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Number: FDA–2013–N–0234 

 

Dear Dr. Hamburg and Dr. Shuren: 

 

Public Citizen, a consumer advocacy group with more than 300,000 members and supporters 

nationwide, supports the Food and Drug Administration’s (FDA’s) proposed order requiring premarket 

approval applications for automated external defibrillator (AED) devices. Public Citizen’s Health 

Research Group previously offered testimony before the FDA Panel on Circulatory System Devices of 

the Medical Devices Advisory Committee on January 25, 2011, urging the panel to recommend that 

AED devices remain in Class III and be reviewed through the premarket approval (PMA) process.
1
 The 

majority of the panel adopted this recommendation.
2
 We now urge you to accept the panel’s 

recommendation and issue a final rule retaining AED devices in Class III and requiring that the devices 

go through the PMA process. The PMA process for approving Class III devices provides important 

controls necessary to address the large number of adverse events and recalls observed with AED devices 

that have previously been cleared under the 510(k) pathway, a weaker regulatory process typically 

reserved for lower-risk devices.  

 

                                                
1
 Public Citizen. Testimony on classification of automatic external defibrillators, before the FDA’s Circulatory System 

Devices Panel. Michael A. Carome, M.D. and Sidney Wolfe, M.D. Health Research Group, Public Citizen. January 25, 2011. 

http://www.citizen.org/hrg1929. Accessed June 21, 2013. 
2
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However, we strongly disagree with any proposal that the FDA “exercise enforcement discretion” to 

delay actually enforcing the PMA requirement for 15 months from the issuance of a final order requiring 

PMA applications, rather than keeping to the 90-day grace period required by statute.
3
 The FDA has 

stated that it “believes that most AED manufacturers already have the clinical data they need to support 

a PMA application.”
4
 Given this acknowledgment, we believe that the 90-day period provided by statute 

offers an appropriate length of time for manufacturers to prepare and submit a PMA application. 

Companies that already possess the clinical data necessary to support a PMA application certainly will 

not need 15 months to compile that information into an application. Moreover, with seven companies 

currently producing AEDs, we do not believe that strict enforcement of the 90-day requirement will 

result in decreased access for consumers. Rather, it will ensure that only devices that have been tested 

and validated and that comply with statutory requirements remain on the market. Swift implementation 

of the PMA requirement will prevent unnecessary death and injury. Therefore, we urge the FDA to 

make its “final order” final by strictly enforcing the law after the 90-day grace period has elapsed. 

 

I. Description of the Device and Risks to Health 

 

A. Description of the Device 

 

AEDs are devices that diagnose life-threatening abnormal heart rhythms (ventricular fibrillation or 

pulseless ventricular tachycardia) and treat them by delivering electrical energy to the heart to restore its 

normal rhythm.
5
 The device is used to treat victims of sudden cardiac arrest, an event that strikes nearly 

300,000 Americans each year.
6
 The survival of these patients depends on a rapid sequence of rescue 

events that may include the successful delivery of a defibrillation shock from the AED. The chances a 

victim will survive decrease as more time passes between arrest and defibrillation, making it critical that 

functional defibrillation devices be widely available in health care and community settings.
7
 

 

AEDs are now available in a broad array of public locations, including airports, community centers, 

schools, and government buildings, as well as in private homes.
8
 Although most AED devices are 

available by prescription from a physician only, they are intended for use by the general public and are 

therefore sometimes used by laypersons with minimal training. AEDs also are used by hospital 

personnel, emergency medical personnel, and first responders, such as police.
9
  

 

                                                
3
 Ibid. at 17892. 

4
 Ibid. 

5
 Food and Drug Administration. Executive Summary. Meeting of the FDA Circulatory System Devices Panel, January 25, 

2011. 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisor

yCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf. Accessed June 20, 2013.  
6
 Ibid. 

