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ABSTRACT:  

Regulatory body of medical device in the globe is USFDA. According to USFDA in USA medical 

devices are enforced by CDRH- Centre for Devices and Radiological Health. In USA medical device 

Regulatory pathway varies based on intended use. Depending on the risk of patient medical devices 

in USA are divided into 3 classes. Class 1 medical devices are low risk devices. The example of class 

1 medical devices is Elastic Bandages is having different regulatory pathway and approval process. 

To get FDA approval of Elastic Bandage is does not require premarket notification 510(k) and PMA 

(pre-Market Approval) due to low risk device class, the steps involved in approval from FDA for class 

1 devices are device registration, listing, and fee payment, which are must be renewal for every year. 

 

1. INTRODUCTION 

Medical Device Definition: Medical device is defined 

by FDA in NF or USP is an instrument, equipment, 

implement, machine, mechanism, implant, in vitro 

reagent, or other object that is comparable or related, 

including an accessory or component. A medical device 

can be used to diagnose illness or other disorders, and to 

treat them and mitigate their effects and prevent them in 

both humans and animals 

Regulatory Authority: FDA’s CDRH- Center for 

devices and Radiological Health regulates the companies 

to produce, repackage, relabel, import or sold in US. The 

CDRH controls the use of radiation in both medical and 

non-medical electronic items, including color 

televisions, Lasers, X-rays, Ultrasound devices and 

micro-ovens. 

Medical Device Classification: -The FDA classified 

around 1700 dissimilar generic devices and placed them 

interested in 16 medical expertise known as panels. 

Depending upon the level of command required for the 

safety and efficacy of device. 

These generic equipment’s are classified into 3 regulatory classes 

  

The above classification shows the kind of premarketing 

application is required by FDA authorization. Device 

will need a 510k in order to market if it’s categorized as 

Class I or II and is not exempt. The restriction on 

exemptions applies to all devices that are designed as 

exemptions apply to all devices that are designated as 
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exempt. If product is a preamendment device and PMAs 

not accepts to a Premarket Approval Application (PMA) 

A 510k will be the best way to market 

 The designed use of medical equipment shows its 

classification. As an example, Scalpel is used for the 

purpose of cutting tissue. A specific indication such for 

making incision in the cornea is added to the device label. 

The device label contains its usage, but they also be 

discussed verbally when the product is being sold. In 

premarketing notification; the 510k program: includes 

Evaluating Substantial Equivalency. 

Medical devices risk based classification, what patient or 

user experience 

Class I and II are less risk and class III are high risk 

These divided classes are subjected to General Control 

and Baseline requirements of FDA act 

S.no Class Degree of 

risk 

Illustrations 

1 Less risk Less risk Bandages , 

tongue 

depressors 

2 Moderate 

risk 

Moderate 

risk 

Powered 

wheelchairs, 

Infusion pumps 

3 High risk High risk Pacemakers, 

Implantable 

defibrillators 

 Determination of Classification:  

To determine the classification of medical device and any 

potential exemptions, know the regulation number 

corresponding classification of medical device regulation 

Identifying equipment and regulation matching can be 

done in 2 ways 

Enter the device name in full and conduct a search in the 

classification database 

Find our medical device belongs to which medical 

speciality equipment panel go straight to the panels 

listing and identify device 

We are already aware of the relevant panel. If unsure can 

utilize the product code classification data base keyword 

dictionary. Alternatively, may depart straight to the CFR 

and find the categorization for look through the list of 

classified products to find a medical device. The database 

will also identify the CFR categorization regulation. For 

further details on particular items and how CDRH 

regulates them, shows the regulation classification below 

A list of devices includes in each CFR. Each classified 

equipment assigned a 7-digit number, such as the clinical 

Mercury Thermometer’s 21 CFR 8802920 

Once our medical device enlisted in the list; navigate to 

the section mentioned in the sample 21 CFR 8802920. 

The device is described and identified as class II. Similar 

to this you can find multiple entries for different kinds of 

thermometers under the term THERMOMETER in the 

classification of database. In the clinical thermometer 

database, the medical device is listed in the form of 3 

letter product code FLK serves as both the categorization 

number and the product code 

Regulation classification is determined by using, either 

visit of CFR search page or navigate to what are the 

classification panels below and appropriate regulation. 

Certain class I devices are exempted from GMP and 

premarket notification requirements. Premarket 

notification is not required for about 572, or 74%of class 

I devices. The documented medical device exemptions 

are 21 CFR classification regulations. 

Regulatory Pathway for class I medical equipments in 

US 

As per above classification. Class I drugs are with no risk 

and it is safe to patient and needs very little regulatory in 

the US and EU. Medical devices like bandages, 

wheelchairs, and surgical instruments are in risk class I 

This class I medical devices in US does not require any 

specific post market requirements 
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Regulatory Requirements for class I medical Devices: 

- 

According to the FDA registration class I goods must 

follow procedures and distribution, Class I medical 

equipments are free from 110k requirements FDA’S 

categorization standards specifications for their 

particular product. Manufactures and distributors of class 

I medical devices are non-etheless bound by FDA 

regulations regarding marketing clams. The FDAS 

device loss per training to adulteration, misbranding and 

making false or misleading claims still apply to these 

goods. The FDA rejects medical equipments in classI are 

not FDA approved 

Regulatory timelines for registering class I devices 

Class I devices are less complex manufactures and 

distributers can register their business and list their 

business and list their devices on the FDA’S 

Establishment and Device listings and start distributing 

their product right away if they have items with the 

necessary production controls manufactures and 

distributors must relist their products every year. 

