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Abstract:- There are distinct regulatory approval 

processes needed in the discovery and development of 

novel medications. Finding new pharmaceuticals requires 

extensive study in the fields of chemistry, production, 

control, pre-clinical science, and clinical trials. 

 

The next step is to submit an IND after new 

medications are identified. The primary goal of the IND 

application is to obtain approval for human subjects 

clinical trials (Phase 1, 2, and 3). The next step once 

clinical trials are finished is the New Drug Application 

(NDA). The primary goal of the NDA application process 

for the development of new drugs is obtaining approval to 

sell the medications on the open market. Once the patient 

has passed away, the sponsor should apply to the ANDA 

right away. Obtaining authorisation for the sale of the 

generic medication is the primary goal of the 

ANDA.ANDA state that Abbreviated New Drugs 

Approval that are used for the generic drug approval.  

 

Keywords:- Drugs Approval Process_INDA (Investigational 
New Drugs Application), NDA(New Drugs Application) and 

ANDA(Abbreviated New Drugs Application). 

 

I. INTRODUCTION 

 

For the purposes of clinical trials, the regulatory 

approval procedure encompasses any approval granted by 

governmental or regulatory bodies concerning human 

subjects research. A pharmaceutical business needs to go 

through five steps in order to get FDA clearance to 

commercialise a new prescription drug: FDA review, 

preclinical research, clinical research, post-market safety 
monitoring, and discovery/concept. 

 

Drug discovery, laboratory development, animal 

studies, clinical trials, and regulatory registration are all part 

of the extensive and ongoing processes that go into the 

research, development, and approval of a pharmaceutical 

product. The drug product must be approved in each nation 

or region, including the European Union (EU).  

 

 

 

The United States of America (USP) and Japan have 

comparable but marginally differing regulatory approval 

procedures and requirements for clinical trial conduct and 

submission. Research, development, and approval of the drug 

product are protracted yet ongoing processes that include 

regulatory registration, animal studies, laboratory 

development, clinical trials, and drug discovery. The drug 

product must be approved in each nation or region, including 

the European Union (EU). The regulatory approval 

procedures and requirements for conducting clinical trials are 
comparable but slightly vary between the United States of 

America (USP) and Japan. 

 

A. Investigational New Drugs Application: 

If the medicine was discovered in the European Union 

(EU), an application would be submitted to the FDA to begin 

human clinical trials. If the medicine was discovered in the 

European Union (EU), an application would be submitted to 

the FDA to begin human clinical trials.Japan,And United 

States of America (USA)has similar but slightly different 

regulatory processes and requirements for the conduct of 
clinical trials and submission, Review, and approval of 

clinical results. 
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Fig 1: Drugs Discovery and Development 

 

Investigational New Drug results from preclinical trials 

indicate that it is safe. The IND application must be submitted 

by a company or organisation known as a Sponsor. The FDA 
can be contacted to schedule a pre-IND meeting to go over a 

variety of topics: 

 

 The planning of animal studies, which is necessary to 

bolster the results of clinical research 

 The planned procedure to carry out the clinical trials. 

 The manufacturing, chemistry, and control of the 

experimental medication A gathering like this will benefit 

the Sponsors. Investigational new drug that preclinical 

study findings indicate is safe. The IND application must 

be submitted by the a company or organisation known as 
a Sponsor. You can schedule a pre-IND meeting with the 

FDA to talk about the following topics: 

 

 New Drug Application: 

A manufacturer files a New Drug Application (NDA), 

which is an actual request to manufacture and sell a new drug 

in the United States, if clinical trials show that the drug is 

reasonably safe, effective, and won’t put patients at 

unreasonable risk. 

 

 Abbreviated in New Drug Application: 

This is an application to approve generic medications. 

The clinical trials conducted for the original, name-brand 

product do not have to be replicated by the sponsor. Rather, 

generic medication Manufacturers are required to ensure that 

their product is identical to and bioequivalent to a previously 

authorised trademark. 