7
 Travers AH, Rea TD, Bowbrow BJ, et al. Part 4: CPR Overview: 2010 American Heart Association Guidelines for 

Cardiopulmonary Resuscitation and Emergency Cardiovascular Care. Circulation 2010;122:S676-S684. 
8
 Food and Drug Administration. Executive Summary. Meeting of the FDA Circulatory System Devices Panel, January 25, 

2011. 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisor

yCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf. Accessed June 20, 2013.  
9
 Ibid. 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisoryCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisoryCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf
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B. Benefits and Risks to Health  

 

The primary benefit of AEDs is that when the devices are functioning properly and used appropriately, 

they can dramatically increase the chances of survival for cardiac arrest victims. The American Heart 

Association describes early defibrillation as “the cornerstone therapy” for victims of suspected cardiac 

arrest.
10

 

 

In terms of risk, the FDA has identified the following health risks associated with the device: 

 
Failure or delay to deliver a defibrillation shock. One risk to health associated with AEDs is that 

these devices can malfunction and fail to deliver a defibrillation shock to a patient in VF 

[ventricular fibrillation] or pulseless VT [ventricular tachycardia]. Such failure can result in 

permanent injury or prevent the rescue of the patient.  

 

Inappropriate cardiac rhythm detection. AEDs should be able to recognize shockable and non-

shockable [rhythms]. Shockable rhythms include VF and pulseless VT. Non-shockable rhythms 

include normal sinus rhythm, supraventricular tachycardia, asystole, atrial fibrillation, sinus 

bradycardia, atrial flutter, and pulseless electrical activity. If the AED does not appropriately 

recognize a patient’s cardiac rhythm it can fail to deliver or recommend a defibrillation shock to 

a shockable rhythm, or deliver or recommend a defibrillation shock to a non-shockable rhythm. 

Failure to deliver a defibrillation shock to a patient in VF or VT may result in death or permanent 

impairment of the patient. If the device delivers an inappropriate defibrillation shock to a patient 

in normal sinus rhythm it may induce ventricular fibrillation. 

 

Inadvertent shocks to rescuers or bystanders. There is the potential risk of delivering an 

electrical shock during defibrillation of a patient to a rescuer or bystander if there is physical 

contact between them and the patient, or if there is a malfunction in the pad electrodes or device. 

There is concern that an inadvertent shock to a rescuer or bystander could induce cardiac 

arrhythmias or ventricular fibrillation.
11

 

 

II. Regulatory Background, Legal Standards and Procedure, and Specific Regulatory History of 

the Device 

 

A. General Regulatory Background  

 

AED devices are a type of Class III medical device that was on the U.S. market prior to the passage of 

the 1976 Medical Device Amendments to the Food, Drug, and Cosmetics Act (FDCA) (“the 1976 

Amendments”).  As “pre-amendment” Class III device types, AEDs are subject to a unique regulatory 

history that has permitted them to be marketed without the same regulatory oversight as typical Class III 

devices. 

 

                                                
10

 Travers AH, Rea TD, Bowbrow BJ, et al. Part 4: CPR Overview: 2010 American Heart Association Guidelines for 

Cardiopulmonary Resuscitation and Emergency Cardiovascular Care. Circulation 2010;122:S676-S684, 
11

 78 FR 17890, 17893-94. March 25, 2013. 
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The 1976 Amendments established the current framework for device regulation by the FDA. This law 

grouped devices by type and sorted each device type into one of three regulatory classes, referred to as 

Classes I, II, and III. Under this regulatory framework, device types are subject to an increasingly 

rigorous set of regulatory requirements depending on their class.  

 

Devices in Class I are subject to the least rigorous regulatory requirements. These devices include such 

low-risk devices as tongue depressors, elastic bandages, or reading glasses.
12, 13,14

 Class I devices need 

not be cleared or approved by the FDA prior to being sold in the U.S., although they are still subject to 

other regulatory requirements called general controls.
15

 

 

Devices in Class II are subject to slightly more rigorous regulatory requirements. These devices include 

more complex or higher-risk items such as electrocardiographs, powered bone drills, and mercury 

thermometers.
16,17,18

 New Class II devices generally must be cleared by the FDA prior to being sold in 

the U.S. To obtain premarket clearance, the manufacturer of a Class II device must submit a notification 

to the FDA under 510(k) of the FDCA and establish that the device is “substantially equivalent” to 

another Class II device already on the market in the U.S. (known as a “predicate device”).
19,20

 Such 

510(k) clearances generally involve animal or bench testing to prove substantial equivalence, but they 

do not require that the company test the safety and effectiveness of the device in well-controlled clinical 

investigations.
21

 Thus, a new Class II device can be cleared based on a showing of substantial 

equivalence to a previously cleared predicate device that itself was not proven safe or effective in 

clinical trials.  

