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ABSTRACT 

 The minute a manufacturer corrects or removes medical equipment that is violating FDA law, 

the FDA refers to this action as a "recall." A medical device may be recalled if it is unsafe if it 

is malfunctioning, or if it poses a danger to health. The primary goal is to provide details about 

the medical device recall database, Reasons for medical device recall, Guidance regarding the 

procedure for recall of medical devices, Terms in the context of FDA decision, and What 

manufacturers do When They Identify a Recall Is Needed. Finally concluded that the risk of 

recalls, as well as the expenses and bad effects they cause, may be greatly decreased by placing 

a high priority on patient safety and putting strict quality control systems in place. An efficient 

recall plan that is quick, efficient, and global in scope, shows an organization's commitment to 

patient safety and maintaining brand reputation is crucial as MedTech companies grow 

internationally. An efficient recall plan that is quick, efficient, and global in scope, shows an 

organization's commitment to patient safety and maintaining brand reputation is crucial as 

MedTech companies grow internationally. Conversely, a medical device recall might request 

that a product be changed or taken out of distribution to conform to federal laws. To determine 

the degree of health risk connected to the recalled product, a grading system is used in the full 

recall process. The business takes certain actions when it decides that a recall is necessary. The 

process for dealing with illegal medical equipment may involve many phases.  
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INTRODUCTION 

The FDA terms a producer's decision to 

remove or modify medical equipment that 

does not comply with FDA requirements as 

a "recall." Medical equipment that might 

endanger public safety, malfunction, or have 

a detrimental effect on people's health may 

be subject to recalls. 

Recalls of medical devices often occur as a 

result of a business (maker, distributor, or 

other accountable entity) deciding to take 

proactive measures. When a business learns 

that one of its goods does not adhere to FDA 

rules, it takes one of two actions: 

 starts a recall (by removing or 

correcting anything) 

 Informs the FDA 

A corporation may be legally required to 

conduct a product recall by the FDA. This 

might occur if a producer chooses to move 

forward with a product that has been linked 

to serious health issues or fatalities without 

initiating a recall. In actuality, the FDA has 

not often been forced to mandate a recall of 

medical equipment. 

It's not always necessary to discontinue 

using recalled medical equipment or send it 

back to the manufacturer. Medical 

equipment may occasionally need to be 

inspected, modified, or repaired following a 

recall. Patients may not require the removal 

of implanted equipment, such as prosthetic 

hips, in the event of a recall. When there's a 

chance of an unforeseen malfunction, 

businesses often advise physicians to weigh 

the pros and cons of having medical 

equipment removed versus leaving it in 

place with their patients. 

Examples of activities that can be regarded 

recalls:  

 Inspecting and repairing the device 

 Adjusting settings 

 Re-labeling the device  

 Destroying the device 

 Informing patients of problems  

 Monitoring patients for health issues  

The FDA considers the recommended 

treatment offered by the manufacturer when 

deciding whether to cure or eliminate a 

problem. It also evaluates if there may be 

health risks associated with the product, 

looks into any FDA regulation violations or 

breaches, and, if necessary, designates the 

product as a class I, II, or III recall based on 

relative risk. 

Class I: A circumstance in which there is a 

real risk that a product may kill people or 

gravely impair their health. 

Class II: A product may present a 

temporary or short-term health risk, or it 

may have a small chance of resulting in 

fatalities or serious health problems. 

Class III: A situation where there is little 

chance that a product will become 

dangerous or cause health problems. 
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After the recall has been classified, the FDA 

monitors it to make sure the recall strategy 

is effective. The FDA can only postpone a 

recall if it is certain that the product is safe 

to use and no longer prohibited. 

Under 21 CFR Part 7, manufacturers often 

carry out voluntary recalls of medical 

equipment.  

In compliance with Medical Device Recall 

Authority 21 CFR 810, the FDA may 

mandate a product recall. 

Under section 518(e) of the Federal Food, 

Drug, and Cosmetic Act (Act), the FDA's 

recall procedures for medical devices are 

outlined in 21 CFR 810. 

A report to 21 CFR 806, Medical Device 

Correction and Removals, is required of 

producers and importers [1].  

OBJECTIVES 

 To understand the regulations and 

guidance documents for medical device 

recall in the US 

 To provide an overview of the procedure 

for medical device recall in the US 

 To understand the current scenario of 

RECALLS & their impacts in the US 

RESULTS & DISCUSSIONS 

Medical device recall database: 

Recalls of medical devices that have been 

categorized since November 2002 are 

included in this database. As of January 

2017, it may also include corrective or 

removal measures that a company took 

before the FDA assessment. When an FDA 

violation is verified and classified as a 

recall—which also happens when the recall 

is canceled—the status is changed. 

Following the recall, the company issuing 

the medical device product may notify its 

consumers and get an FDA recall 

classification. Therefore, the "create date" of 

the recall information—which is only the 

day the FDA reviewed the recall—doesn't 

always mean that the information is brand-

new [2].  
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Figure 1: Medical device recall database 
 

Reasons for medical device recall: 

Software: With the current developments in 

AI and digital health, there is a greater 

likelihood of development errors. 