 
 Investigational Processes for Investigational New Drug 

Application (INDA): 

A request for approval from the Food and medicine 

Administration (FDA) to administer an investigational 

medicine or biological product to humans is known as an 

Investigational New Drug Application (IND), which is 

submitted by a clinical study sponsor. 

 

A target disease’s lead molecules are found and then 

optimised for maximum treatment efficacy. Sponsor 

businesses, research institutions, and other organisations in 
charge of marketing a medicine are required to submit to the 

US FDA the outcomes of their pre-clinical laboratory testing 

as well as their plans for human testing. 

 

II. INDA IN INDIA 

 

INDA in India refers to a chemical entity or product with 

a therapeutic indication that has never been tested on humans, 

as per Rule 122-DA (3) of the Drug and Cosmetic Act and 

Rule 1945. Clinical trials for the new medications in addition 

to Prior to their manufacturing approvals, INDs are required. 

Clinical data, animal toxicology requirements, reproduction 
studies, teratogenic studies, mutagenicity, and 

carcinogenicity requirements may be modified in the event 

that a new drug is launched in another nation and sufficient 

published proof of its safety is present. 

 

 Clinical Trials: 

No clinical trial for a new drug whether for clinical 

investigation or any Clinical experiment by any institute can 

be conducted except under and in Accordance with the 

permission in writing of the DCGI authority. There are two 

type Of provision under the Indian drug regulation for 
conducting clinical trials. First for New drug substance 

discovered in INDIA clinical trials are required to be carried 

out In India write from phase 1 and are called domestic 

clinical studies.  

 

No clinical trial for a new medication, clinical enquiry, 

or clinical experiment by any institute may be carried out 

without the DCGI authority’s express written consent. Two 

varieties exist.  

 

Provides a provision for conducting clinical trials under 

the Indian drug legislation. First for a newly found drug 
compound in India Clinical trials, also known as domestic 

clinical studies, must be conducted in India starting in phase 

1.  
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Second, page 1 data collected outside of India for 

medications discovered there may be submitted for a straight 

phase 2 trial permission and are then considered as 

Worldwide clinical experiment. 

 

The sponsor submits an application to conduct clinical 

trials in India using form 44, along with the request (5000) 

and the supporting documentation listed in the schedule 
annexed to the Drug and Cosmetic Act of 1940. In order to 

ensure that clinical trials are conducted and data is generated 

and reported in compliance with the protocol and GCP 

guidelines issued by CDSCO as well as all applicable 

statutory provisions of the drug and cosmetic act 1940 and 

rule 1945, 10 sponsors are responsible for implementing and 

maintaining a quality assurance system. 

 

Two physical copies and two soft copies of the data must 

be sent with the application on form 44 in order to conduct 

clinical studies. Here is a quick rundown of the application’s 
components: 

 

 Application on form 44. 

 Introduction of the drug. 

 Describe p r e s 5000 through challan. 

 Chemical and pharmaceutical information as per 

appendix one of schedule  

 Animal pharmacology as per appendix 6 of schedule y. 

 Animal toxicology as per appendix 8 of schedule y. 

 Human clinical pharmacology data as per appendix one of 

schedule y. 

 Regulatory status in other countries as per appendix one 

of schedule y. 

 

III. INDA IN USA (AMERICA) 

 

The sponsor is required to wait 30 calendar days after 

submitting the IND before starting any clinical trials. The 

FDA has the chance to review the IND during this period to 

ensure that study subjects won’t be put at unreasonable 

danger. If a pharmaceutical agent is used in the course of a 

clinical investigation, then the investigators must comply 
with several special regulatory requirements. It could be 

necessary to file an Investigational New Drug (IND) 

application with the FDA for studies utilising a drug that has 

not received FDA approval or for indications not listed on 

approved labels. The sponsor cannot begin any clinical trials 

until thirty calendar days have passed since the IND was 

submitted. During this time, FDA has the opportunity to 

review the IND for safety to make sure research participants 

won’t be subjected to undue risk.  