 

The most stringent regulatory process is reserved for Class III devices, which include implantable, high-

risk, or life-sustaining devices, such as silicone breast implants, implantable pacemakers, certain types 

of fetal monitors used in labor, and replacement heart valves.
22,23,24,25

 In order to introduce a new device 

from a Class III device type into the U.S. market, a device manufacturer generally must submit a PMA 

application that includes evidence from well-controlled investigations (typically with clinical data from 

                                                
12

 21 C.F.R. § 880.6230. 
13

 21 C.F.R. § 880.5075. 
14

 21 C.F.R. § 886.5844. 
15

 21 U.S.C. § 360(l). However, Class I devices that are “of substantial importance in preventing impairment of human 

health,” or that present “potential unreasonable risk of illness or injury” are also subject to 510(k) notice requirements. Ibid. 
16

 21 C.F.R. § 870.2340. 
17

 21 C.F.R. § 872.4120. 
18

 21 C.F.R. § 880.2920. 
19

 21 U.S.C. § 360(k). 
20

 21 U.S.C. § 360c(f).  
21

 Department of Health and Human Services, Center for Devices and Radiological Health, Medical Devices Advisory 

Committee, Circulatory Systems Devices Panel. Testimony of Dr. Cara Krulewitch, Branch Chief, Division of Epidemiology, 

Food and Drug Administration. January 25, 2011, at 29-31. 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisor

yCommittee/CirculatorySystemDevicesPanel/UCM247593.pdf. Accessed April 3, 2013.  
22

 21 C.F.R. § 870.3610. 
23

 21 C.F.R. § 870.3925. 
24

 21 C.F.R. § 884.2620. 
25

 21 C.F.R. § 878.3540. 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisoryCommittee/CirculatorySystemDevicesPanel/UCM247593.pdf
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisoryCommittee/CirculatorySystemDevicesPanel/UCM247593.pdf
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at least one well-controlled clinical trial in humans) providing reasonable assurance that the new device 

is safe and effective.
26

   

 

The PMA process also typically requires inspections prior to marketing to assess the manufacturer’s 

quality control mechanisms and other manufacturing processes, premarket review of manufacturing 

information, postmarket review and inspection of significant manufacturing changes, and annual 

reports.
27

 Many of these PMA requirements could potentially be implemented as “special controls” for 

Class II devices approved through the 510(k) process, but the FDA has not attempted to do this in the 

past, preferring to reserve the more rigorous processes for PMA approvals.
28

  

 

The 1976 Amendments did not require that manufacturers of  pre-amendment device types submit PMA 

applications immediately. Instead, such companies could continue to use the 510(k) premarket 

notification process until the FDA published final regulations requiring PMA applications for that 

device type.
29

  

 

The process for publishing final regulations requiring premarket approval for the pre-amendment device 

types has been slow, and as a result, many device types that were initially classified into Class III have 

languished in a regulatory gray area, undergoing 510(k) premarket clearance rather than the stricter 

requirements envisioned by Congress for Class III devices. In 1990, Congress passed the Safe Medical 

Devices Act (SMDA), amending Section 515(i) of the FDCA and requiring the FDA to order all 

manufacturers of Pre-amendment Device Types to submit safety and effectiveness information to 

facilitate finalizing rules for these devices or reclassifying them into Class I or II. SMDA also directed 

the FDA to establish a schedule to finalize PMA requirements for the remaining pre-amendment Class 

III devices and established a hard deadline of December 1, 1995, for completing the process.
30

 

 

In April 1994, the FDA proposed a strategy for prioritizing actions on the remaining 117 pre-amendment 