Regulations make it easier to create 

information technology security measures 

like MDR & IVDR. 

Problems with quality: In prior MedTech 

recalls, the main causes of defects in quality 

that put patients in danger were found to be 

malfunctioning components, incorrect 

specifications, malfunctioning equipment, 

and erroneous findings. 

 Labeling errors: Patients, customers, 

carers, and medical professionals may get 

confused as a result of inaccurate or 

deceptive branding. This misinterpretation 

might result in misuse or unforeseen 

circumstances. 

Respect for the Regulations: Governments 

monitor device recalls closely through 

initiatives like IVDR and MDR. The FDA 

issued guidelines to MedTech companies in 

2022 asking them to make their gadgets 

"more recall ready."[3]  

Guidance regarding the procedure for the 

recall of medical device: 

Proposals for the Mandatory Revocation of 

Section 518(e) of the Federal Food, Drug, 

and Cosmetic Act. 

A company is required under Section 518(e) 

to either withdraw or modify the order for a 

product recall, or it must stop selling a 

defective product and encourage consumers 
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to stop using it. First, the manufacturer, 

importer, distributor, retailer, or any other 

relevant entity will be required by the FDA 

to immediately stop distributing the device. 

In addition, they have to provide instructions 

on how to stop using the device and 

promptly notify medical professionals and 

facilities that use it of the FDA's ruling. This 

will happen if the FDA determines that there 

is a rational possibility that a device meant 

for human use might cause serious, 

Procedure: 

These procedures represent the rules' final 

publication under section 518(e). 

The Centre may start section 518(e) actions, 

or the field may suggest them. 

A. The following considerations must be 

made decisive whether to provide a 518(e) 

reference: 

 Ensures the risk match the 

requirements for a Class I recall, 

indicating that using or coming into 

contact with illicit drugs might 

significantly harm one's health or 

lead to death? 

 Should more administrative or 

enforcement action be taken to 

address the issue? 

 If detention and seizures relieve the 

load on the appropriate authorities 

and improve the management of the 

health risk situation, then both may 

be beneficial. 

There is no proof to support the assertion 

that utilizing the product might be harmful 

to one's health due to GMP issues. 

The division office should contact the 

CDRH Office of Compliance (OC) if they 

determine that this phase is complete. The 

division was required to appropriately notify 

the company of our concerns and provide 

them an chance to report them before filing 

a 518(e) recommendation. 

A. Content and format 

The 518(e) concept has to be titled 

"Recommendation for 518(e) Action" and 

organized with great care, akin to a formal 

recall petition. It should include the 

following: 

1. Product labels, together with any 

relevant product ads and/or 

consumer newsletters. 

2. The criteria used to assess adherence 

to 518(e) regulations, such as: 

• Any sample analysis indicating a 

risk to health from the device. 

• Any testing (independent 

studies, FDA testing, internal 

testing Any sample analysis 

demonstrating that the device 

poses a danger to health; 

• by the corporation, etc.) 

confirming that the device is 

flawed. 

Thirteen complaints about excessive 

infusion, thirty complaints about inadequate 

infusion, fifteen complaints about shock, 
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and twenty complaints about power outages 

are included in the summary and explanation 

of the complaints. 

1. Because hearings might take place 

quickly, copies of all papers should be sent 

to the Office of Chief Counsel (OCC). The 

FDA must provide the opposition with 

access to any written materials (including 

the EIR) that it intends to introduce as 

evidence at least 1 day earlier the informal 

hearing. 

 There should be no delay in implementing 

the new standards (518(e) evaluation, such 

as a seizure. As there is still a possibility that 

the matter may go to court, be taken over, be 

heard by Congress, etc., keep obtaining 

information. 

 An assessment committee on health 

hazards will be established by the 

OC to assess the data included in the 

proposal (HHE). 

• The split forces the company to 

make a snap decision on its next 

move in both scenarios. 

 In compliance with RPM Chapter 5 - 

Organizational Actions, Section 5-4, 

"Administrative Detention of 

Devices," then any applicable laws 

listed in 21 CFR 800.55, the product 

will be administratively detained if it 

comes into contact with the order. 

The order will be disregarded 

otherwise. 

• The division will receive regular 

updates on its advancement from 

the company. The order should 

specify how often these reports 

must be sent.  

• If a gadget breaks down, the 

company might need to swap it out 

with a working one right away, 

even if it's not even 

Informal hearing: 

 The order receiver has 30 days to 

write to the FDA and request a 

regulatory hearing.  

 The FDA may demand that hearing 

requests be received within three 

days.  

 The informal hearing will follow the 

regulatory requirements outlined in 

21 CFR Part 16. 

 After the hearing, the Hearing 

Officer will choose whether to 

request a product recall, make 

adjustments, or revoke the initial 

"cease" order. 

 A mandated recall can last up to 

three months from the date of 

notification, though it often lasts six 

weeks. 

  It begins on the day the recall order 

was amended. 

 The informal hearing will be 

organized by CDRH OC, which will 
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also provide a stenographer and 

conference room.  