2.  DISCUSSION:  

Regulatory Flow chart for class I devices: 

 

Definition for class I medical device: 

According to FDA class I medical devices defines as they 

are not designed for using supportive or sustain life of 

major rank in avoiding impairment to human health and 

they may not provide a possible unjustifiable danger of 

sickness or damage 

Medical device class I make up around half of all medical 

devices subjective FDA Regulations 

A medical device classified as class I which as a less risk 

benefit ratio. this indicates that there are serious side 

effects or injuries linked to the miss use of these well-

established products medical device of class I which 

diagnosis may not change some one’s course of life 

because they are neither life sustaining nor life 

supporting. medical devices include bandages, tooth 

brushes as well as hospital items such as bed paints 

comes under class I. 
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Examples: Examples of Class 1 medical devices 

include: 

• Stethoscopes 

• Bedpans 

• Latex gloves 

• Surgical masks 

• Elastic Bandages 

• Bandages 

• Tongue depressors 

• Irrigating dental syringes 

   

Selection of Class I Medical Device:  

In this research work I selected the Elastic Bandage. 

Class I Device: Elastic Bandage6 

Description10: General Hospital and Personal Use 

Devices 

Subpart F - General Hospital and Personal Use 

Therapeutic Devices 

Sec. 880.5075 Elastic Bandage. 

(a) Identification: - Elastic bandage is an instrument used 

to compress and support patients body part. It can be a 

long, flat ship or elasticized material tube 

(b) Classification: - class I General control subject to the 

restrictions in 850-9 a premarket notification done by this 

device requirements subpart e of part 807 additionally the 

device is free from ongoing good manufacturing practice 

and quality system regulations which are in part of 820 

of this chapter from the exception of 820.180 regarding 

general in complaint files . 
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Device classification panels: 

By referring title 21 of the code of Federal Regulation 

categorized majority of medical devices and determining 

appropriate prescription for the device. In the CFR as 

categorised  and characterised more than 1700 different 

kinds of devices arranging  them into  16 panels refers as 

specialised equipments such as cardiovascular 

,ear,nose,and  throat equipments the CFR’S parts 862 

through 892 contain these panels the FDA classification 

(CFR) general overview of each equipment ,together 

with information regarding its intended application 

categorisation regulation of medical device definition 

found in part 862-892 of 21CFR.  
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Classification regulations: 

 

 Product Sub Part with Section9 
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Medical Device (Elastic Bandage) Exemptions 510(k) 

and GMP Requirements11 

The good manufacturing practice (GMP)/ quality system 

exemptions and 510(k)exempt devices are broken down 

per device class below. 

These lists devices are all 510 (k) exempt 

Class I devices 

The premarket notification requisite nearly all devices of 

class I have been exempted by the FDA .the devices and 

regulations were published federal Registers on 

December 7 1994 and January 16 1996 verifying the 

exempt status and any applicable limits with reference to 

21 CFR parts 862-892 is crucial 21 CFR xxx 9 addresses 

the limitations of device exemptions. 

In united states before marketing an equipment a 

producers device may be marketed with out a application 

from premarket or FDA clearance if it fix into one of the 

general categories of exempted class 1 devices as 

specified in 21 CFR parts 862- 892 .these manufactures 

however register their business and provide and general 

category name .to submit registration and listing 

information entitled in the FDA’S unified registration 

and listing system (FURLS)/Device registration and 

listing module(DRML) 
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 Appoint US Agent: 

Establishment of Device registration for manufacturing, 

distribution and sale in USA appoint one US agent. US 

agent is submitting by electronic system using the 

FURLS System. 

 Device Registration and Listing12: 

According to Title 21 CFR Part 807, this procedure is 

called establishment registration. Owner and operators of 

business intricate in the making and supply of medical 

devices proposed for usage within the United States are 

essential to register with the FDA on an annual basis 

Congress has authorized the FDA to charge an annual 

establishment registration fee from device 

establishments. An extensive list of the different types of 

device establishment that must register and pay the fee 

Establishment Registration13: 

  

Establishment Registration14: 

  

http://www.jchr.org/


 
 

 

1878 

Journal of Chemical Health Risks 

www.jchr.org 

JCHR (2024) 14(6), 1869-1879 | ISSN:2251-6727 

Device Registration Fee15: 

According to the Food and Drug Administration 

Amendments Act (FDAAA) of 2007, unless the FDA 

grants a waiver, Annual, Initial, and updated information 

and all registration must be filed online. Businesses that 

offer medical equipment are required to register in two 

phases. To register for an annual account, first you 

should pay the user fee. 

Once payment has been made, complete the process of 

registration. First pay the yearly registration fee then 

your registration will be considered, registration details 

and listing details are submit through electronically. 

FDA will verify and send a mail if all the requirements 

fulfill. 

Annual registration fee payment 

Payment of annual registration fee online is available on 

the DFUF Website. (Device Facility User Charge). You 

will get a Payment Identification Number (PIN) on the 

DFUF website when you make a payment. An email 

verifying the transaction and with details on how to 

obtain your Payment Confirmation Number (PCN) will 

be sent to you after your payment has been finalized. Due 

to the possibility of multiple day processing, please 

ensure payment at least a few days prior to enrolling. To 

find out more information, see the Payment Process. As 

soon as you have payment confirmation, you can register 

your establishment. 

  Registering Facility 

Submission of Device Registration and listing 

information only through the FURLS and DRLM. Each 

possessor or operative should have an account 

credentials (ID and password) in order to use FURLS. 

The proprietor or manager needs to draft an If someone 

else has been designated as the official correspondent, 

they should have a subaccount with a special credentials 

for them. 

FURLS- FDA's Unified Registration and Listing System 

Device Registration and Listing Module (DRLM) 
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