes being made to the final document.  However, FDASIA mandated that the 
Draft 2011 Guidance be withdrawn and that the 1997 Guidance remain in effect until after the 

                                                      
20 Minutes of that meeting are available at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMD
UFMA/ucm272699.htm.  
 
21 Comments available at www.regulations.gov under docket number FDA-2011-D-0453.  

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMDUFMA/ucm272699.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandModernizationActMDUFMA/ucm272699.htm
http://www.regulations.gov/
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submission of this report to the Committee on Energy and Commerce of the House of 
Representatives and the Committee on Health, Education, Labor, and Pensions of the Senate.  
 

E. June 13, 2013, Public Meeting on 510(k) Device Modifications 
 

FDA held an all-day public meeting regarding the 510(k) device modifications policy on June 
13, 2013, at Agency’s White Oak, Maryland campus.22  The meeting was announced as an 
opportunity for external stakeholders and the Agency to come together to discuss FDA’s past, 
present, and future policy on 510(k) device modifications.  More than 300 people registered to 
attend in person, and another 900 people registered to attend via webcast.  Topics of discussion, 
which were posted on the meeting website and described more fully in the Federal Register 
meeting announcement23 (available as Appendix III), included: 

 
1. Potential use of risk management in 510(k) device modifications decisions – FDA sought 

proposals on how to incorporate risk management into its policy to ensure appropriate 
and consistent decisions by industry and FDA staff. 
 

2. Potential reliance on design control activities – FDA sought proposals for how industry 
and FDA could utilize design control activities, such as design verification and 
validation, to ensure that device modifications are appropriately evaluated prior to 
marketing. 
 

3. Potential use of critical specifications – FDA sought proposals on whether it could 
incorporate the use of critical specifications in determining whether device modifications 
require new 510(k) submissions in a manner that would ensure appropriate and consistent 
decisions by industry and FDA staff. 
 

4. Potential risk-based stratification of medical devices – FDA sought input on the 
practicality of stratifying devices requiring 510(k)s by risk, where lower risk devices 
would not require 510(k)s for most modifications, if those modifications were included in 
periodic reports submitted to the Agency. 
 

5. Potential periodic reporting – FDA sought comments on the possibility of subjecting 
legally-marketed 510(k) devices to periodic reporting requirements. 
 

6. Potential other solutions – FDA sought comments on combinations of the above or other 
options above, and on other options not mentioned here. 
 

Each topic was based on suggestions arising from interactions with or comments from external 
stakeholders.  Interested stakeholders made presentations on all proposed topics through the first 
half of the day, and in the second half of the day, all participants were invited to join an 

                                                      
22 Meeting materials, including webcast recording and presentation materials, available at 
http://www.fda.gov/MedicalDevices/NewsEvents/WorkshopsConferences/ucm347888.htm.  
23 78 FR 26786.  

http://www.fda.gov/MedicalDevices/NewsEvents/WorkshopsConferences/ucm347888.htm
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interactive panel discussion.  The panel consisted of members of industry, consumers, patient 
representatives, foreign regulators, and FDA staff.  Most of the panel discussion centered on 
industry’s frequently suggested use of risk management and reliance on design control activities.  
Although FDA’s current device modifications policy already utilizes these tools, industry 
consensus was that FDA should rely upon them more heavily.   
 
Subsequent conversations and meetings with industry representatives have been productive in 
determining how these tools might be further employed as part of the Agency’s general device 
modifications policy.  Although originally proposed by industry, use of critical specifications and 
risk-based stratification were generally met with skepticism by industry both during the meeting 
and in subsequent comments to the public docket for the meeting.  Patient and consumer groups, 
on the other hand, generally recommended further restrictions on industry’s ability to market 
modified devices without FDA premarket review.  They supported periodic reporting of device 
modifications, but did not support the other discussed measures if they resulted in less premarket 
oversight of modified devices.  These comments demonstrate the varying opinions on proper 
regulatory oversight of medical device modifications and the need to assure patients and 
consumers that FDA is exercising effective regulatory oversight of the safety and effectiveness 
of medical devices.   
 

F. Industry Comments 
 

Aside from further reliance on risk management and design control activities, the most consistent 
feedback that FDA received from industry was that the 1997 Guidance is very useful and should 
be maintained as the foundation of any new policy, albeit with some possible revisions.  The 
industry trade organizations’ comments to the meeting docket, quoted below, reflect this 
sentiment. 
 

AdvaMed:  “The current guidance … is a well-founded document that provides a pragmatic 
approach to determining when a modification requires a new submission.  The hallmark of a 
good document is its ability to withstand the test of time.  We believe that the Existing 
Guidance has done that.  It has provided a decision-making model that is flexible enough to 
adapt to the plethora of different device types cleared under the 510(k) program and the 
myriad of changes that occur as technology and scientific knowledge evolve.  It recognizes 
that enumerating all device types and potential types of changes is impossible, and puts the 
onus on the manufacturer to answer key questions that determine whether a change could 
significantly affect safety or effectiveness, and therefore require submission of a 510(k). … 
With that in mind, AdvaMed recommends that FDA maintain the Existing Guidance as the 
foundational document, and make improvements as we describe herein.”24 
 
The 510(k) Coalition:  “At the June 13th meeting, different stakeholders offered different 
perspectives on what changes, if any, are needed to the current modifications guidance (K97-
1).  Some espoused the view that the core approach in the current guidance is the most 

                                                      
24 AdvaMed’s full comments are available at www.regulations.gov under comment ID FDA-2013-N-0430-0029.  

http://www.regulations.gov/
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appropriate and what is needed is simply some updating and attention to specific issues or 
technologies (e.g., software).  The Coalition is generally in this camp.  Unless FDA identifies 
some pressing need, the Coalition’s core view is that K97-1 should continue to be the basis 
for when a modification triggers the need to submit a new 510(k).  The Coalition supports 
some updating of K97-1 (e.g., current references, elimination of the transitional QSR 
discussion as that is no longer relevant, and more explicit reference to existing guidance and 
regulation).”25 
 
The Medical Device Manufacturers’ Association (MDMA):  “MDMA believes that the 
initial guidance, published in 1997 (the ‘1997 Guidance’), continues to afford both the 
Agency and manufacturers a strong foundation for determining when a manufacturer should 
submit a premarket notification for a modification or change to a legally marketed device.  
MDMA therefore encourages the Agency to continue its reliance on the 1997 Guidance, and 
recommends that it be updated to more specifically incorporate Quality System Regulation 
testing and procedure requirements as discussed below.”26  

 
These statements from three major medical device trade organizations are generally in agreement 
with each other and with other companies that commented.  Although each organization’s 
comments differ somewhat in the extent of the changes they recommend to the 1997 Guidance, 
the overwhelming consensus is to retain the foundation of that document as the basis for FDA’s 
510(k) device modifications policy. 
 