Class III device types for which final regulations had not yet been issued.
31

 Over the next decade, the 

FDA reclassified or issued final rules requiring PMA applications for many of the remaining pre-

amendment device types. Nevertheless, by 2009, there remained 27 types of Class III devices that still 

had no final regulations requiring PMA.
32

  On April 9, 2009, the FDA published the order required 

under Section 515(i) (“515(i) order”) requiring the manufacturers of 25 of the 27 remaining Class III 

pre-amendment device types to submit the relevant safety and efficacy information needed in order to 

                                                
26

 21 U.S.C. § 360c (a)(3)(A) (requiring evidence from well-controlled investigations, including 1 or more clinical 

investigations where appropriate, by qualified experts). 
27

 Food and Drug Administration. Executive Summary. Meeting of the FDA Circulatory System Devices Panel, January 25, 

2011. 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisor

yCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf. Accessed June 20, 2013. 
28

 Ibid.  
29

 21 U.S.C. § 360e (b). 
30

 Pub. L. No. 101-629, § 4(b), 104 Stat. 4511, 4515-17 (codified as 21 U.S.C. §§ 360e(i)). 
31

 U.S. Government Accountability Office. Medical devices: FDA should take steps to ensure that high-risk device types are 

approved through the most stringent premarket review process. GAO-09-190. January 2009. 

http://www.gao.gov/new.items/d09190.pdf. Accessed March 19, 2013. 
32

 74 FR 16214, April 9, 2009. http://www.gpo.gov/fdsys/pkg/FR-2009-04-09/html/E9-8022.htm. Accessed April 3, 2013. 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisoryCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisoryCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf
http://www.gao.gov/new.items/d09190.pdf
http://www.gpo.gov/fdsys/pkg/FR-2009-04-09/html/E9-8022.htm
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either reclassify the devices or issue a final regulation requiring PMAs.
33

 AEDs constitute one of the 

remaining pre-amendment Class III device types that do not yet require PMAs.  

 

B.  Legal Standard for Classifying Into Class III and Procedure for Requiring Premarket Approval 

 

Under the FDCA, a device is to be classified as Class III and subject to premarket approval if:  

 

(i) it (I) cannot be classified as a Class I device because insufficient information exists to determine 

that the application of general controls are sufficient to provide reasonable assurance of the 

safety and effectiveness of the device, and (II) cannot be classified as a Class II device because 

insufficient information exists to determine that the special controls described in subparagraph 

(B) would provide reasonable assurance of its safety and effectiveness, and 

(ii) it (I) is purported or represented to be for a use in supporting or sustaining human life or for a use 

which is of substantial importance in preventing impairment of human health, or (II) presents a 

potential unreasonable risk of illness or injury.
34

 

 

“General controls” are a set of regulatory standards promulgated under the FDA’s general authority to 

regulate adulterated drugs and devices, impose labeling and advertising requirements, register and 

inspect manufacturing facilities, impose good manufacturing practice requirements, and take other 

regulatory actions.
35

 “Special controls” are more specific requirements that can include performance 

standards, post-market surveillance, patient registries, or specific FDA guidelines.
36

 

 

If a device has already been classified into Class III, no additional findings are required to retain the 

device in Class III and require premarket approval. This is because all Class III devices must be 

approved by the FDA through the PMA process unless specifically exempted.
37

 Nevertheless, before the 

FDA can issue a final order requiring manufacturers to submit PMA applications, it must follow a 

specific process outlined by statute. This process includes: 

 

1) publishing a proposed order in the Federal Register, 

2) convening a meeting of a device classification panel, and  

3) considering comments from all affected stakeholders.
38

 

 

Once the FDA has issued a final order requiring manufacturers to submit PMA applications, companies 

have 90 days to submit an application. If a PMA application is not submitted within 90 days, the device 

is considered adulterated under section 501(f)(1) of the FDCA.
39

 Once the PMA application is 

submitted, the manufacturer may continue to market the device while the FDA considers the application. 