 

An IND might not be required if a study satisfies certain 

regulatory exemption requirements. The FDA may define an 
individual investigator as a sponsor-investigator in which 

case the application procedure is Considerably less difficult 

than for commercial sponsors; this study solely deals with this 

specific situation. Three sets of forms must be completed in 

order to file an IND: FDA Form 1571, which describes the 

study in detail; FDA Form 1572, which contains information 

about the investigator and study site; and FDA Form 3674, 

which certifies that the study is registered in the national 

database of clinical trials.  

 

The study may start 30 days after the FDA 

acknowledges receipt and issues an IND if the IND is 

authorised. In the event that the FDA requests further details 

or puts the trial on “clinical hold,”. 

 
The study should not continue. The investigator must 

simultaneously follow a set of guidelines for tracking the trial 

and providing FDA reports while the IND is in effect. In case 

their study involves the use of a pharmacological agent, 

clinical investigators are required to comply with many 

specific regulatory standards. The Food and Drug 

Administration (FDA) may necessitate the filing of an 

Investigational New Drug (IND) Application for studies 

utilising a medication that has not been approved or for 

indications not listed on the approved label. It might not be 

necessary to submit an IND if a study satisfies certain 
regulatory exemption requirements. If an individual 

investigator fits the FDA’s definition of a sponsor-

investigator, the application procedure is typically simpler 

than it is for commercial sponsors; this evaluation just 

pertains to this specific situation. Three sets of forms must be 

completed in order to file an IND: 1 describing the trial in 

detail (FDA Form 1571), 1 supplying the investigator’s 

details And research. In cases where clinical investigators 

want to use a pharmacological agent in their trial, they must 

comply with many special regulatory restrictions. Research 

employing a medication not authorised by the Food and Drug 

Administration (FDA) or for purposes not listed in It could be 
necessary to submit an FDA Investigational New Drug (IND) 

application in order to have the approved labelling. It may not 

be necessary to submit an IND if a study satisfies certain 

regulatory exemption requirements. This analysis solely 

focuses on the situation where an individual investigator fits 

the FDA’s definition of a sponsor-investigator, in which case 

the application procedure is typically less onerous than for 

commercial sponsors. Three sets of forms must be completed 

in order to file an IND: FDA Form 1571, which describes the 

investigation in detail, 1 that contains information about the 

investigator and the study. 
 

A. European Union (EU): 

Before a medicine is authorised to be marketed in the 

European Union, it must pass two regulatory steps that are 

comparable to those in the United States. These two 

procedures are the clinical study and the marketing 

authorisation application. As of July 2013, the European 

Union consisted of 28 member states; applications for clinical 

trials are authorised at the member state level, whereas 

marketing Before a medicine is permitted to be marketed in 

the European Union, authorisation applications must be 

granted at both the member state and central regulatory levels. 
The applications for marketing authorisation and clinical 

trials are these two processes. As of July 2013, the European 

Union consisted of 28 member states. Applications for 

clinical trials are authorised at the member state level, while 

those for marketing authorisation are approved at both the 

member state and central levels.  
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B. Centralized Procedure: 

The centralised process yields a marketing authorisation 

that is valid across the European Union for applicants.A 

single authorisation that is accepted by the European Union 

(EU), Liechtenstein’s Norway, and Iceland. 

 

 A designated rapporteur assesses the application. 

 Timeline: The European Commission must grant final 
approval to the EMA opinion, which must be issued 

within 210 days. For: • Medicines developed via any 

biotech methods, including genetic engineering, a 

centralised process is required. 

 Drugs meant to treat conditions like diabetes, cancer, 

HIV/AIDS, neurological illnesses, autoimmune diseases, 

and other immunological dysfunctions. 

