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01 REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW

The following authorities are responsible for the regulation drugs, biologics 
and medical devices in India: 
 (i) Central Drugs Standard Control Organization (“CDSCO”), headed by  
 Drugs Controller General of India (“DCGI”) under the Ministry of  
 Health and Family Welfare

The CDSCO regulates import, manufacture, marketing and clinical 
 trials of drugs, biologics and medical devices for the entire territory of  
 India.  
 (ii) State-level licensing authority (“SLA”) 
 Each State, through SLAs (who are the state-level Food and Drug  
 Administration), independently regulates manufacture and sale of drugs,  
 biologics and medical devices within the territory of that State. 

In certain cases, there is an overlap of function between DCGI and SLAs.  
 In such cases, SLAs operate under the direction of DCGI.
 (iii) National Pharmaceutical Pricing Authority (“NPPA”) under the  
 Department of Pharmaceuticals 

NPPA fixes prices of certain essential drugs, biologicals and medical  
 devices for entire territory of India. It monitors price movements other  
 drugs, biologicals and medical devices to ensure that the prices do not  
 increase more than 10% year on year. NPPA also monitors the availability  
 of drugs and takes remedial steps to prevent shortage.
 (iv) Controller of Legal Metrology 
 Each State, through its Controller of Legal Metrology, regulates packaging  
 and labelling of medical devices. The Controller of Legal Metrology does  
 not have jurisdiction over drugs and biologicals. 
 (v) Review Committee on Genetic Manipulation (“RCGM”) under the  
 Department of Biotechnology (“DBT”) 

The RCGM, under the Ministry of Science and Technology to evaluate  
 safety related aspects of on-going research involving Genetically Modified  
 Organisms. 
 (vi) Genetic Engineering Approval Committee (“GEAC”)

The GEAC, under the Ministry of Environment, Forests and Climate  
 Change regulates research, testing, safe use and handling of Genetically  
 Modified Organisms and their products from an environment safety  
 perspective.

1. What are the regulatory 
authorities with jurisdiction over 
drugs, biologicals, and medical 
devices in your country?
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AUTHORIZATION/LICENSING
The Drugs and Cosmetics Act, 1940 (“D&C Act”) along with the Drugs and 
Cosmetics Rules, 1945 (“D&C Rules”) and The Medical Device Rules, 2017 
(“MDR”) governs the authorization, import, manufacture, distribution and 
sale of drugs, biologicals and following categories of medical devices in India: 
 1. Disposable hypodermic syringes.
 2. Disposable hypodermic needles.
 3. Disposable perfusions.
 4. In vitro diagnostic devices for HIV, HBsAg and HCV.
 5. Cardiac stents.
 6. Drug eluting stents.
 7. Catheters.
 8. Intra ocular lenses.
 9. Cannulas.
 10. Bone cements.
 11. Heart valves.
 12. Scalp vein sets.
 13. Orthopaedic implants.
 14. Internal prosthetic replacements.
 15. Ablation devices.

 
Medical devices that fall under the above categories are referred to as noti-
fied medical devices. Medical devices that do not fall within the above 15 
categories are, as such, outside the purview of regulation of sale, pricing and 
reimbursement.

PRICING
The Drugs (Price Control) Order, 2013 (“DPCO”) under the Essential 
Commodities Act 1954 (“ECA”) regulates the pricing of drugs, biologicals 
and notified medical devices in India. 

REIMBURSEMENT
India currently does not have a mechanism for reimbursement of drugs, bio-
logics and medical devices. Out-of-pocket expenditure by patients is the pri-
mary means of financing of drugs, biologicals and medical devices. For more 
details on India’s healthcare system, please refer to Chapter 1 Question 7. 

DEVELOPMENT
There is no authorization required to develop a product in India. However, 
once a product starts showing properties that qualify it to be called as drug, 
then a license is required to import or manufacture it.

A product in development becomes a drug when it starts satisfying the cri-
teria for what is considered a drug for the purposes of the D&C Act, which 
includes:

REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW

2.  What is the regulatory 
framework for the authorization, 
pricing, and reimbursement of 
drugs, biologicals, and medical 
devices?