                                                
33

 74 FR 16214, April 9, 2009. http://www.gpo.gov/fdsys/pkg/FR-2009-04-09/html/E9-8022.htm. Accessed April 3, 2013. 
34

 21 U.S.C. § 360c(a). 
35

 21 U.S.C. §§ 360c(a)(1), 351, 352, 360, 360f, 360h, 360i, and 360j. 
36

 21 U.S.C. §§ 360c(a)(1)(B). 
37

 21 U.S.C. § 360e(a)(2). 
38

 21 U.S.C. § 360e(b). 
39

 21 U.S.C. § 351(f)(1). 

http://www.gpo.gov/fdsys/pkg/FR-2009-04-09/html/E9-8022.htm
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If the FDA denies, suspends, or withdraws the PMA application, the product will be considered 

adulterated and must be withdrawn from the U.S. market.
40

  

 

C. Specific Regulatory History of the Device and Proposed Order 

 

The first AED device was cleared for marketing by the FDA in 1985 as a “combination” of two pre-

amendment devices — the DC-defibrillator and arrhythmia detectors — both of which served as 

predicate devices under the 510(k) process.
41

 AEDs were classified as Class III because one of the two 

predicate devices, the arrhythmia detector, was a Class III device and the FDA considered AEDs to be 

“equivalent” to this “higher class” device.
42

 On October 28, 2003, the FDA published a final rule 

reclassifying arrhythmia detector and alarm devices into Class II (special controls). In that rule, the FDA 

also established a separate classification regulation for AEDs under 21 CFR § 870.5310, retaining these 

devices in Class III.
43

 The FDA did not decide at that time whether to require PMA applications for 

AED devices. 

 

On March 25, 2013, the FDA issued a proposed order to require the filing of PMA applications for AED 

devices, which include device accessories, such as the pad electrodes, battery, and adapters. 
44

 The 

agency noted that if a PMA application is not submitted to the FDA within 90 days after the issuance of 

a final order, it will be deemed adulterated under the FDCA.
45

 

 

However, the FDA also proposed that because the agency “recognizes that continued access to AEDs is 

important to the public health,” it would “consider exercising enforcement discretion for manufacturers 

of currently marketed AEDs, AED devices or accessories who cannot timely submit a PMA, but instead 

notify FDA of their intent to file a PMA within 90 days from the issuance of the final order based on this 

proposal.
46

” The FDA stated that this would be done in spite of the fact that the agency believes “most 

AED manufacturers already have the clinical data they need to support a PMA.”
47

 

 

The FDA proposed exercising its “enforcement discretion” for a period of 15 months from the date of 

issuance of a “final order” requiring the filing of PMA applications, or 12 months beyond the 90-day 

grace period provided by the FDCA. 

 

III. Evidence of Safety and Efficacy 

 

On January 25, 2011, the FDA Panel on Circulatory System Devices of the Medical Devices Advisory 

Committee met to consider the evidence on AED devices.
48

 At that meeting, the FDA presented the 

                                                
40

 Ibid. 
41

 78 FR 17890, 17892 (March 25, 2013). 
42

 Ibid. 
43

 Ibid. 
44

 78 FR at 17893. 
45

 78 FR at 17892. 
46

 78 FR at 17892. 
47

 Ibid. 
48

 Food and Drug Administration. Announcement. Meeting of the FDA Circulatory System Devices Panel, January 25, 2011. 

http://www.fda.gov/AdvisoryCommittees/Calendar/ucm238441.htm Accessed June 20, 2013. 

http://www.fda.gov/AdvisoryCommittees/Calendar/ucm238441.htm
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results of its own independent, comprehensive, systematic review of the scientific literature and 

information regarding the safety and effectiveness of AEDs, including a summary of performance 

testing currently required for premarket applications; an analysis of recalls submitted over the past five 

years; and an analysis of medical device reports (MDRs) submitted to the FDA after a malfunction, 

patient injury or death, or other event associated with an AED device.
49

 

 

In its report on the review, the FDA summarized data on MDRs over five years, from 2005 to 2010.
50

 

During this time, more than 20,000 MDRs were reported to the FDA. These reports likely under-

represent the number of reportable events associated with AED devices. More than 700 of the reports 

identified by the FDA over this five-year period involved the death of a patient. However, with respect 

to deaths reported, the FDA noted “[i]t is possible then that the final determination is that the device did 

not cause or contribute to the death.”
51

 

 

The FDA made several important findings after examining the MDRs, concluding that: 

 

 Total reporting has substantially increased [between 2005 and 2010]. It has more than doubled in 

the last 5 years. The increase has been evenly distributed among event types and among the top 

device problem codes.  