G. Patient and Consumer Comments 
 
Consumer and patient representative views differed substantially from those of industry.  The 
Patient, Consumer, and Public Health Coalition stated that the 1997 Guidance gives 
manufacturers too much flexibility in deciding when modifications affect the safety and 
effectiveness of a device.  The Coalition did not support further reliance on design control 
activities, or use of critical specifications or risk-based stratification where certain groups of 
devices might be exempt from submitting 510(k)s for device modifications.  The group did 
support the use of periodic reporting and risk management, with specific guidelines.27  The 
National Women’s Health Network expressed similar concerns; the group did not support further 
use of design controls, critical specifications, or risk-based stratification.  The National Women’s 
Health Network believed that risk management is a useful tool given specific guidelines, and it 
supported periodic reporting.28   
 
Other consumer and patient group comments were similar, and included concerns about 
manufacturers deciding when to submit modified devices for premarket review.  One comment 

                                                      
25 The 510(k) Coalition’s full comments are available at www.regulations.gov under comment ID FDA-2013-N-0430-0028.  
26 MDMA’s full comments are available at www.regulations.gov under comment ID FDA-2013-N-0430-0032.  
27 The Patient, Consumer, and Public Health Coalition’s full comments are available at www.regulations.gov under comment ID 
FDA-2013-N-0430-0034.  
28 The National Women’s Health Network’s full comments are available at www.regulations.gov under comment ID FDA-2013-
N-0430-0009.  

http://www.regulations.gov/
http://www.regulations.gov/
http://www.regulations.gov/
http://www.regulations.gov/
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proposed that FDA require 510(k)s for all device modifications,29 and another comment, from an 
anonymous third-party regulatory consultant for medical devices, alleged that companies abuse 
the 510(k) device modifications policy and included examples of instances where device 
companies did not submit 510(k)s for devices that they knew required submissions.30   
 
V. Analysis of 510(k) Device Modification Examples 

 
FDA utilized multiple sources of information to identify examples of decisions regarding device 
changes made by industry using the recommendations outlined in the 1997 Guidance.  From 
analyzing these examples, the Agency was able to draw some conclusions regarding the 
strengths and weaknesses of the 1997 Guidance.    
 
One source of examples was inspection reports, where investigators, during routine inspections, 
collect information regarding a manufacturer’s change process, as well as reports of all recent 
changes.  From these examples, we were able to determine that the most common misuse of the 
1997 Guidance involved using the flowchart at the end of the document alone, without the text of 
the guidance, when deciding whether to submit a new 510(k).  In many cases, a notated version 
of the flowchart was also the only piece of decision-making documentation kept in company 
records, without any explanation of how the manufacturer followed the flowchart.  Examples of 
this are shown in Appendix IV.  In one example, a manufacturer photocopied the flowchart and 
circled decision points leading to the conclusion that a 510(k) was not required; in another, a 
manufacturer reproduced part of the flowchart, excluding most of the decision points.  None of 
the decisions made in these examples was explained.  In some cases, the documentation does not 
even describe the device modification being evaluated.  FDA deems this method of assessment 
and documentation to be inadequate.  The text and concepts from the 1997 Guidance are meant 
to be used in conjunction with the flowcharts, and some manufacturers do not consider concepts 
in the text of the guidance, limiting the decision to the narrow context of the flowchart alone.  
Even if the decision was ultimately correct, often no documentation of the thought process 
underlying it exists, thus making it difficult for anyone, either internal or external to the 
company, to understand the rationale for the submission or lack of submission of a 510(k).  After 
reviewing inspection reports, FDA found inadequate and incomplete documentation to be 
pervasive.  Adding information on appropriate documentation to future FDA guidance on 510(k) 
device modifications may ensure better documentation and possibly more thorough decision-
making.  
 
In addition to documentation problems, FDA has identified examples of device modifications 
that demonstrate what the Agency sees as some shortcomings in the 1997 modifications 
guidance.  For example, when a manufacturer increased the size of a spinal implant, it evaluated 
the mechanical performance but did not account for any other risks.  The ease of surgically 
placing a larger implant and changes in the effectiveness of the larger implant, for example, were 
not considered.  FDA believes it could better emphasize for industry the need to consider such 

                                                      
29 Full comments available at www.regulations.gov under comment ID FDA-2013-N-0430-0008.  
30 Full comments available at www.regulations.gov under comment ID FDA-2013-N-0430-0007.  

http://www.regulations.gov/
http://www.regulations.gov/
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impacts to enable industry to better understand the need to perform a full risk analysis in order to 
determine whether a modification could raise new issues.   
 
Changes in materials are a particularly difficult issue for 510(k) modification submission 
decisions.  This type of change can affect not only the biocompatibility of a device, but also its 
design and end performance.  Some of the most difficult issues with changes in materials revolve 
around materials suppliers, who are constantly changing the products they offer, often without 
any warning to manufacturers, and then replacing materials used in their devices.  These 
situations are further complicated because suppliers are not always willing to divulge the 
formulation of their materials to manufacturers.  FDA’s analysis found that manufacturers are 
sometimes unclear on how to proceed in these instances.  Any future modifications guidance 
should address this clearly.   
 
In some cases, FDA has identified actual device changes that could – and do, in fact – 
significantly affect safety and effectiveness, but were not reported in new 510(k)s.  While the 
Agency is aware of only a small percentage of changes that were not reported in a 510(k), which 
it generally learns of through postmarket inspection, FDA’s assessment of changes that it has 
reviewed indicates that manufacturers have misinterpreted or misapplied certain aspects of the 
1997 Guidance.  Although FDA’s analysis has also found device changes that are adequately 
assessed, documented, and carried through to production, the following examples show that 
some manufacturers are not submitting 510(k)s for certain modifications that require new 
submissions under 21 CFR 807.81(a)(3), which could put patients at risk.  The Agency believes 
that although the 1997 Guidance is generally effective, these examples demonstrate that 
additional clarity would help to ensure the safety and effectiveness of modified devices. 

 
Annuloplasty ring – An annuloplasty ring for correction of mitral valvular insufficiency 
was modified from previously cleared devices.  The modified device combined the ring 
material from one cleared device with the design geometry of another cleared device.  At 
the time, the company decided that the combination of these characteristics into a new 
modified device did not require a new 510(k) because the device material and design 
geometry were each based on cleared devices.  However, material and geometry are both 
critical features of annuloplasty rings, and an incorrect combination of the two could lead 
to unsafe and ineffective rings, possibly leading to significant patient health issues and the 
need for an open-heart surgery to replace the device.  Following subsequent discussions 
with FDA, the company reevaluated its decision and submitted a 510(k).  This example 
illustrates the confusion that some manufacturers have with the use of multiple cleared 
devices in 510(k) device modification decisions.  In addition, FDA’s review of the device 
found that additional validation testing was necessary to demonstrate that the device 
performed as intended. 

 
Troponin Assay – A company made several changes to its troponin assay over several 
years.  It determined that none of the changes required a new 510(k).  However, FDA 
identified a trend in adverse events for this device, and began talking with the company.  
During those discussions, the modifications made to the system came to light, as well as a 
performance change in the test.  The company had not considered the modifications to be 
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significant.  After review, FDA informed the company that several of the modifications 
were required to have clearance of a new 510(k) because they could significantly affect the 
safety and effectiveness of the device by potentially resulting in false negatives that could 
lead to delay of treatment (causing serious injury or death) or false positives that could lead 
to unnecessary catheterization or inappropriate treatment. 

 
Device Sterilizer System – FDA cleared the components of a system for sterilizing devices 
such as endoscopes and their accessories, and microsurgical and dental instruments.  FDA 
evaluated multiple changes made by the manufacturer to the device without the submission 
of a new 510(k), including changes to the chemical composition of the sterilant, software 
changes, and changes in materials.  FDA found that many of these changes were required 
to have been submitted in a new 510(k), and in particular, that some of the changes could 
and did affect the sterile fluid pathway of the device.  Non-sterility of this device could lead 
to the presence of waterborne pathogens on endoscopes and other critical and semi-critical 
devices, which could lead to patient infections.  FDA believes that additional clarity in the 
1997 Guidance could help manufacturers to better understand which of these types of 
changes require a 510(k) submission. 

 
VI. Proposed 510(k) Modifications Policy 

 
To develop this report, FDA solicited input on its 510(k) modifications policy from interested 
stakeholders in industry, consumer representative groups, patient representative groups, and the 
general public, held a day-long public meeting to discuss initial feedback on its device 
modification policy, and held several additional meetings with industry to discuss further 
feedback.  The Agency believes that these outreach efforts and conversations have led to a path 
forward that will ensure effective regulatory oversight of modifications made to 510(k) devices 
without being overly burdensome or impeding the evolution and improvement of such devices.  
This concluding section will outline a 510(k) device modifications policy that FDA intends to 
propose in draft guidance, the details of which will be developed with further collaboration with 
interested stakeholders.   
 

