
 

 

Other Key Facts? 
Imprisonment or fine for adulterated 

or counterfeit medical devices: 

 The draft Bill defines provisions for 

imprisonment or fine for "adulterated" 

or "spurious" medical devices. 

 If any medical device is rusted, filthy, 

rotten, rotten, packaged or stored in 

unhygienic conditions, contains harmful 

or toxic substances, or contains any 

component or software removed If it 

becomes unsafe, it will be considered 

adulterated if it has rusted. 

 Counterfeiting of medical devices: 

 In the draft bill, if a medical device is 

labelled as a fictitious company or is said 

to belong to a manufacturer who has not 

manufactured it, it will be treated as 

counterfeit. 
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Draft Medical Devices Bill 

Why in Newspapers? 
To replace several sets of rules issued by the Union Health Ministry, recently, the existing 

'Drugs and Cosmetics Act, 1940' and presently, for industries 'Drugs, Medical Equipment and 

Cosmetics' The draft Bill-2022′ (Drug, Medical Devices, and Cosmetics Bill-2022) was released. 

Quick Issue?  
 The draft bill focuses on regulating 

medical devices as a separate entity, and 

provides for fines and imprisonment for 

injury and death related to diagnostic 

tests or investigations, and seeks to 

regulate e-pharmacies. 

Historical Background?  
 There is no provision in the 1940 Act or 

any rule to regulate 'online pharmacy'. 

 No person shall, by him or any other 

person on his behalf, sell, stock or 

display or sell, or distribute, any drug - 

except under license or permission as 

may be prescribed - in online mode. will 

not offer. 

 The draft bill provides for compensation 

to participants or their legal heirs for 

injury or death caused in clinical trials 

and investigations for drugs and medical 

devices. 

 The draft also gives investigators the responsibility to provide medical management for 

any injuries caused by the test. 

 If compensation is not paid, the amount of compensation will be doubled. 

 If the draft bill becomes law, these provisions will be part of the statute, and will not be 

limited to clinical trial rules alone. 

 The draft bill prohibits clinical trial or clinical examination of drugs and medical devices 

without the permission of the Central Licensing Authority. 

 Though companies still have to seek permission from the regulator to conduct tests, this is 

not specifically mentioned in the existing law. 

 A separate definition has been prescribed for 'medical devices' in the draft bill. The scope 

of this definition includes diagnostic equipment, its software, implants, and devices to 



 

 

assist with disabilities, life-support equipment, equipment used for disinfection and any 

reagents or kits. 

 The last 1940 Act regulated medical devices as one of four categories of "drugs". 

 Provision has been made in the Bill for the creation of a 'Medical Device Technical 

Advisory Board' on the lines of the existing 'Pharmaceutical Technical Advisory Board'. 

 This board will also include medical professionals and people having technical knowledge 

of equipment. 

 Apart from the officials of the Ministry of Health, the board will also include people from 

the following sectors: 

o Department of Atomic Energy, 

o Department of Science and Technology, 

o Ministry of Electronics, 

o Defence Research and Development Organization (DRDO) 

o Biomedical technology, 

o Expert in biomaterials and polymer technology. 

Likely Question Asked In Preliminary Exam 

Que. With reference to the Drugs and Cosmetics Act, 1940, consider the following 

statements: 

1. The Act regulates the import, manufacture and distribution of drugs in India. 

2. It provides technical advisory board for medical devices. 

Which of the above statements is/are correct? 

(a) 1 only      (b) 2 only 

(c) Both 1 and 2     (d) neither 1 nor 2 

Answer: (a) 1 only 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

Other Key Facts? 
Drugs Controller General of India 

 Head of the Department of the Central Drugs 

Standard Control Organization, Government 

of India, which is responsible for approval of 

licenses of specified categories of drugs such 

as blood and blood products, IV fluids, 

vaccines and sera. 

 The Drug Controller General of India, comes 

under the Ministry of Health and Family 

Welfare. DCGI also sets standards for the 

manufacture, sale, import and distribution of 

drugs in India. 

INDIA'S FIRST INDIGENOUS VACCINE AGAINST CERVICAL CANCER 

Why in Newspapers? 
Recently the Drug Controller General of India (DCGI) has given its approval for India's first 

quadrivalent Human Papillomavirus 

Vaccine (qHPV) against cervical cancer. 

Quick Issue?  
 Cervical cancer occurs when cells in 

the lining of the cervix (entrance) 

start to grow abnormally. This is 

the neck or narrow part of the 

lower uterus. It is also known in 

colloquial language as cervical 

cancer. Although cervical cancer 

usually occurs only in women, but it 

can also happen to men. 

Historical Background?  
 Due to this disease, there is a 

genital infection. If it is recognized in time, it can be treated, but it can lead to death if it is 

late or if the infection spreads. 

 Almost all cases of cervical cancer are caused by the human papillomavirus (HPV). This is 

a common virus that can be spread from person to person during sexual intercourse. 

 An agency of the World Health Organization named 'International Agency for Research on 

Cancer (IARC-WHO) ... According to this, there are about 1.23 lakh cases of cervical cancer 

in India every year. 

 In this, about 67,000 women die. India ranks fifth in the world in terms of cervical cancer. 

 If its vaccine has come for the first time in India, then the question arises that what 

vaccines were available for it till now? So for this let me tell you that currently there are 

two globally licensed vaccines available in India - first is quadrivalent vaccine and second 

is bivalent vaccine. 

 A single dose of quadrivalent vaccine costs Rs 2,800 per dose, while bivalent vaccine costs 

Rs 3,299 per dose. 

 The vaccine that DCGI has approved in India right now has been manufactured by Serum 

Institute of India. 

 The new vaccine is based on VLPs (Virus-like particles) similar to the Hepatitis B vaccine. 

 It provides protection against cervical cancer by producing antibodies against the L1 

protein of the HPV virus. 

 Experts are seeing this as an opportunity to eliminate cervical cancer. At the same time, 

these experts have expressed the hope that it will be implemented in national HPV 

vaccination strategies and its cost will also be kept economical compared to the existing 

vaccine. 



 

 

Likely Question Asked In Preliminary Exam 

Que. Besides HPV, what are the risk factors for developing cervical cancer? 

(a) Smoking 

(b) Weak immune system 

(c) Family history of cervical cancer 

(d) all of the above 

Answer: (d) All of the above 


