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Abstract 
The United States (US) remains the greatest medical device (MD) market on earth $156 billion (40 percent of the overall MD market 
in 2017). By 2023, it is depended upon to create to $208 billion. As per USFDA, the MD are orchestrated into three classifications. 
The U.S. Food and Drug Administration's and Center for Devices and Radiological Health (CDRH) supervises MD advertised in the 
United States. The United States Federal Food, Drug, and Cosmetic Act (abbreviated as FFDCA, FDCA, or FD&C) is a group of laws 
passed by Congress in 1938 offering power to the U.S. Food and Drug organization (FDA) to administer the safety of food, drugs, 
cosmetic products and MD’s. An Emergency Use Authorization (EUA) under Section 564 of the FD&C Act considers the unique 
utilization of medications and other clinical products during particular kinds of crises. This review articles focused the process of 
EUA of medical products u/s 564 of the Federal Food Drug and Cosmetic Act, USA. 

  

1. Introduction 

1.1 Medical Device Industry in USA 

The US MD making market is assessed at USD 176.7 billion out 

of 2020 and is relied upon to arrive at USD 186.5 billion of 

every 2021. The US clinical supplies and device producing 

industry incorporates around 11,000 organizations with 

consolidated yearly pay of $75 billion. Significant organizations 

incorporate Johnson and Johnson, GE Healthcare, Siemens 

Medical Systems and Medtronic. The business is profoundly 

thought with the 50 biggest organizations representing around 

75% of income. The extent of the accompanying investigation 

includes medical stock and device makers that produce 

ophthalmic, careful and dental instruments and supplies 

utilized in the clinical field  [1]. 

1.2 Opportunities in the US market 

The United States has an exceptionally enormous maturing 

populace and a long history of ongoing sickness. Moreover, the 

Patient Protection and Affordable Care Act of 2010 expanded 

admittance to medical care administrations for areas of the 

populace that were beforehand uninsured. Accordingly, there 

is a requirement for savvy MDs to satisfy the expanding need 

for care, the expense imperatives of the new medical care 

framework, and control the rising medical care spending [2]. 

1.3 Key players in US medical device manufactures market 

A portion of the vital participants working in the U.S medical 

device makers market incorporate 3 Abbott Laboratories, M 

Healthcare, Boston Scientific Corporation, Baxter International, 

Johnson and Johnson, GE Healthcare and Medtronic [1]. 

2. Regulations of Medical products in the United States 

Medical Products implies all clinical and medical services items 

including however not restricted to mechanized wheelchairs 

and other versatility items and hardware for use by people 

with incapacities and additionally for home medical care. 

2.1 Classification of Medical Products 

Table1: Classification of Medical Products 

Class Risk Level Device Examples 

A Low risk 
Tongue depressors, Surgical 

retractors 

B 
Low Moderate 

risk 

Suction equipment, 

Hypodermic needle 

C High risk 
Orthopaedic implants, Lung 

ventilator 

D 
High moderate 

risk 

Implantable defibrillator, 

Heart valves 

2.2 Classification of medical devices in United States 

The FDA has set up groupings for roughly 1,700 diverse generic 

sorts of MD's and gathered them into 16 clinical fortes alluded 

to as boards. Every one of these conventional kinds of MD is 

appointed to one of three administrative classes dependent fair 

and square of control important to guarantee the safety, 

performance and viability of the MD. The three classes and the 

prerequisites which apply to them are: 

Device Class and Regulatory Controls 

Class I General Controls: With or without exemptions 

Class II General Controls and Special Controls: With or without 

exemptions 

Class III General Controls and Premarket Approval 
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The class to which, the MD t is relegated decides, in addition to 

other things, the sort of premarketing 

accommodation/application needed for FDA leeway to 

showcase. In the event that your device is named Class I or II, 

and in case it isn't excluded, a 510k will be needed for 

advertising. All devices delegated excluded are dependent upon 

the restrictions on exclusions.  

Limits of device exclusions are covered under 21CFR XXX.9, 

where xxx alludes to Parts 862-892. For Class III devices, a 

premarket approval application (PMA) will be required except 

if your device is a pre-corrections device (available preceding 

the entry of the MD's revisions in 1976, or generously 

comparable to such a device) and PMA's have not been called 

for. All things considered, a 510k will be the course to 

showcase [4]. 

2.3 Premarket approval (PMA) 

Premarket endorsement (PMA) is the most severe sort of MD 

marketing application needed by FDA. Not at all like the 510(k) 

pathway, The PMA application contains data concerning how 

the MD was planned and how it is made, just as preclinical and 

clinical investigations of the MD, showing that it is safe and 

viable for its expected use.  

Since the PMA requires a clinical preliminary it is essentially 

more costly than a 510(k). 

1. Section 505: Related to drug approval process 

2. Section 510(k):  For clearance of class II MD’s 

3. Section 515: Related to the approval process of class III MD’s 

3. United States Federal Food Drug and Cosmetic Act 

3.1 Federal Food, Drug, and Cosmetic Act (FD&C Act) 

The United States Federal Food, Drug, and Cosmetic Act (FD&C) 

is a group of laws passed by Congress in 1938 offering power 

to the U.S. Food and Drug Administration (FDA) to administer 

the safety of food, MD's, drugs, and beauty care products [5].  