 Medications intended to treat rare diseases that have been 

formally identified as “Orphan Medicines.” 

C. Procedure for Mutual Recognition: 

Through the Mutual Recognition process, applicants can 

get permission to market a medicine in Concerned member 

states (CMS) as opposed to Reference member states (RMS), 

where it has previously been approved.  

 

The applicant presents an identical dossier, complete 

with all necessary information, to each EU member state 
where they seek marketing authorisation. 

 

 RMS Reports its own Findings to other States. 

 

 The primary consumer of this kind of medicine approval 

process is the generic industry. 

 This procedure could take up to 390 days to complete.

 

 
Fig. 2: Investgational New Drugs Application 
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D. Decentralised Process: 

By using this approach, businesses can apply for 

authorisation of medications that are currently unapproved in 

all EU countries and essentially do not fit on the list of 

essential drugs for the Centralised procedure concurrently in 

several EU countries. 

 

Marketing authorisation should be issued in accordance 

with the decision reached by the RMS & CMS in this 

decentralised procedure, based on the assessment report that 

is provided by the RMS & any comments made by the CMS. 

 

Usually applied to goods that have not yet obtained 

permission in a nation that is a member of the EU.• Duration: 

210 days. 
 

 
Fig 3: Centralized Procedure 

 

 
Fig 4: Decentralized Procedure 
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IV. INDA IN CHINA 

 

In July 2018, China made improvements to the 

procedures for examining and approving applications for 

investigational new drugs (INDs) and clinical trials (CTAs).If 

there are no questions or rejection notices from the Centre for 

Drug Evaluation (CDE) within the first sixty workdays1 after 

the application is accepted by CDE, the applicant can begin 
the clinical trial without having to wait for the formal 

permission notification after drawn-out procedures. It is 

known as implicit approval for this reason.  

 

A. The Qualifications IND Applicant:  

Domestic applicants ought to be businesses or drug 

research facilities with Chinese registrations that are ready to 

handle legal obligations on their own. Foreign candidates 

must be legitimate Pharmaceutical businesses. They ought to 

designate Chinese corporate organisations to serve as their 

local representatives when submitting the application. 
 

B. The Scope IND Application:  

The following medications may be used in clinical 

trials: A novel medication requesting enrolment in a clinical 

trial: An authorised medication seeking to add a new 

indication after completing a clinical trial; A medication 

seeking to add a new indication after receiving marketing 

authorisation. 

 

C. The Dossier of IND Application: 

To support the clinical study, the applicant must finish 

the toxicological and CMC (chemistry, manufacturing, and 
controls) studies before submitting the IND application. 

 

The eight documents listed below should be included in 

a phase I clinical trial: 

 

 A table of contents listing every document that is part of 

the application. 

 The research’s overall plan and introduction. 

 The investigator’s brochure. 

 A plan or protocol for clinical trials. 

 CMC study data. 

 Details on non-clinical research. 

 An explanation of the medication’s prior clinical usage. 

 International research resources. Additionally, the 

applicant needs to give CDE the following details: 

 The pharmacovigilance system’s current state. 

 A list of all the pertinent study participants by name. 

 The review document from the ethics committee. 

 Guidelines for Submitting an IND Application. 

 

V. INDA IN JAPAN 

 
The Common Technical Document (CTD) format for 

IND Application documents is required by Japan’s regulatory 

framework. The applicant may arrange a pre-application 

conference before submitting an Investigational New Drug 

(IND) application to the PMDA. 