A. Interpretation of Key Terms 
 
The foundation of this policy lies in FDA’s interpretation of several key phrases in 21 CFR 
807.81(a)(3).  Specifically, Congress directed FDA, in preparing this report, to include 
interpretations of the following terms: 

 
• “could significantly affect the safety or effectiveness of the device”; 
• “a significant change or modification in design, material, chemical composition,   

energy source, or manufacturing process”; and 
• “major change or modification in the intended use of the device.”   

 
These terms provide the Agency with flexibility and allow FDA to account for the wide diversity 
of devices and to utilize device-specific, risk-based decision making.  Health Canada (HC) uses 
very similar language in its regulation on device modifications, stating that a new premarket 



16 

 

submission is required for a “significant change,” further defined as “a change that could 
reasonably be expected to affect the safety or effectiveness of a medical device.”31  During the 
June 13, 2013, public meeting on device modifications, Dr. Ian Aldous, Senior Evaluator at HC, 
stated that “there's actually some benefits to having a definition of ‘significant change’ that is in 
fact open to some interpretation.  It doesn’t paint you into a corner, for lack of a better phrase.  It 
does allow a little bit of gray area there to handle situations, which, quite frankly, we just haven’t 
thought of or might be coming down the pipe in the future, while still giving us some guidance 
and clarity on what the overall spirit is to identify what is not a significant change.”32   
 
In keeping with the flexible language of the regulation, the 1997 Guidance, rather than providing 
definitions of key regulatory terms, provides illustrations of how these terms apply to changes in 
labeling, technology, engineering, performance, and materials.  FDA believes that the approach 
of the 1997 Guidance provides clarity concerning these terms without sacrificing flexibility, and 
FDA intends to retain this approach in any future guidance.  Indeed, written comments to the 
Agency, opinions expressed at the June 2013 public meeting on device modifications, and 
viewpoints expressed at earlier and subsequent meetings with industry have been generally 
supportive of the 1997 Guidance document and the policy and decision-making process 
described therein, with some groups asking whether it is necessary to change the status quo and 
revise the current guidance at all.  As quoted in Section IV, AdvaMed called the 1997 Guidance 
“a well-founded document that provides a pragmatic approach to determining when a 
modification requires a new submission” and stated that the guidance has proved its worth by 
“its ability to withstand the test of time.”  The Agency believes that the illustrative model of the 
1997 Guidance, with some added clarity, will be an effective way to explain application of the 
terms “could significantly affect safety or effectiveness,” “a significant change or modification in 
design material, chemical composition, energy source or manufacturing process,” and “major 
change or modification in the intended use.”  The Agency plans to provide additional clarity 
throughout the model, and to seek input from interested stakeholders on ways to increase the 
clarity on the bounds of these terms and which device modifications fit within them.   
 

B. Processes for Industry to Determine Whether a Modified Device Needs a New 510(k) 
 

FDA’s current 510(k) device modifications policy centers on providing industry with guidance 
on how to determine whether a modified medical device needs a new 510(k) prior to being 
marketed.  Congress directed FDA to discuss in this report possible processes for industry to use 
to determine whether a new 510(k) is necessary for a modified device.  As noted above, many 
groups, including AdvaMed, have noted issues with the 1997 Guidance.  For example, these 
groups have said that it is vague or unclear in certain sections, that some of the decision-making 
points can lead to conflicting interpretations, and that the flowcharts at the end of the guidance 
are not entirely consistent with the language in the body of the document.  FDA believes certain 
areas could be improved, and is aware of examples where companies using this guidance 

                                                      
31 Section 34 of the Medical Device Regulations (SOR/98-282), available at http://laws-lois.justice.gc.ca/eng/regulations/SOR-
98-282/page-7.html#h-17.   
32 Stated at approximately 22 minutes into part 4 of the June 13, 2013 Public Workshop Webcast: 
https://collaboration.fda.gov/p8zms5r6gwg/.  

http://laws-lois.justice.gc.ca/eng/regulations/SOR-98-282/page-7.html#h-17
http://laws-lois.justice.gc.ca/eng/regulations/SOR-98-282/page-7.html#h-17
https://collaboration.fda.gov/p8zms5r6gwg/
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document did not arrive at correct determinations regarding whether their proposed device 
changes require 510(k)s.  As described in Section V, some manufacturers fail to understand 
certain decision points or may misapply the flowchart to their decision-making process.  Some 
manufacturer may reach supportable decisions on whether to submit a new 510(k), but may 
struggle to document the rationale for their decisions, in part because the 1997 Guidance does 
not address how to document these decisions.   
 
Accordingly, FDA believes that the best plan of action for future device modifications policy is 
to maintain the policy as described in the current 1997 Guidance, but with targeted revisions 
aimed at addressing the following specific issues:   

 
• Clarifying key terms – The Agency believes that it can provide additional clarity 

throughout the document by illustrating the meaning of the key terms in section 
807.81(a)(3). 

• Design verification and validation – Design verification and validation activities are 
an essential part of a company’s quality system program, and, in appropriate 
instances, can be leveraged to reduce premarket burden.  They are, however, at times 
misapplied in 510(k) device modification decisions.  As noted in the 1997 Guidance, 
companies should assess whether a device modification could significantly affect 
safety or effectiveness, and should use testing results to confirm or refute whether that 
assessment is correct or needs to be reevaluated.  However, this principle may be 
under-emphasized in the 1997 Guidance; FDA intends to revise the guidance to 
underscore this point. 

• Changes of materials – Changes of materials are a challenging modification type.  
FDA intends to update the 1997 Guidance to include practical considerations on this 
issue, such as how to assess changes when a manufacturer’s material supplier changes 
the formulation of the material it provides to the manufacturer, but in the interest of 
protecting trade secret information, the supplier refuses to disclose the exact 
formulation of that material. 

• Technological and regulatory advancements – Medical technology has advanced 
greatly since the 1997 Guidance was published, and FDA regulations and policies 
have been updated to adapt to the changing landscape in medical devices.  FDA’s 
modifications policy – whether in the general modifications guidance or in additional 
stand-alone guidance documents – should be updated as well to ensure that 
manufacturers have up-to-date guidance on technologies such as software and 
wireless devices. 

• Clarity of the modifications guidance document text and congruence of the text with 
flowcharts – The flowcharts at the end of the 1997 Guidance can be difficult to apply 
independently of the text in the body of the guidance, and the guidance document text 
would benefit from additional clarity in certain areas.   

 
In addition to making select revisions to the current 1997 Guidance to target certain areas, FDA 
plans to add two new appendices to the guidance: one to provide additional examples of device 
changes that likely would and would not require new 510(k) submissions, and another to provide 
guidance on how to appropriately document the process of deciding whether to submit a 510(k) 
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for a device modification.  Industry has stated that additional examples would be helpful in 
understanding FDA’s device modifications policy and has requested examples of changes that 
would not need a 510(k) as well as those that would need one.  Such an appendix is included in 
HC’s device modifications guidance.  FDA plans on using some of the examples from HC’s 
guidance, in addition to examples the Agency has received from industry, for inclusion in a 
future modifications guidance and applicable examples that have been included in previous FDA 
guidances.  FDA also plans on adding explanations of how to walk through some examples to 
explain the process of deciding whether a new 510(k) is necessary.   
 