 Field fact witnesses should prepare 

to testify at the informal hearing 

immediately as the OC decides on a 

518(e) action.  

 Three (3) days before the hearing, 

the Office of Chief Counsel will 

need the narrative note. 

  CC will have a pre-meeting with 

FDA participants. 

 The updated order will include 

obligatory recall requirements and 

patient notification form (if 

applicable). 

 FDA may inform persons at risk by 

any available method, including 

publicizing section 705(b) of the Act 

if a substantial number of them 

cannot be identified. 

 Similar to the previous example, if 

the FDA finds that recalling a device 

from user facilities poses a greater 

risk to public health than not 

recalling it, then the amended order 

cannot include recalling the device 

from user facilities unless the 

recalling firm can replace it with an 

equivalent device (such as a product 

from a competitor that is equivalent 

to the device) [4]  

Terms in the context of FDA decision: 

 Correction - refers to the physical 

removal of a product from its 

original position and the subsequent 

repair, modification, adjustment, 

relabelling, destruction, or 

inspection (including patient 

monitoring). 

 Market withdrawal - A company's 

decision to remove or fix a 

distributed product due to minor 

issues, such as routine maintenance, 

repairs, or stock rotation, that won't 

result in FDA penalties or involve 

any violations. 

 A recall - The act of a company 

removing or correcting a market 

product that violates FDA laws and 

would otherwise face legal action, 

like being set aside or seized. 

o A market pullback or stock 

rebound is not included in the 

recall. 

 A recall strategy - A deliberate 

action plan that addresses the recall's 

depth, the need for public warnings, 

and the extent of effectiveness 

checks. 

 The term "recalling firm" refers to 

the company that initiates a recall or, 

if requested by the FDA, the 

company primarily responsible for 

manufacturing and selling the 

product being recalled. 
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 Removal - is the act of physically 

moving a device for maintenance, 

inspection, destruction, alteration, or 

relabelling from its place of use to 

another site. 

 Health risk-  (1) A reasonable risk 

of serious adverse health effects or 

death from using the product; or (2) 

the possibility of temporary or 

reversible adverse health effects, 

with a low likelihood of serious 

outcomes. 

 Routine servicing- Refers to routine 

maintenance of a device, including 

replacing parts that have reached the 

end of their expected lifespan, such 

as calibration, battery replacement, 

and addressing normal wear and 

tear. Unexpected repairs, early part 

replacements, or extensive repairs of 

multiple units are not considered 

standard maintenance. 

Stock recovery- Refers to repairing 

or removing a product that remains 

unsold or is still owned by the 

manufacturer. This means the 

product is on the manufacturer's 

premises, and none of its 

components or units have been sold 

or made available for use [5]. 

What Does a Manufacturer Do When 

They Identify a Recall Is Needed? 

If the recall is voluntary, the firm will submit 

the following and inform the relevant FDA 

District Office within 10 business days after 

starting the correction or removal. 

1. Date, sequence number, entity's 

registration number, and report type 

designation. 

2. Importer or manufacturer 

representative's contact details. 

3. Product details, including name, 

classification, intended use, listing 

number, and marketing status. 

4. Include FDA registration information 

if applicable. 

5. Unique device identifier (UDI), UPC, 

model/catalog number, and 

manufacturing lot/serial number. 

6. Manufacturer's contact information 

and description of events leading to 

the report, including corrective 

actions. 

7. Report any illnesses or injuries 

caused by device use, with medical 

device report numbers if applicable. 

8. Provide device expiration date and 

manufacturing/distribution dates. 

9. Total number of affected devices and 

number per batch/lot. 

10. Distribution plan, including recipient 

names, contact info, and addresses. 

11. Include copies of correspondence and 

recipients' details if not provided. 

12. Provide justification and extended 

deadline if obtaining information is 
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challenging. A copy of any 

correspondence about the deletion or 

alteration, as well as the names and 

addresses of any recipients of any 

letters that were not supplied in 

compliance with this section's 

paragraph. 

13. If obtaining the necessary 

information proves to be challenging, 

you will have to give a justification 

for the postponed submission and the 

extended deadline [6].  

CONCLUSION 

In the current global market, medical device 

recalls are an inevitable reality that every 

MedTech business will ultimately have to 

deal with. Recalls, the costs associated with 

them, and any negative effects they can have 

been lessened by enforcing strict quality 

control procedures and giving patient safety 

the top priority. MedTech companies need to 

establish a fast-acting, worldwide recall plan 

that safeguards their brand as they grow 

internationally and shows their dedication to 

patient safety. MedTech companies can 

sustain the trust and allegiance of patients, 

carers, and medical professionals if they 

surpass safety regulations and pursue 

excellence in product quality. A common 

misconception about recalls is that they 

solely involve removing a product from 

circulation. On the other hand, to comply 

with federal requirements, a medical device 

recall may require that a product be 

modified or taken out of distribution. The 

thorough recall process uses a grading 

system to determine the degree of health risk 

that the recalled product poses. The firm 

takes a few actions when a recall is decided 

to be necessary. Various measures might be 

implemented, contingent on the particulars 

of an illegal medical device. 
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