 

IND meeting (consulting with PMDA), which 

guarantees efficient IND approval processes. Following the 

filing of the application, PMDA assesses it in light of the 

preclinical data, clinical study protocols, etc. The first IND 

could take up to 30 days, while the second and subsequent 

INDs could take up to 14 days.The queries received from 

PMDA should be answered by the applicant. After PMDA 

Completes its review, the IND application will be transferred 
to Institutional Review Board (IRB) for the review. IRB takes 

1-4 weeks of Japan’s regulatory system Demands the IND 

Application documents to be prepared in the Common 

Technical Document (CTD) format. Before sending an 

application for Investigational New Drug (IND) to the 

PMDA, the applicant may schedule a pre-IND meeting 

(consultation with PMDA), which ensures streamlined 

processing of IND approval. Subsequent to the application 

submission, PMDA evaluates the application with Respect to 

the preclinical data, and protocols for clinical studies etc. It 

may probably Take 30 days for initial IND and 14 days for 
second and consecutive INDs. The applicant is required to 

respond to the questions sent by PMDA. The IND application 

will be sent to the Institutional Review Board (IRB) for 

review following PMDA’s review. Japan’s regulatory system 

requires that the IND Application materials be prepared in the 

Common Technical Document (CTD) format, and the IRB 

requires this to happen within 1-4 weeks. Prior to submitting 

an application for a New Investigator, Drug (IND) to the 

PMDA, the applicant is able to arrange a pre-IND meeting 

(consulting with PMDA) to guarantee expedited IND 

approval processes.  

 
Following the filing of the application, PMDA assesses 

it in relation to preclinical data, clinical study protocols, etc. 

The first IND could take up to 30 days, while the second and 

subsequent INDs could take up to 14 days. 

 

The queries received from PMDA should be answered 

by the applicant. After PMDA Completes its review, the IND 

application will be transferred to Institutional Review Board 

(IRB) for the review. IRB takes 1-4 weeks of time for the 

completion of the Review. Once IRB provides a favorable 

response, IND application will be approved After which, 
clinical trials can be initiated on human subjects.  

 

The applicant is required to respond to the questions sent 

by PMDA. The IND application will be sent to the 

Institutional Review Board (IRB) for review following 

PMDA’s review. IRB takes one to four weeks to complete in 

Japan Requests the IND Common Technical Document 

(CTD) format application documents must be prepared. In 

order to assure expedited processing of IND approval, the 

applicant may arrange a pre-IND meeting (consulting with 

PMDA) before to submitting an application for an 

Investigational New Drug (IND) to the PMDA.  
 

Following application submission, the PMDA assesses 

the application based on preclinical data, clinical study 

protocols, and other factors. The first IND could take up to 30 

days, while the second and subsequent INDs could take up to 

14 days. 
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A. INDA Approval Process in Japan: 

 Since the Japanese regulatory agency uses the Common 

Technical Document (CTD) format for drug applications, 

the applicant must prepare their IND application and 

supporting documentation using the CTD format.  

 The candidate may arrange for a pre-IND consultation 

prior to to submitting an application. Consultations with 

PMDA as such contribute to a smooth and efficient IND 
Application procedure.  

 While follow-up IND consultations might only take 14 

days, the initial meetings might take as long as thirty days.  

 The PMDA assesses the preclinical data, clinical study 

protocols, and other relevant documentation after the 

applicant’s application. 5) The Applicant is required to 

give prompt answers to the PMDA’s enquiries throughout 

the review. 

 The Institutional Review Board (IRB) must be consulted 

for approval after the PMDA has finished its review. The 

IRB reviews and approves requests within a week to four 
weeks. 

 the IRB grants approval for the IND application after a 

positive response, the sponsor can start conducting 

clinical studies involving human participants. 

 Since the Japanese regulatory body uses the Common 

Technical Document (CTD) format for drug applications, 

the applicant must prepare their IND application and 

supporting documentation using the CTD format.  

 In order to guarantee a faultless and efficient IND 

application procedure, the applicant may arrange a pre-

IND consultation with PMDA prior to submitting an 

application.  
 While follow-up IND consultations might only take 14 

days, initial consultations might take up to 30 days. 

 Following the applicant’s application, the preclinical data, 

clinical study protocols, and other relevant documentation 

are assessed by the PMDA. 5) The candidate is required 

to quickly answer any questions posed by the PMDA 

during the evaluation. 