Finally, FDA plans to add an appendix on how to completely document the decision whether to 
submit a 510(k).  This should be helpful in alleviating the issues with documentation described in 
Section V.  FDA believes that an appendix describing how to document the decision-making 
process for device modifications might simplify the process for industry and provide 
manufacturers with a consistent approach to documenting the decision-making process and 
ensuring compliance with section 807.81(a)(3).  Appropriate and consistent documentation will 
also streamline inspections of this information, which may make that process more efficient.  
Appropriate documentation may also improve compliance with Quality System regulation 
documentation requirements for design changes in situations where the modification decision 
was made correctly.  
 
FDA also may expand inclusion of device-specific modifications sections in device-specific 
guidance documents where appropriate.  A small number of guidance documents already include 
examples of device modifications that do and do not require a new 510(k) submission.  It should 
be noted that any new guidance documents will be issued in draft form for public comment, to 
provide industry and other stakeholders the opportunity to comment on any specific examples 
included therein.   
 

C. Leverage of Quality System Requirements 
 
Congress directed FDA to analyze how existing quality system requirements can be leveraged to 
reduce premarket burden, facilitate continual device improvement, and provide reasonable 
assurance of safety and effectiveness of modified devices.  Current 510(k) device modifications 
policy relies on quality system requirements in two ways: (1) to ensure safety and effectiveness 
of modified medical devices that do not require 510(k) submissions; and (2) to reduce premarket 
burden on manufacturers who do need to submit new 510(k)s and meet the requirements of the 
Special 510(k) program.   
 
Regulatory oversight for device changes that are not required to be submitted in new 510(k) 
submissions is conducted through quality system requirements.  FDA uses these requirements to 
ensure that there is appropriate documentation of modifications and explanation as to how device 
safety and effectiveness have been ensured.  In developing additional guidance, FDA proposes to 
identify specific examples of device changes, through general and device-specific guidances, that 
do not require new 510(k)s but can be appropriately regulated through the quality system 
requirements.   
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As discussed in Section III, FDA also offers the Special 510(k) program, which relies on quality 
system information to decrease premarket burden on those manufacturers who do need to submit 
new 510(k)s for certain modified devices.  FDA plans to continue this program. 
 
In addition to these uses of the quality system requirements, FDA plans to discuss with interested 
stakeholders additional uses of the quality system.  FDA believes that there may be other ways to 
use this information to reduce premarket burden on manufacturers who must submit new 510(k)s 
for modified devices.  Some possible options were discussed during the June 13, 2013, public 
meeting (see Section IV), and FDA will continue to consider other alternatives.  FDA believes 
that these proposals will allow the Agency to effectively oversee device modifications, but also 
allow industry the freedom to make modifications to currently, legally marketed devices as 
necessary without undue burden.   
 
In conclusion, FDA intends to update the 1997 Guidance to provide greater clarity on when a 
new 510(k) is required for changes to a cleared device and processes for manufacturers to 
determine whether a change requires 510(k) review.  FDA also intends to address in the revisions 
how to leverage existing quality system requirements and how to document decisions regarding 
changes to cleared devices.  FDA welcomes comments and questions from Congress.   
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VII. Appendices  
 
Appendix I – Definitions of Important Terms and Acronyms Used in this Report 
 

510(k): A premarket review submission, also known as a premarket notification, in which 
manufacturers alert FDA that they plan to market a medical device in the United States, which 
FDA must clear prior to marketing.  A device can be cleared for market if the 510(k) submission 
demonstrates that the device is substantially equivalent to a legally marketed device (a predicate 
device) (see predicate device and substantial equivalence definitions below).  510(k) 
submissions are required for most class II medical devices, and some class I and class III 
devices. 
 
CDRH: Center for Devices and Radiological Health 
 
EU: European Union 
 
FDA: Food and Drug Administration 
 
FDASIA: The Food and Drug Administration Safety and Innovation Act  
 
HC: Health Canada, the medical device regulatory agency of Canada 
 
Intended Use:  Intended use refers to “the objective intent of the persons legally responsible for 
the labeling of devices.  The intent is determined by such persons’ expressions or may be shown 
by the circumstances surrounding the distribution of the article ....”33 
 
Indications for Use:  An indication for use is “[a] general description of the disease or condition 
the device will diagnose, treat, prevent, cure, or mitigate, including a description of the patient 
population for which the device is intended.”34  The indications include all the labeled patient 
uses of the device, for example: 
 

• the condition(s) or disease(s) to be screened, monitored, treated, or diagnosed, 
• prescription versus over-the-counter use, 
• part of the body or type of tissue applied to or interacted with, 
• frequency of use, 
• physiological purpose (e.g., removes water from blood, transports blood, etc.), and 
• patient population. 

 
The indications for use are normally found in the indications section of the labeling, but 
indications may also be inferred from other parts of the labeling, such as the precautions, 
warnings, or the bibliography sections.  In some instances, a change in the indications for use 

                                                      
33 21 CFR 801.4 “Meaning of intended uses.” 
34 21 CFR 814.20(b)(3)(i). 
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may be a new intended use for the device, in which case, the device would not be substantially 
equivalent and a premarket approval application or a reclassification petition would be 
necessary.35 
 
Manufacturer:  For the purposes of this document, the term manufacturer includes any 510(k) 
holder, even if that person does not actually fabricate the existing device. 
 
Notified Body:  A notified body is a third party designated by EU Member States.  A notified 
body is responsible for verifying manufacturer compliance with regulatory requirements and 
issuing certifications of device manufacturer competence to produce and release medical devices 
that are compliant with medical device regulations. 
 
Predicate Device:  A legally marketed medical device not subject to premarket approval, to 
which a 510(k) device may be compared for determinations of substantial equivalence.  A 510(k) 
device must be substantially equivalent to the predicate device to receive premarket clearance.   
 
Substantial Equivalence:  For a 510(k) device to be cleared for market, it must be demonstrated 
to be substantially equivalent to a predicate device in a 510(k) submission.  The device must 
have the same intended use as the predicate device.  It also must have either the same 
technological characteristics as the predicate device or different technological characteristics, 
and (1) those differences do not raise different questions of safety and effectiveness and (2) the 
device is at least as safe and effective as the predicate device.36   

 

 

 

 

  

                                                      
35 ODE Bluebook Memorandum K86-3 (June 30, 1986), Guidance on the CDRH Premarket Notification Review Program.  
36 Section 513(i) of the FD&C Act (21 USC 360c(i)). 
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Appendix II – Section 604 of FDASIA 

SEC. 604. DEVICE MODIFICATIONS REQUIRING PREMARKET 
NOTIFICATION PRIOR TO MARKETING. 

Section 510(n) (21 U.S.C. 360(n)) is amended by— 

(1) striking ‘‘(n) The Secretary’’ and inserting ‘‘(n)(1) The Secretary’’; and 

(2) by adding at the end the following: 

‘‘(2)(A) Not later than 18 months after the date of enactment of this paragraph, the Secretary 
shall submit to the Committee on Energy and Commerce of the House of Representatives and the 
Committee on Health, Education, Labor, and Pensions of the Senate a report regarding when a 
premarket notification under subsection (k) should be submitted for a modification or change to a 
legally marketed device. The report shall include the Secretary’s interpretation of the following 
terms: ‘could significantly affect the safety or effectiveness of the device’, ‘a significant change 
or modification in design, material, chemical composition, energy source, or manufacturing 
process’, and ‘major change or modification in the intended use of the device’. The report also 
shall discuss possible processes for industry to use to determine whether a new submission under 
subsection (k) is required and shall analyze how to leverage existing quality system requirements 
to reduce premarket burden, facilitate continual device improvement, and provide reasonable 
assurance of safety and effectiveness of modified devices. In developing such report, the 
Secretary shall consider the input of interested stakeholders.   