3. What are the steps to obtaining 
authorization to develop, test, 
and market a product?
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 (i) “all medicines for internal or external use of human beings or animals and all substances intended 
 to be used for or in the diagnosis, treatment, mitigation or prevention of any disease or disorder 
 in human beings or animals, including preparations applied on human body for the purpose of repelling 
 insects like mosquitoes; 
 (ii) such substances (other than food) intended to affect the structure or any function of the human 
 body or intended to be used for the destruction of vermin or insects which cause disease in human 
 beings or animals, as may be specified from time to time by the Central Government by notification  
 in the Official Gazette; 
 (iii) all substances intended for use as components of a drug including empty gelatin capsules; and
 (iv) such devices* intended for internal or external use in the diagnosis, treatment, mitigation or preven- 
 tion of disease or disorder in human beings or animals, as may be specified from time to time by the Central  
 Government by notification in the Official Gazette, after consultation with the Board”

TESTING
Any processing activity carried out on a drug, biological or medical devices requires a manufactur-
ing license from the CDSCO or SLA, as the case may be. Testing of product amounts to processing. 
Therefore, a manufacturing license for the purpose of examination, test or analysis is required to be 
obtained from the SLA. If a product on which testing is to be carried out is to be imported, then a sep-
arate import license for the purposes of test and analysis is required from CDSCO. Please note that the 
import license is to be obtained in addition to the manufacturing license. 

MARKETING
If the drug or biological qualifies as a “new drug” or if a notified medical device qualifies as an “investiga-
tional medical device” or “new In Vitro Diagnostic Device”, then such drug, biological or medical device 
needs to obtain a marketing permission from CDSCO before its manufacture or import, respectively.

The definition of new drug is as follows: 
 (a) “A drug, as defined in the Act including bulk drug substance or phytopharmaceutical drug which has not  
 been used in the country to any significant extent under the conditions prescribed, recommended or sugges- 
 ted in the labelling thereof and has not been recognised as effective and safe by the licensing authority  
 under rule 21 for the proposed claims:
 Provided that the limited use, if any, has been with the permission of the licensing authority.
 (b) A drug already approved by the Licensing Authority mentioned in Rule 21 for certain claims,  
 which is now proposed to be marketed with modified or new claims, namely, indications, dosage,  
 dosage form (including sustained release dosage form) and route of administration.
 (c) A fixed dose combination of two or more drugs, individually approved earlier for certain claims,  
 which are now proposed to be combined for the first time in a fixed ratio, or if the ratio of ingredients  
 in an already marketed combination is proposed to be changed, with certain claims, viz., indications,  
 dosage, dosage form (including sustained release dosage form) and route of administration. (See  
 items (b) and (c) of Appendix VI to Schedule Y)

 Explanation - For the purpose of this rule -
 (i) all vaccines and Recombinant DNA (r-DNA) derived drugs shall be new drugs unless certified 

  otherwise by the Licensing Authority under Rule 21;
 (ii) a new drug shall continue to be considered as new drug for a period of four years from the  

  date of its first approval.”

REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW
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REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW

  The definition of investigational medical device is a notified medical  
  device:

 (i) “which does not have its predicate device as defined in clause  
  (zm); or

 (ii) which is licenced under sub-rule (4) or sub-rule (6) of rule 20, sub-rule 
  (1) of rule 25, or sub-rule (1) of rule 36 and claims for new intended  
  use or new population or new material or major design change;  
  and is being assessed for safety or performance or effectiveness in a  
  clinical investigation.”

Next, depending on whether the product will be importer or manufactured in 
India, appropriate license is required to be obtained from the CDSCO or SLA.

The said marketing permission is give only when the DCGI is satisfied about 
the safety and efficacy of the product. Where the safety and efficacy of the prod-
uct cannot be established with available data, then a clinical trial is required to be 
conducted in India to generate safety and efficacy data of the product on Indian 
population. A permission is also required to undertake clinical trial in India.

Thus, for a product which qualifies as a new drug or investigational medical 
device, the steps needed to be taken to start manufacturing or import of the 
product in India are:
 1. Obtain permission to conduct clinical trial from DCGI
 2. Obtain permission to market product from DCGI on the basis of safety  
 and efficacy data generated from the clinical trial
 3. Obtain import/manufacturing license to start import/manufacture of  
 the product.

If the drug or biological does not qualify as a “new drug” or if the notified medi-
cal device does not qualify as an “investigational medical device”, then the prod-
uct may be marketed in India after obtaining import/manufacturing license.

The fees for each authorization are summarized in the table below:4. What are the approximate 
fees for each authorization?