 During the evaluation, the Applicant must respond 

promptly to the PMDA’s questions. 

 The next stage is to obtain approval from the Institutional 

Review Board (IRB) after the PMDA has finished its 
review. The IRB reviews and approves requests within a 

week to four weeks. 

 If the IRB grants approval for the IND application after a 

positive response, the sponsor can start conducting 

clinical trials involving human participants. 

 

 
Fig. 5: New Drugs Approval Process in Japan 

 

B. New Drugs Application(NDA): 

Drug sponsors formally request FDA approval of a new 

medicine for sale and marketing in the United States through 

the NDA application. The information acquired from the 

animal and human studies An investigational new drug’s 

(IND) clinical trials are included in the NDA. 
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VI. NDA IN INDIA 

 

Application for New Drugs (NDA)To obtain approval 

for a new drug to be marketed in the United States, a New 

Drug Application is submitted. An NDA includes data from 

clinical trials demonstrating safety and efficacy in addition to 

information found in the IND. Effectiveness. After an NDA 

is submitted, the FDA has sixty days to begin the review 
process. NDA Contents and Format The two application 

copies are: 

 

A. Archival Copy  

B. Review Copy. 

 

A. Archival Copy:  

Forms for clinical research case reports and tabulations 

are given, and it serves as a reference for FDA reviewers to 

locate information not included in the review copy. It consists 

of the following elements: 
 

 FDA 356 application form 

 Index 

 Summary 

 Technical sections: typed even more; 5) part on 

chemistry, manufacturing, and controls. 

 Non-clinical pharmacology and toxicological section; 

chemistry, manufacturing, and controls part. 

 Section on Human Pharmacokinetics and Bioavailability. 

 Section on Microbiology. Section 9: Clinical Data. 

 Statistical section. 

 Section regarding paediatric usage. 

 Labelling and Samples 

 Case report templates 

 
B. Reviews Copy: 

An application’s review copy is separated into five or 

six holding knowledge that is both scientific and technical 

and is bound independently. 

 

It includes copies of the application form, cover letter, 

overall summary, index, and particular review section. 

 

 A copy of the FDA cover letter. 

 A copy of the application form. 

 A copy of index to the entire application. 

 A copy of the overall summary. 

 A copy of a reference or authorisation letter to access 

NDAs, DMFs, etc. 

 

The sponsor and the FDA may meet at least twice: once 

following the conclusion of Phase_ 2 clinical trials and once 

before to the submission of an NDA, or pre-NDA meeting. 

After reviewing the study’s findings, the review panel will 

choose whether or not to approve the application.  

 

 
Fig 6: Flow Chart of NDA 
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Fig. 7: NDA Approval Process in China 

 

VII. NDA IN CHINA 

 

China has been undergoing economic reform for almost 

thirty years, which has opened up prospects for the 

pharmaceutical business to grow quickly among other 

industries. During this time, China underwent a revolutionary 

shift in drug research and development, as evidenced by the 

Large . The impressive depth of drug research in many 

therapeutic areas, the quantity of scientific institutes 
dedicated to drug research, and the quickly rising number of 

new medications. A new chapter in the history of drug 

research and development is about to begin with the 

discovery of scientific breakthroughs like pharmacogenomics 

and biomarkers. China needs a special drug review system 

that fits into the country’s present general economic context 

in addition to keeping up with scientific advancements in 

drug research and development. 

 

Standard Procedure: China’s drug registration 

application types include: Currently, there are five 
 

 A new medication application.  

 Approving generic medication 

 Drug application from abroad 

 Applications for renewal and supplements. 

 

There are two main phases for the first three application 

types that are regulated in China. 