‘‘(B) The Secretary shall withdraw the Food and Drug Administration draft guidance entitled 
‘Guidance for Industry and FDA Staff—510(k) Device Modifications: Deciding When to Submit 
a 510(k) for a Change to an Existing Device’, dated July 27, 2011, and shall not use this draft 
guidance as part of, or for the basis of, any premarket review or any compliance or enforcement 
decisions or actions. The Secretary shall not issue— 

‘‘(i) any draft guidance or proposed regulation that addresses when to submit a premarket 
notification submission for changes and modifications made to a manufacturer’s previously 
cleared device before the receipt by the Committee on Energy and Commerce of the House of 
Representatives and the Committee on Health, Education, Labor, and Pensions of the Senate of 
the report required in subparagraph (A); and 

‘‘(ii) any final guidance or regulation on that topic for one year after date of receipt of such 
report by the Committee on Energy and Commerce of the House of Representatives and the 
Committee on Health, Education, Labor, and Pensions of the Senate. 

‘‘(C) The Food and Drug Administration guidance entitled ‘Deciding When to Submit a 
510(k) for a Change to an Existing Device’, dated January 10, 1997, shall be in effect until the 
subsequent issuance of guidance or promulgation, if appropriate, of a regulation described in 
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subparagraph (B), and the Secretary shall interpret such guidance in a manner that is consistent 
with the manner in which the Secretary has interpreted such guidance since 1997.’’. 



24 

 

Appendix  III 
 

Federal Register Notice for the June 13, 2013, Public Meeting on 510(k) Device 
Modifications 

  
Pages 24 – 29 
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III. Comments 

Interested persons may submit either 
electronic comments regarding this 
document to http://www.regulations.gov 
or written comments to the Division of 
Dockets Management (see ADDRESSES). It 
is only necessary to send one set of 
comments. Identify comments with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday, and 
will be posted to the docket at http:// 
www.regulations.gov. 

IV. Electronic Access 

Persons with access to the Internet 
may obtain the guidance at either http:// 
www.fda.gov/BiologicsBloodVaccines/ 
GuidanceComplianceRegulatory
Information/Guidances/default.htm or 
http://www.regulations.gov. 

Dated: May 2, 2013. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2013–10889 Filed 5–7–13; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2013–N–0001] 

Microbiology Devices Panel of the 
Medical Devices Advisory Committee; 
Notice of Meeting 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). The meeting will be open to the 
public. 

Name of Committee: Microbiology 
Devices Panel of the Medical Devices 
Advisory Committee. 

General Function of the Committee: 
To provide advice and 
recommendations to the Agency on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on June 13, 2013, from 8 a.m. to 6 
p.m. 

Location: Hilton Washington DC 
North/Gaithersburg, Salons A, B, C and 
D, 620 Perry Pkwy., Gaithersburg, MD 
20877. The hotel’s telephone number is 
301–977–8900. 

Contact Person: Shanika Craig, 
Shanika.Craig@fda.hhs.gov, Center for 
Devices and Radiological Health, Food 
and Drug Administration, 10903 New 

Hampshire Ave., Silver Spring, MD 
20993, 301–796–6639, Food and Drug 
Administration, or FDA Advisory 
Committee Information Line, 1–800– 
741–8138 (301–443–0572 in the 
Washington, DC area). A notice in the 
Federal Register about last minute 
modifications that impact a previously 
announced advisory committee meeting 
cannot always be published quickly 
enough to provide timely notice. 
Therefore, you should always check the 
Agency’s Web site at http:// 
www.fda.gov/AdvisoryCommittees/ 
default.htm and scroll down to the 
appropriate advisory committee meeting 
link, or call the advisory committee 
information line to learn about possible 
modifications before coming to the 
meeting. 

Agenda: On June 13, 2013, the 
committee will discuss and make 
recommendations regarding the possible 
reclassification of influenza detection 
devices, currently regulated as class I. 
The committee’s discussion will involve 
making recommendations regarding 
regulatory classification to either 
confirm class I or reclassify these 
devices into class II with special 
controls. The committee will address 
issues such as device performance and 
public health impact to determine 
whether special controls are needed to 
ensure the safety and effectiveness of 
these tests through their total product 
life cycle. The proposed special controls 
will be discussed to support the 
possible reclassification. 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s Web site after 
the meeting. Background material is 
available at http://www.fda.gov/ 
AdvisoryCommittees/Calendar/ 
default.htm. Scroll down to the 
appropriate advisory committee meeting 
link. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person on or before June 4, 2013. Oral 
presentations from the public will be 
scheduled between approximately 1 
p.m. and 2 p.m. Those individuals 
interested in making formal oral 
presentations should notify the contact 
person and submit a brief statement of 
the general nature of the evidence or 
arguments they wish to present, the 

names and addresses of proposed 
participants, and an indication of the 
approximate time requested to make 
their presentation on or before May 30, 
2013. Time allotted for each 
presentation may be limited. If the 
number of registrants requesting to 
speak is greater than can be reasonably 
accommodated during the scheduled 
open public hearing session, FDA may 
conduct a lottery to determine the 
speakers for the scheduled open public 
hearing session. The contact person will 
notify interested persons regarding their 
request to speak by May 31, 2013. 

Persons attending FDA’s advisory 
committee meetings are advised that the 
Agency is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact AnnMarie 
Williams, Committee Management Staff, 
at annmarie.williams@fda.hhs.gov or 
301–796–5966, at least 7 days in 
advance of the meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our Web site at 
http://www.fda.gov/ 
AdvisoryCommittees/ 
AboutAdvisoryCommittees/ 
ucm111462.htm for procedures on 
public conduct during advisory 
committee meetings. 

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2). 

Dated: May 3, 2013. 
Peter Lurie, 
Acting Associate Commissioner for Policy and 
Planning. 
[FR Doc. 2013–10891 Filed 5–7–13; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2013–N–0430] 

510(k) Device Modifications: Deciding 
When To Submit a 510(k) for a Change 
to an Existing Device; Public Meeting; 
Request for Comments 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of public meeting; 
request for comments. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
public meeting entitled ‘‘510(k) Device 
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Modifications: Deciding When to 
Submit a 510(k) for a Change to an 
Existing Device.’’ The focus of this 
meeting is FDA’s interpretation of its 
regulations concerning when a 
modification made to a 510(k)-cleared 
device requires a new 510(k) 
submission. 

DATES: The meeting will be held on June 
13, 2013, from 9 a.m. to 5 p.m. EDT. 
ADDRESSES: The meeting will be held at 
FDA’s White Oak Campus, 10903 New 
Hampshire Ave., Building 31 
Conference Center, the Great Room (Rm. 
1503), Silver Spring, MD 20993–0002. 
Entrance for the public meeting 
participants (non-FDA employees) is 
through Building 1 where routine 
security check procedures will be 
performed. For parking and security 
information, please refer to http://www.
fda.gov/AboutFDA/WorkingatFDA/
BuildingsandFacilities/WhiteOak
CampusInformation/ucm241740.htm. 
FOR FURTHER INFORMATION CONTACT: For 
technical information: Michael J. Ryan, 
Center for Devices and Radiological 
Health, Food and Drug Administration, 
301–796–6283, email: 
michael.ryan@fda.hhs.gov. For 
registration questions: Joyce Raines, 
Center for Devices and Radiological 
Health, Food and Drug Administration, 
301–796–5709, email: 
joyce.raines@fda.hhs.gov. 

Registration: Registration is free and 
available on a first-come, first-served 
basis. Persons interested in attending 
this meeting must register online by 5 
p.m. EDT, May 30, 2013. Early 
registration is recommended because 
facilities are limited and, therefore, FDA 
may limit the number of participants 
from each organization. If time and 
space permits, onsite registration on the 
day of the meeting will be provided 
beginning at 8 a.m. 

If you need special accommodations 
due to a disability, please contact Joyce 
Raines, 301–796–5709 or email: 
joyce.raines@fda.hhs.gov no later than 5 
p.m. EDT, May 30, 2013. 