 

 Approximately 66% of failed devices [MDRs] never report a root cause and are never evaluated 

by the manufacturer.  

 

 Despite the high volume of reporting and serious nature of adverse events, MDRs do not include 

a trend analysis or comparative data for the most common failure modes.  

 

 Annual reporting would improve overall surveillance by providing denominator data for device 

distribution as well as current trend information on issues being followed by the manufacturer.
52

  

 

The FDA recommended that “regulation of AEDS as Class III device with PMAs would be the most 

appropriate regulatory pathway,” because PMAs require closer tracking of reporting, follow-up, and 

analysis of MDRs by manufacturers.
53

 

 

The FDA also expressed concerns with the number of device recalls, which had risen dramatically in 

recent years. From January 2005 to August 2010, a total of 68 recalls were conducted by medical device 

manufacturers for AED devices and monitor/defibrillators with AED mode.
54

 Of these, 17 were 

                                                
49

 Food and Drug Administration. Executive Summary. Meeting of the FDA Circulatory System Devices Panel, January 25, 

2011. 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisor

yCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf. Accessed June 20, 2013.  
50

 Ibid. 
51

 Ibid. 
52

 Ibid. 
53

 Ibid. 
54

 Ibid.  

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisoryCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAdvisoryCommittee/CirculatorySystemDevicesPanel/UCM240579.pdf
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classified as Class I recalls, meaning there was a reasonable probability that exposure to the recalled 

product would cause “serious adverse health consequences or death.”
55

 

 

The FDA also noted the large number of corrective actions taken after inspections and warning letters 

issued to AED manufacturers, with nine warning letters issued since 2005.
 56

 Similar quality control 

issues were cited in eight of the nine warning letters.
57

 

 

To address these recalls and corrective actions, the FDA recommended certain quality controls and 

requirements that are part of the PMA process, including: 

 

 Premarket review of manufacturing information, including a manufacturer’s procedures and 

processes to ensure that they comply with the requirements of 21 CFR 820 [Quality System (QS) 

Regulation].  

 

 Pre-approval inspections to determine manufacturer’s compliance with the QS regulation which 

allows for assurances that the manufacturer’s systems are in place and appear to be adequate 

prior to the manufacture and distribution of the devices.  

 

 Review of any changes in manufacturing facilities to ensure that the manufacturer’s facility, 

procedures, and systems are adequate prior to the manufacture and distribution of the devices. 

This requirement is called a site change supplement.  

 

 Additional postmarket assurances through the PMA program, including the postmarket review of 

significant manufacturing changes to ensure that the changes are adequately evaluated and tested 

prior to implementation and the annual reporting of manufacturing changes to gain a better 

understanding of the types of changes that are occurring and the reasons for those changes. This 

requirement is called a 30-day notice.
58

  

 

In addition to discussing the large number of MDRs, recalls, and corrective actions, the FDA also 

expressed significant concerns with the bench and animal testing processes used to evaluate AEDs under 

the 510(k) process and advised that the substantial equivalence standard could prove “challenging” and 

“difficult to apply,” as devices cleared in the past may not be comparable to existing devices.
59

 

“Therefore,” the FDA advised, “it seems more adequate to review these studies under PMAs.”
60

 

 

Finally, the agency also noted that AED devices are used by “minimally trained” persons and non-

professionals and that studies examining whether devices could be effectively used by these persons are 

more appropriately reviewed under the PMA process.
61

 

 

                                                
55

 Ibid. 
56

 Ibid. 
57

 Ibid. 
58

 Ibid. 
59

 Ibid. 
60

 Ibid. 
61

 Ibid. 
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The FDA concluded that although it may be possible to implement these recommendations through the 