As a rule, FDA controls Foods, Biologics, Drugs, MD’s, Electronic 

Products emit radiation, Veterinary Products, Cosmetics, and 

Tobacco Products. FDA does alone doesn't manage Advertising, 

Consumer Products, Alcohol, Drugs of Abuse, Pesticides, Meat 

and Poultry Vaccines for Animal Diseases and Water [6]. 

3.2   Export program –Food and Drug Administration (FDA) 

The Federal Food, Drug, and Cosmetic Act (FD&C Act), section 

801 and 802 oversee when it is reasonable to trade an 

unapproved, debased or misbranded item. Section 801 of the 

Federal Food, Drug, and Cosmetic Act (FFDCA) sets out the 

prerequisites for imports and commodities of FDA directed 

items.  

3.3 Import Program – Food and Drug Administration (FDA) 

All items directed by the Food and Drug Administration should 

meet similar prerequisites, regardless of whether imported 

from abroad or delivered locally. All FDA-managed items are 

electronically screened before they enter the U.S. Purchasers 

and shippers of imported FDA-managed items. 

4. Emergency Use Authorization of Medical Products 

This direction clarifies FDA's overall suggestions and systems 

material to the approval of the crisis utilization of specific 

clinical items under areas 564, 564A, and 564B of the Federal 

Food, Drug, and Cosmetic Act as changed or added by the 

Pandemic and All-Hazards Preparedness Reauthorization Act 

of 2013 (PAHPRA). 

 

 

 

4.1 Emergency Use Authorizations 

The EUA authority under 564 section permits FDA to work 

with accessibility and unapproved employments of MCMs 

expected to plan for and react to CBRN crises. The EUA 

authority is independent and unmistakable from utilization of a 

clinical item under an investigational application (i.e., 

Investigational New Drug Application (IND) or Investigational 

Device Exemption (IDE)), segment 561 extended admittance 

specialists, and segment 564A emergency use specialists talked 

about in segment IV of this direction [7]. 

 
Figure 1: FDA EUA Process 

 

Figure 2: Process for issuance of EUA 

 

The EUA is utilized by the FDA to work with the accessibility of 

medical countermeasures (MCMs) during health emergencies 

MCMs include: 

 Drugs: Eg: Antivirals, Antidotes etc. 

 Biological products: Eg., Vaccines, blood products, etc. 

 Devices: Eg: IVD’s in vitro diagnostics and personal 

protective equipment 

In simpler terms, this means medical devices that fit the 

qualifications of the EUA may fast track their approval to get 

their products into the hands of in-need populations. 

 That’s up to the federal government, including the Secretary of 

Health and Human Services (HHS). Using COVID-19 as an 

example, the US government named the virus a public health 

emergency on January 27, 2020, after confirming several cases. 

That set HHS in motion and paved the way for EUAs. 
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The EUA can be applied to unapproved, novel products but also 

to unapproved uses for already approved products. 

Finally, know that the EUA does more than allow the FDA to 

approve products for use. It also has the power to: 

 Extend the expiration date of eligible stockpiled MCMs 

 Waive good manufacturing practices (such as storage 

and handling regulations) for emergency needs 

 Permit emergency dispensing of MCMs during an 

emergency event 

 Allow the CDC to create and issue “emergency use 

instructions” [7]. 

 4.2 Section 564, FD&C Act 

An Emergency Use Authorization (EUA) under Section 564 of 

the Federal Food, Drug, and Cosmetic Act (FD&C Act) takes into 

account the exceptional utilization of medications and other 

medical items during specific kinds of crises. The EUA authority 

was added by the Project Bio Shield Act of 2004 which changed 

the FD&C Act, in addition to other things.  

As of March 2012, Congress is currently reauthorizing 

the Pandemic and All-Hazards Preparedness Act (PAHPA). The 

U.S. House and Senate have embraced their own variants of 

reauthorizing enactment, the two of which give more 

prominent adaptability to HHS and FDA to support the 

utilization of clinical items in crises yet vary in some particular 

arrangements. Congress is probably going to assemble a 

gathering council to accommodate the contrasts between the 

bills. The enactment at last passed may influence Section 564 

and different arrangements of the FD&C Act [7]. 

5. Regulatory Approval Process for Emergency Use 

Authorization of Medical Products In USA 

Step-1: Decide the grouping of MD or IVD via looking through 

the FDA arrangement information base utilizing important 

pursuit terms, or by recognizing another (predicate) MD with a 

similar planned use and innovation. Give uncommon 

consideration to the three-letter Product Code and seven-digit 

Regulation Number related with the predicate device you 

distinguish. On the off chance that the arrangement not really 

settled, utilize the 513(g) interaction to demand 

characterization from the FDA.  

Step-2: Some Class I MDs are excluded from most QSR 

necessities, with special cases. For Class II and III MD's, execute 

Quality Management System (QMS) that meets the FDA Quality 

System Regulation (QSR) found in 21 CFR Part 820.  