To register for the meeting, please 
visit FDA’s Medical Devices News & 
Events—Workshops & Conferences 
calendar at http://www.fda.gov/ 
MedicalDevices/NewsEvents/ 
WorkshopsConferences/default.htm. 
(Select this meeting from the posted 
events list.) Please provide complete 
contact information for each attendee, 
including name, title, affiliation, 
address, email, and telephone number. 
Those without Internet access should 
contact Joyce Raines to register (see 
Contact Persons). Registrants will 
receive confirmation after they have 

been accepted. You will be notified if 
you are on a waiting list. 

Streaming Webcast of the Meeting: 
This meeting will also be available via 
Webcast. Persons interested in viewing 
the Webcast must register online by May 
30, 2013, 5 p.m. EDT. Early registration 
is recommended because Webcast 
connections are limited. Organizations 
are requested to register all participants, 
but to view using one connection per 
location. Webcast participants will be 
sent technical system requirements after 
registration and will be sent connection 
access information after May 31, 2013. 
If you have never attended a Connect 
Pro event before, test your connection at 
https://collaboration.fda.gov/common/ 
help/en/support/meeting_test.htm. To 
get a quick overview of the Connect Pro 
program, visit http://www.adobe.com/ 
go/connectpro_overview. (FDA has 
verified the Web site addresses in this 
document, but FDA is not responsible 
for any subsequent changes to the Web 
sites after this document publishes in 
the Federal Register.) 

Requests for Oral Presentations: This 
meeting includes a public comment 
session and topic-focused sessions. 
During online registration you may 
indicate if you wish to present during a 
public comment session or participate 
in a specific session, and which topics 
you wish to address. FDA has identified 
general topics in this document. FDA 
will do its best to accommodate requests 
to make public comments and 
participate in the focused sessions. 
Individuals and organizations with 
common interests are urged to 
consolidate or coordinate their 
presentations, and request time for a 
joint presentation, or submit requests for 
designated representatives to participate 
in the focused sessions. Following the 
close of registration, FDA will 
determine the amount of time allotted to 
each presenter and the approximate 
time each oral presentation is to begin, 
and will select and notify participants 
by June 3, 2013. All requests to make 
oral presentations must be received by 
the close of registration on May 30, 
2013, 5 p.m. EDT. If selected for 
presentation, all of your presentation 
materials must be emailed to Michael 
Ryan (see Contact Persons) no later than 
June 6, 2013. No commercial or 
promotional material will be permitted 
to be presented or distributed at the 
meeting. 

Comments: FDA is holding this 
meeting to obtain information on its 
interpretation of the 510(k) device 
modifications regulations, and 
specifically, deciding when a 510(k) 
should be submitted for a change to a 
510(k)-cleared device. To permit the 

widest possible opportunity to obtain 
public comment, FDA is soliciting 
either electronic or written comments 
on all aspects of the meeting topics. 
FDA would like to receive these 
comments by May 30, 2013, so they can 
be discussed during the meeting; 
however, comments related to this 
meeting will be accepted until July 13, 
2013. 

Regardless of attendance at the 
meeting, interested persons may submit 
written comments regarding this 
document to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, Rm. 
1061, Rockville, MD 20852, or 
electronic comments to http:// 
www.regulations.gov. It is necessary to 
send only one set of comments. Identify 
comments with the docket number 
found in brackets in the heading of this 
document. In addition, when 
responding to specific questions as 
outlined in section II of this document, 
please identify the question you are 
addressing. Received comments may be 
seen in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday, and will be 
posted to the docket at http:// 
www.regulations.gov. 

Transcript: Please be advised that as 
soon as a transcript is available, it will 
be accessible at http:// 
www.regulations.gov. It may be viewed 
at the Division of Dockets Management 
(see Comments). A transcript will also 
be available in either hardcopy or on 
CD–ROM after submission of a Freedom 
of Information Act request. Written 
requests are to be sent to the Division 
of Freedom of Information (ELEM– 
1029), Food and Drug Administration, 
12420 Parklawn Dr., Element Bldg., 
Rockville, MD 20857. A link to the 
transcript will also be available 
approximately 45 days after the meeting 
on the Internet at http://www.fda.gov/ 
MedicalDevices/NewsEvents/ 
WorkshopsConferences/default.htm. 
(Select this meeting from the posted 
events list.) 
SUPPLEMENTARY INFORMATION: 

I. Background 
The Food and Drug Administration 

Safety and Innovation Act (FDASIA) 
became law on July 9, 2012. FDASIA 
added section 510(n)(2) to the Federal 
Food, Drug, and Cosmetic Act (FD&C 
Act) (21 U.S.C. 360(n)), which requires 
FDA to withdraw its 2011 draft 
guidance, ‘‘Deciding When to Submit a 
510(k) for a Change to an Existing 
Device,’’ and states that the 1997 final 
guidance of the same name shall be in 
effect until FDA issues a guidance or a 
regulation on the topic. Section 510(n) 
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further requires FDA to submit a report 
not later than 18 months after the 
enactment of FDASIA to the Committee 
on Energy and Commerce of the House 
of Representatives and the Committee 
on Health, Education, Labor, and 
Pensions of the Senate on when a new 
510(k) should be submitted to FDA for 
a modification or change to a legally 
marketed device. Under this provision, 
the report must address the 
interpretation of several phrases in 21 
CFR 807.81(a)(3) (the regulation 
governing submission of 510(k)s for 
changed or modified devices), possible 
processes for industry to use to 
determine whether a new 510(k) is 
required, and how to leverage existing 
quality system requirements to reduce 
premarket burden, facilitate continual 
device improvement, and provide 
reasonable assurance of safety and 
effectiveness of modified devices. FDA 
is holding this public meeting to solicit 
input on these issues from all interested 
stakeholders. 

II. Topics for Discussion at the Meeting 
FDA invites public input on its 

interpretation of its regulations 
concerning when a new 510(k) is 
required for a change to a 510(k)-cleared 
device. This input will be used to 
formulate FDA’s report to Congress, as 
well as any future guidance on this 
topic. FDA would like to solicit 
comments on the following policy 
options, both in the form of submissions 
to the docket for this Federal Register 
notice and in discussion during the 
public meeting. Please note that 
implementation of some of these 
options may require regulatory changes 
beyond a guidance document. 

A. Risk Management 
Industry members have proposed use 

of risk management in the decision 
process on whether a medical device 
modification requires a new 510(k) 
submission. FDA would like to solicit 
specific, detailed, and practicable 
proposals that incorporate risk 
management into this decision process 
in a way that ensures appropriate and 
consistent modification decisions by 
industry and FDA staff. Appropriate 
decisions in this context are those that 
allow for both medical device 
innovation and effective FDA oversight 
of device changes. Consistent results are 
a key consideration, as these decisions 
must be made by many different types 
of medical device companies and by 
different FDA review divisions. 
Inconsistent decisions will make policy 
unclear and unpredictable for those 
making future decisions. Proposals must 
ensure consistency of 510(k) 

modifications policy, and address and 
resolve the following concerns. 

1. Risk Management is a Process— 
Published risk management standards 
and guides, such as the International 
Organization of Standardization’s 
(ISO’s) 14971:2007, ‘‘Medical devices— 
Application of risk management to 
medical devices,’’ are not designed to 
produce a determination on whether a 
modified device requires a 510(k). How 
can risk management be tied to a 
decision on whether a modification 
requires a new 510(k)? More 
specifically, how can FDA tie risk 
management to the decision that a 
change or modification in a device is 
one that could significantly affect the 
safety or effectiveness of the device? 
Provide examples of different devices 
and how the suggested tie between risk 
management and 510(k) modifications 
would result in consistent decision 
making. 