510(k) process by creating “unprecedented special controls,” the agency advised against this approach.
62

 

It stated that “it does not seem appropriate to create an equivalent parallel regulatory paradigm that 

would significantly blur the line between a 510(k) and a PMA when the PMA paradigm already 

provides for the increased regulatory oversight that is recommended for AEDs.”
63

 

 

The panel considered the FDA’s presentation, along with other evidence. At the close of the meeting, 

the majority of the panel members recommended reconfirming AEDs as Class III devices. The panel 

“expressed significant concerns that the number of adverse events reported in MDRs and the increase in 

recalls indicate that regulating these devices under [the 510(k)] premarket notification [process] has not 

been successful. Therefore, increased regulatory oversight would be prudent.”
64

 

 

IV. Discussion 

 

A. Proposal Requiring PMAs 

 

We agree with the FDA’s proposed rule retaining AED devices in Class III and requiring premarket 

approval. The PMA process provides important controls necessary to address the large number of 

adverse events and recalls observed with versions of the devices that have previously been cleared under 

a weaker regulatory standard. Important components of the PMA process include:
65

 

 

 Better tracking of reporting, follow-up, and analysis of MDR reports by manufacturers. 

 Premarket review of manufacturing information. 

 Pre-approval inspections. 

 Review of any changes in manufacturing facilities. 

 Additional postmarket assurances through the PMA program  

 Rational review of engineering data, animal, and bench testing under the PMA process rather 

than the “substantial equivalence” standard. 

 Appropriate studies of effective use by minimally trained persons and non-professionals. 

 

We agree with the FDA that these features are most appropriately provided as part of the PMA process, 

and we oppose creating a hybrid category for AED devices by implementing these standards as “special 

controls.”  

 

B. Proposal to Exercise “Enforcement Discretion” to Delay Requiring PMAs 
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We strongly disagree with the FDA’s proposal to “exercise enforcement discretion” to delay requiring 

PMAs for 15 months from the issuance of a final order requiring PMAs.
66

  

 

The FDA has stated that it “believes that most AED manufacturers already have the clinical data they 

need to support a PMA [application].”
67

 Given this acknowledgment, we believe that the 90-day period 

provided by statute offers an appropriate length of time for manufacturers to prepare and submit a PMA 

application. Certainly, 15 months is an excessively long time to compile existing information into an 

application.  

 

Moreover, although we recognize the concern for continued access to AED devices, there are currently 

seven manufacturers actively engaged in producing AEDs for sale on the U.S. market.
68

 We think it is 

unlikely that all of these manufacturers would be unable to submit a PMA within 90 days of the final 

order requiring PMA applications. We acknowledge that some minority of AED manufacturers may not 

be able to meet the 90-day window because they have not bothered to establish sufficient quality control 

practices to meet regulatory standards or have not collected appropriate safety and efficacy data for the 

life-sustaining AED device that they currently market to American consumers. However, we believe that 

consumers should not purchase AEDs from these manufacturers when alternative options are available. 

Strict enforcement of the law following the 90-day grace period will ensure that only devices that have 

been tested and validated and that comply with statutory requirements remain on the market.  

 

We note that according to the FDA’s analysis, between 2005 and 2010 the agency received an average 

of nearly 4,000 adverse event reports and approximately 120 deaths each year related to AED devices. 

We believe that any delay is unacceptable if even a small fraction of these deaths could be prevented 

through swift implementation of regulations designed to ensure the safety, efficacy, and quality of AED 

devices. 

 

Finally, we note that the FDA has already delayed in implementing its statutory authority to require 

PMAs for almost 30 years since the first AED device was originally classified into Class III in 1985. We 

find it unacceptable that the FDA would propose adding another year to this already grossly 

unreasonable delay.  

 

Therefore, we urge the FDA to treat its “final order” as final and strictly enforce the law after the 90-day 

statutory grace period has elapsed. 

 

Thank you in advance for considering our comments. 

 

Sincerely, 
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