FEE (IN INR)

Phase I 50,000

Clinical Trials (Drugs) Phase II 25,000

Phase III 25,000

Original application 50,000

Subsequent application by 
same applicant for the drug 
(but with modified dosage/new 
claims)

15,000

CONTINUE

Manufacture of 
New Drug

TYPE OF AUTHORIZATION
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REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW

5. For how long are marketing 
authorizations/registrations valid? 
How are marketing authorizations/
registrations renewed?

6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?

7. How are combination 
products (drug + drug, drug + 
biologic, drug + device, biologic 
+ device, drug + biologic + 
device) regulated?

Marketing authorizations for new drugs, investigational medical devices and 
new IVDs are valid in perpetuity. Therefore, they do not need to be renewed

The drug and medical device regulatory framework does not make a distinc-
tion for authorizations between generic and brand name products or between 
local and foreign owned manufacturers.

In certain cases, there may be relaxations granted based on approvals/
authorizations received from a foreign jurisdiction. For more information on 
the status of foreign marketing authorizations see Chapter 3 Question 27. 

Combination products introduced into the Indian market for the first time 
are deemed to be ‘new drugs’, which means that a permission of the DCGI is 
required before they can be marketed in India. This deeming fiction contin-
ues for a period of four years, which means that any other importer or man-
ufacturer of the combination product during the four-year period would also 
be required to obtain the permission of the DCGI for marketing of the said 
combination product. 

After expiry of period of four years, combination products may be sold in 
India with appropriate manufacturing or import license from DCGI or SLA, 
without the requirement of obtaining a marketing permission from DCGI.

Original application 50,000

Subsequent application by 
same applicant for the drug 
(but with modified dosage/new 
claims)

15,000

Pilot investigation 1,00,000

Pivotal investigation 1,00,000

25,000

50,000

TYPE OF 
AUTHORIZATION FEE (IN INR)

Import of New 
Drug

Clinical Investigation 
(Medical Devices)

Clinical Performance Evaluations

Import or manfacture a medical device which 
does not have a predicate device 
(i.e. if the device is first of its kind).
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REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW

The CDSCO along with the SLAs is responsible for ensuring compliance 
with the requirements of the D&C Act. The CDSCO is primarily responsible 
for regulating and monitoring clinical trials and import of drugs, biologics 
and medical devices. The state drug licensing authorities primarily deal with 
licensing for manufacture, stocking and sale of drugs. The also carry out pre-li-
censing and post-licensing inspections and oversee the manufacturing process 
for drugs manufactured in their respective state units. The CDSCO and the 
state drug licensing authorities can inspect the premises of any manufacturing 
license holder without giving prior notice to ensure compliance with applica-
ble laws. If non-compliance to any condition of the license or provision of the 
D&C Act is observed, the license can be suspended or cancelled, after provid-
ing an opportunity for the manufacturer to show cause as to why the license 
should not be cancelled or suspended. 

With respect to clinical trials, the DCGI and Ethics Committee are the pri-
mary bodies exercising control over monitoring and enforcement. Any change 
in clinical trial protocol or serious adverse events occurring during the clinical 
trial must be notified to the Ethics Committee and the CDSCO. 

Though the Indian regulatory framework is broadly comparable with U.S. 
Food and Drug Administration or the European Medicines Agency, India has 
its own unique and independent legislations governing the drug and medical 
device sector.

Penalties for non-compliances with the requirements of the D&C Act have 
been summarized in the tables below:
Import related contraventions:

8. How is compliance with 
regulation monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements? 

9. What is the potential range of 
penalties for noncompliance?

TYPE OF 
AUTHORIZATION FEE (IN INR)

Imprisonment Fine
(in INR) Imprisonment Fine

(in INR)

Import of adulterated or 
spurious drugs Up to 3 years 5,000 Up to 5 years 10,000

The penalties 
can be imposed 
individually or 
together.

Import of prohibited drugs 
or import of drugs in 
contravention of the D&C Act

Up to 6 months 500 Up to 1 year 1,000

The penalties 
can be imposed 
individually or 
together.

Import of drug or cosmetic 
in contravention of a 
notification issued by the 
Central Government which 
prohibits import of drugs and 
cosmetics in public interest

Up to 3 years 5,000 Up to 5 years 10,000

The penalties 
can be imposed 
individually or 
together.

OFFENCE
PENALTY FOR FIRST 
OFFENCE

PENALTY FOR 
SUBSEQUENT OFFENCE

COMMENTS