2. There are Many Different Ways to 
do Risk Management—FDA’s risk 
analysis process is described in the 
preamble to 21 CFR part 820, the 
Quality System Regulation, at 61 FR 
52620 (October 7, 1996), in the response 
to comment 83. Although FDA’s risk 
analysis process is similar to some 
documented risk management 
processes, there are many other ways to 
conduct risk management and still meet 
FDA requirements. Even ISO 14971, one 
of the more common risk management 
guides, allows for flexibility in its 
processes such that different 
manufacturers following ISO 14971 
could conceivably reach different risk 
management decisions for similar 
device changes. How can a single risk 
management process be chosen that 
leads to consistent and appropriate 
decisions on whether a 510(k) is 
required for a device modification? 

3. Risk Management Analyses 
Inherently Involve Subjectivity—Risk 
management requires the manufacturer 
to: (1) Establish ‘‘criteria for risk 
acceptability, based on the 
manufacturer’s policy for determining 
acceptable risk,’’ (2) predict known and 
foreseeable hazards associated with the 
device, (3) estimate the risks for each 
hazard, and (4) evaluate the risks of 
each associated hazard using the 
manufacturer’s established criteria. ISO 
14971. FDA is not aware of universally 
accepted risk acceptability criteria for 
medical devices. Furthermore, it is often 
difficult to find objective data to help 
determine frequency and even severity 
of risk, which often leads to inconsistent 
risk analyses. How can the inherent 
subjectivity of risk management be 
controlled to ensure consistent and 
appropriate decisions on whether a 

510(k) is required for a device 
modification? 

4. A Company’s Risk Management 
Processes are Contained Within its 
Overall Quality System and May Not be 
Specifically Scrutinized by FDA During 
510(k) Reviews—To consider 
integration of risk management in the 
510(k) modification decision-making 
process, FDA must have assurance that 
a company’s risk management process is 
comprehensive and appropriately 
implemented. How can FDA obtain 
such assurance? 

B. Reliance on Design Control Activities 

FDA is soliciting proposals for how 
industry and FDA could utilize design 
control activities such as design 
verification and validation to ensure 
that device modifications are 
appropriately evaluated prior to 
marketing. FDA would need some form 
of effective oversight in this process to 
properly perform its function of 
protecting the public health. The 
Agency would need the opportunity to 
review design control activities when 
necessary because improper application 
of these activities may lead to 
incomplete or inaccurate evaluations of 
design changes and the marketing of 
unsafe or ineffective devices. At this 
time, FDA generally reviews design 
control information for 510(k)-eligible 
devices only during inspections, and 
inspections do not necessarily focus on 
the specific information (such as design 
specifications, testing protocols, etc.) 
that FDA needs to review to ensure that 
design changes are properly evaluated. 
Inspection resources are also limited. 
Any proposal for reliance on design 
control activities as part of FDA’s 510(k) 
modifications policy should consider 
how FDA may ensure effective 
oversight. Input on the following 
specific questions is requested. 

1. FDA Does Not Typically Review 
Design Control Information Prior to 
Marketing Clearance and Resource 
Issues, Among Other Things, Limit the 
Extent of its Review of Design Control 
Information—How can FDA ensure that 
design control activities will limit the 
potential for marketing of device 
modifications that may be unsafe or 
ineffective? 

2. Although 21 CFR 820.30 Imposes 
the Same Design Control Requirements 
on All Medical Device Manufacturers, 
the Ways in Which Manufacturers 
Comply with These Requirements 
Vary—How can FDA ensure consistency 
in use of design controls to ensure that 
only safe and effective modified devices 
are marketed? 
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C. Critical Specifications 

Industry members have proposed the 
use of critical specifications, a new 
concept, to make decisions on whether 
a 510(k) is required for a device 
modification easier. This concept would 
be one way that FDA could link use of 
design control activities to 510(k) 
modification decisions. 

Under this proposal, if FDA and 
manufacturers can identify essential 
device specifications—critical 
specifications—and can agree on limits 
and testing protocols for those 
specifications within a 510(k), then a 
device manufacturer may make 
modifications to a device, and as long as 
the resulting device remains within the 
agreed-upon limits for all of the critical 
specifications, no new 510(k) would be 
required for that modified device. This 
approach could allow FDA to rely on 
the quality system regulation to ensure 
that qualifying changes could not 
significantly affect safety and 
effectiveness because there was no 
change to a critical specification. FDA 
would like to discuss the feasibility of 
this approach, both for manufacturers 
and FDA’s review staff, and how it 
might be implemented. It is important to 
note that this approach would not apply 
to changes to intended use or labeling, 
as those aspects of a device are not 
associated with specifications. 

Critical specifications could include a 
range of technological and material 
design aspects, such as dimensional 
specifications, shelf life, or material 
purity. Critical specifications would 
necessarily be device specific, so it 
would be impossible to identify all of 
the possible specifications in guidance, 
although FDA guidance could note 
useful examples. To qualify as a critical 
specification, FDA and the 510(k) 
submitter would have to agree on the 
identity and parameters of a critical 
specification within a 510(k) review. 
The manufacturer would have to clearly 
identify types of changes that might be 
made, which specifications it would 
designate as critical for those types of 
changes, and specification bounds or 
tolerances. For example, if a 
manufacturer anticipates possible 
changes in materials for an implant (e.g., 
due to supplier changes that may occur 
post-clearance), then it might wish to 
designate tensile strength of the material 
as a critical specification. It would then 
set parameters for properties that the 
new material needs to meet; for 
instance, tensile strength must be 950 
MPa ± 15 MPa (megapascals). The 
510(k) would also describe how tensile 
strength would be tested. FDA reviewers 
would need to consider whether any 

other properties should be identified as 
critical specifications for the type of 
change in question, and whether 
appropriate test methods have been 
identified to ensure the modified device 
will meet its critical specifications. 
Voluntary consensus standards (such as 
those recognized on FDA’s Web site in 
its recognized standards database at 
http://www.accessdata.fda.gov/scripts/ 
cdrh/cfdocs/cfStandards/search.cfm) 
could be used to determine critical 
specifications and their parameters or 
testing protocols. If critical 
specifications are agreed on prior to 
510(k) clearance, then a manufacturer 
who modifies its device after clearance 
would be able to do so without 
submission of a new 510(k) as long as 
the agreed-upon verification and 
validation activities show those critical 
specifications are unchanged. 

To take advantage of this approach, 
manufacturers would have to identify 
the following in their 510(k) 
submissions: 

• A list of potential changes that 
might be made; 

• Critical specifications for each 
change: Those device specifications— 
physical, material, or performance—that 
are essential to safe and effective use of 
the device (e.g., tensile strength); 

• Bounds for those specifications that 
a changed device must remain within 
(e.g., 950 MPa ± 15 MPa); and 

• The verification and validation test 
protocols that will be used to examine 
those specifications pre- and post- 
modification, within the rubric of the 
quality system regulation. 

FDA’s review staff would be 
responsible for reviewing the above 
information and determining whether a 
change that results in a device that 
remains within the identified 
specifications could significantly affect 
safety or effectiveness. 

FDA is soliciting input on the 
feasibility of the critical specifications 
approach and proposals for how FDA 
could implement such a program. Input 
on the following specific questions is 
requested. 

1. How could critical specifications be 
incorporated into FDA’s review process? 
Review of critical specifications 
proposals in 510(k)s will require 
additional review time and resources. 
How should situations where agreement 
cannot be reached within review 
timeframes be handled? How could 
situations where FDA is ready to 
proceed with a substantial equivalence 
decision, but critical specifications have 
not been agreed upon, be handled? 

2. How could critical specifications 
agreements be documented? Should 
they be summarized in 510(k) 

Summaries or substantial equivalence 
letters? 