Step-3: Imaginative Class II and all Class III MD's will probably 

require clinical examinations. Get "Pre-Submission (Pre-Sub) 

input from the FDA.  

Step-4: In the event that clinical examinations will be required, 

apply for an Investigational Device Exemption (IDE). Foster 

clinical preliminary convention and lead study. Non-significant 

risk studies might be performed with IRB endorsement.  

Step-5: For Class II MD's, plan and submit 510(k) Premarket 

Notification application and pay related charge. For Class III, 

plan and submit Premarket Approval (PMA) application. Pay 

PMA accommodation expense.  

Step-6: For Class III MD's, FDA conducts office investigations of 

maker and all significant providers associated with the plan 

and creation of your gadget. All gatherings should be consistent 

with FDA QSR.  

 

 

 

Step-7: For Class II MD's, the FDA issues 510(k) leeway letter 

and posts it on the web. For Class III MD's, the FDA issues PMA 

endorsement letter and posts it on the web.  

Step-8: The FDA won't review Class I or II MD producers for 

consistence before device enlistment, yet when enrolled, the 

FDA might direct arbitrary examinations and can give a Form 

483for rebelliousness.  

Step-9: On the off chance that you have no neighbourhood 

presence in the US, select a FDA US Agent delegate as a nearby 

resource with the FDA.  

Step-10: Rundown MD and register organization utilizing 

FURLS framework on the FDA site; pay expenses for 

Establishment Registration and Listing, which should be 

restored every year.  

Step-11: Now, the MD is ready to sell in the US. Your 

organization and gadget enrolment status will be recorded on 

the FDA site. Your approval doesn't lapse insofar as no 

progressions are made to the device configuration, planned 

use, and so forth the most common way of providing clinical 

review information on the side of an FDA accommodation. This 

is an improved and undeniable level outline of FDA enrolment 

necessities [8]. 

Conclusion 

The United States Food and Drug Administration (FDA) has the 

essential administrative obligation to guarantee that meds are 

protected and viable both before drug endorsement and 

keeping in mind that the prescription is in effect effectively 

showcased by makers. The EUA is in actuality for one year from 

the date of issuance or however long the Human Health Service 

Act (HHS) secretary's S564 crisis presentation is basically, 

whichever is more limited. The crisis revelation can be re-

established. The EUA can be changed and might be renounced 

before if the models for issuance are at this point not met or 

disavowal is fitting to ensure general safety or security. FDA 

suggests that a solicitation for an EUA incorporate a 

conversation of the up-and-comer item's known and likely 

dangers and advantages, which incorporates a union of the 

information and data. 

References 

1. Grandviewresearch.com. 2021. Healthcare Contract 

Manufacturing Market Report, 2021-2028. [online] 

Available at: 

<https://www.grandviewresearch.com/industry-

analysis/contract-manufacturing-market> [Accessed 

30 September 2021]. 

2. Emergo. 2021. USA – Overview of medical device 

industry and healthcare statistics. [online] Available 

at: 

<https://www.emergobyul.com/resources/market-

united-states> [Accessed 30 September 2021]. 

3. U.S. Food and Drug Administration. 2021. Classify 

Your Medical Device. [online] Available at: 

<https://www.fda.gov/medical-devices/overview-

device-regulation/classify-your-medical-device> 

[Accessed 30 September 2021]. 

4. U.S. Food and Drug Administration. 2021. Emergency 

Use Authorization of Medical Products. [online] 

Available at: <https://www.fda.gov/regulatory- 



Katikala et al,. World J Curr Med Pharm Res. 2021;3(5): 116-119 

[119]                                                      CODEN (CAS-USA): WJCMCF 

 

 

information/search-fda-guidance-

documents/emergency-use-authorization-medical-

products-and-related-authorities> [Accessed 30 

September 2021]. 

5. Cumming, C., 2021. FDA Emergency Use Authorization 

Guide for Medical Products. [online] Mindflow Design. 

Available at: 

<https://www.mindflowdesign.com/insights/fda-

emergency-use-authorization-covid-pandemic/> 

[Accessed 30 September 2021]. 

6. U.S. Food and Drug Administration. 2021. What does 

FDA regulate? [online] Available at: 

<https://www.fda.gov/about-fda/fda-basics/what-

does-fda-regulate> [Accessed 30 September 2021]. 

7. Astho.org. 2021. Section 564 of the Federal Food, Drug, 

and Cosmetic Act Fact Sheet | State Public Health | 

ASTHO. [online] Available at: 

<https://www.astho.org/Programs/Preparedness/P

ublic-Health-Emergency-Law/Emergency-Use-

Authorization-Toolkit/Section-564-of-the-Federal-

Food,-Drug,-and-Cosmetic-Act-Fact-Sheet/> 

[Accessed 30 September 2021]. 

8. Emergo. 2021. US FDA Registration Process for 

Medical Devices and IVDs. [online] Available at: 

<https://www.emergobyul.com/resources/usa-

process-chart> [Accessed 30 September 2021]. 

 

 

 

 

 

 

 