3. Should use of critical specifications 
be limited to certain types of changes? 
If so, which ones? 

4. Are there particular specifications 
that could be deemed critical for all 
devices? If so, which ones? 

5. Could critical specifications be 
implemented as an optional paradigm? 
This approach could potentially be 
implemented as an optional approach 
that manufacturers could use where it is 
most efficient; manufacturers that chose 
not to identify critical specifications in 
a 510(k) would then be subject to the 
current 510(k) modifications decision- 
making paradigm. Please discuss the 
practical implications of this approach. 

D. Risk-Based Stratification of Medical 
Devices for 510(k) Modifications 
Purposes 

FDA is seeking comments on the 
practicality of stratifying device types 
that require 510(k)s by risk. Under such 
a framework, FDA would expect 510(k)s 
for modifications of higher risk devices 
that meet the standard in 21 CFR 
807.81(a)(3). For lower risk devices, 
FDA would not expect 510(k)s for all 
modifications that meet the standard in 
807.81(a)(3). However, because 
modifications to lower risk devices 
could still result in harm or injury, FDA 
would expect 510(k)s for certain 
modifications (for example, changes to 
the indications for use) even if the 
device is lower risk. FDA could require 
some other measure, such as periodic 
reporting, for modifications of lower 
risk devices that are not submitted in 
510(k)s. This approach would allow 
FDA to focus review resources on areas 
that are more important from a public 
health perspective. Comments on this 
approach should address the following 
questions. 

1. How should FDA delineate higher 
versus lower risk devices? For example, 
would higher risk devices include only 
those designated as life sustaining, life 
supporting, or implants? 

2. Should FDA require some other 
measure, such as periodic reports, for 
modified lower risk devices in lieu of 
510(k) submissions? 

3. Because modifications to lower risk 
devices could still result in harm or 
injury, FDA believes that some 
modifications to lower risk devices 
should still be reviewed in 510(k) 
submissions prior to marketing. How 
should FDA delineate which lower risk 
device modifications require 510(k)s 
and which do not? 
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E. Periodic Reporting 

FDA is soliciting comments on the 
advisability of requiring periodic 
reporting for modifications to 510(k)- 
cleared devices that do not require new 
510(k) submissions. FDA does not 
typically review 510(k) modifications 
decisions that do not result in 510(k) 
submissions, unless that information is 
specifically looked at during an 
inspection or submitted in conjunction 
with future changes that do require a 
510(k). If manufacturers were required 
to submit periodic reports identifying 
and describing their design changes that 
did not result in 510(k) submissions, 
FDA would then review these changes 
and ensure that decisions were made 
appropriately. This process would likely 
be similar to annual reporting of device 
changes for approved class III devices. 
Over time, periodic reporting would 
give FDA a more complete picture of the 
changes industry is making to 510(k)- 
cleared devices, and may allow FDA to 
tailor 510(k) modifications requirements 
to ensure that the Agency is reviewing 
only the changes it needs to in new 
510(k) submissions. Review of periodic 
reports, however, would require 
additional FDA resources. Comments on 
periodic reporting should address the 
following questions. 

1. How often should FDA require 
periodic reports, e.g., annually, 
biannually, etc.? 

2. Should FDA require periodic 
reports for all 510(k) devices or only 
certain devices? If not all devices, then 
which ones? 

3. What information should be 
included in a periodic report? 

F. Other Policy Proposals 

FDA acknowledges that any one of the 
above options may be insufficient on its 
own; if any changes are made to FDA’s 
510(k) modification policy, the Agency 
may adopt a combination of those 
options. FDA also acknowledges that 
other options may exist that have not 
been identified above. FDA is therefore 
soliciting any other proposals for 
revising the Agency’s 510(k) 
modification policy. Any policy must 
ensure: 

• Consistent decision-making by both 
industry and FDA; 

• Adequate control of device 
modifications that could significantly 
affect safety or effectiveness; and 

• Effective FDA oversight of 
modifications to 510(k)-cleared devices 
to adequately protect the public health 
and allow for medical device 
innovation. 
Proposals should be as detailed and 
specific as possible, and should take 

into account the issues discussed above 
in the individual options. 

G. Examples 
In addition to the options discussed 

above, FDA is seeking specific examples 
of device changes that manufacturers 
have made that should not trigger the 
requirement for a new 510(k) 
submission, with explanations as to 
why 510(k) submissions should not be 
required. These examples will help FDA 
develop an appropriate 510(k) 
modifications policy. FDA typically sees 
only those device modifications that 
result in new 510(k) submissions; 
device changes that do not result in new 
510(k) submissions generally are not 
reviewed by the Agency. Industry 
provision of these changes will help 
inform FDA’s 510(k) modifications 
interpretation. 

Examples of device changes may also 
be used for discussion during this 
public meeting. All examples discussed 
publicly will be de-identified. Examples 
may be submitted to the Agency in de- 
identified form through third parties 
such as trade associations. 

Dated: May 2, 2013. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2013–10888 Filed 5–7–13; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Summary of Responses To Request 
for Information (RFI): Opportunities To 
Apply a Department of Health and 
Human Services Message Library To 
Advance Understanding About Toddler 
and Preschool Nutrition and Physical 
Activity 

AGENCY: Health Resources and Services 
Administration, HHS. 
ACTION: Summary of Responses to 
Request for Information (RFI). 

SUMMARY: On January 29, 2013, the 
Health Resources and Services 
Administration (HRSA) issued a 
Request for Information (RFI) to solicit 
ideas and information related to ways in 
which the U.S. Department of Health 
and Human Services (HHS) can work 
with interested partners to disseminate 
and apply TXT4Tots, a library of short, 
evidence-based messages on nutrition 
and physical activity targeted to parents, 
caregivers, and health care providers of 
children ages 1–5 years. HRSA released 
the TXT4Tots library in English and 

Spanish on February 19, 2013; and 
followed with an Open Forum on 
February 20, 2013, to provide further 
opportunity for input on dissemination 
and application of the library of 
messages. HHS received over 25 written 
responses to the RFI, and approximately 
100 individuals participated in the 
Open Forum. 

Comments and Responses: The 
written responses to the RFI as well as 
the comments received through the 
Open Forum indicate that TXT4Tots 
aligns with the activities of many 
existing organizations and programs. 
Several of the respondents expressed an 
interest in collaborative opportunities to 
incorporate the messages into current 
outreach and educational efforts. Some 
examples of current programs that could 
leverage the TXT4Tots messages include 
initiatives at the federal, state, and local 
levels. The majority of the suggested 
organizations and programs focus on 
promoting healthy choices for children 
and their families. Recommendations 
included integrating the TXT4Tots 
messages into their programs and 
services or using the internet to 
disseminate the information through 
Web sites and social media. 

Respondents also emphasized that 
mobile health, social media, and other 
innovative strategies are a valuable 
resource to reach a diverse population 
and can be effectively leveraged to 
support equitable access to health 
information. With regard to vehicles for 
dissemination of the TXT4Tots 
messages, respondents suggested that 
they needn’t be complicated, but should 
be user friendly. In addition, 
respondents noted that the most 
effective tools for dissemination are 
those that can fully engage the end 
users. Specific suggestions for 
dissemination of the TXT4Tots 
messages included social media, 
existing tools and applications, existing 
Web sites and web services, and text 
messages, as well incorporating 
messages into baby product packaging, 
curricula, health fairs, emails, 
newsletters, and print materials. 
Emphasis was placed on leveraging 
existing platforms that promote healthy 
choices for young children and could 
readily integrate the TXT4Tots message 
content. Respondents also 
recommended that the TXT4Tots 
messages be linked to additional sources 
of information; for example, if utilized 
as a text message program, URLs could 
be included to link the message 
recipients to Web sites with additional 
information. In addition, social media 
posts could link to Web sites with ideas 
for healthy recipes and age-appropriate 
activities to compliment the messages. 
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