 

Applications to market or import a medicine, as well as 

to start clinical trials (including bioequivalent trials). The 
Drug Administration Law states that before clinical trials may 

be carried out in China or new pharmaceuticals can be 

commercialised or imported into China, SFDA permission is 

necessary. The 2007 Version of the Drug Registration 

Regulations provide a full description of the Application 

method and review process for these two stages. The extent 

of the product modification and the particular application 

papers will determine how the supplemental application is 

reviewed. If necessary, clinical trials are required.  
 

Two main phases of the first three application types—

the application to start clinical trials (including bioequivalent 

trials) and the application to market or import a drug—are 

regulated in China. The Drug Administration Law states that 

prior to clinical studies, SFDA permission is necessary. Can 

be carried out in China, or new medications can be brought 

into the country or sold there. 

 

The 2007 Drug Registration Regulations contain a full 

description of the application and evaluation processes for 
these two stages. The extent of the product modification and 

the particular application papers will determine how the 

supplemental application is reviewed. If necessary, clinical 

studies are necessary. Every approved medication should be 

re-evaluated for renewal applications after five years, and the 

approval for renewal will rely on whether or not post-

marketing data indicates significant drug safety risks over the 

previous five years. 

 

All things considered, the CDE review procedures for 

these applications are comparable to those used by the US 

FDA. Reviewers with expertise in various disciplines make 
up some review teams. The review team is in charge of 

determining whether the data and documentation supplied 

support the new drug’s safety and efficacy as stated. 

Reviewers may communicate with outside experts and the 

drug developers throughout the review process in order to 

allay concerns regarding the safety and efficacy of the drug 

based on the information that was submitted .When all the 

information presented for the new drug is combined during 

the drug evaluation process, the ultimate decision to approve 

will be based on the risk/benefit ratio for a particular 

indication. Fast track evaluation is available to expedite the 
evaluation process for new molecular entities developed for 

serious or life-threatening diseases or conditions for which 

there is no available treatment (Yin, 2006). However, given 

its brief 25-year history (from 1984 to 2009) and substantial 

volume of applications, China’s drug evaluation system 

differs greatly from those in other nations. Its unique qualities 

include quality control, an impartial assessment, the 

promotion of research within CDE, and the integration of the 

post-marketing review. 

 

All things considered, the CDE review procedures for 

these applications are comparable to those used by the US 
FDA. Reviewers with varying disciplines of competence 

comprise some review teams. The review panel is in charge 

of determining whether the submitted Data and 

documentation back up the new drug’s efficacy and safety as 

stated. Reviewers may communicate with outside experts and 

the drug developers throughout the review process in order to 

allay concerns regarding the safety and efficacy of the drug 

https://doi.org/10.38124/ijisrt/IJISRT24MAR495
http://www.ijisrt.com/


Volume 9, Issue 3, March – 2024                                             International Journal of Innovative Science and Research Technology 

ISSN No:-2456-2165                                                                                                https://doi.org/10.38124/ijisrt/IJISRT24MAR495 

 

 

IJISRT24MAR495                                                              www.ijisrt.com                                                                           554 

based on the information that was submitted. The risk/benefit 

ratio for a particular indication will be taken into 

consideration when determining the final approval once all of 

the data supplied for the new drug has been combined during 

the drug evaluation process. Regarding novel molecular 

entities created for significant. 

 

VIII. NDA IN AUSTRALIA 

 

Drugs and medical devices are governed by the 

Therapeutic Goods Administration, a Commonwealth 

Government organisation. The Australian Register of 

Medicines contains prescription and over-the-counter 

medications that satisfy quality, safety, and efficacy standards 

set by Australia.  

 

Medicinal Products. Pharmaceuticals can be listed or 

registered. After a comprehensive evaluation, products are 

registered and given an AUST R number. 
 

A national system of controls pertaining to the quality, 

safety, efficacy, and timely availability of therapeutic goods 

used in Australia, whether produced there or abroad, or 

exported from Australia, is one of the goals of the Therapeutic 

Goods Act 1989, which is administered by the Therapeutic 

Goods Administration (TGA). The costs collected for 

assessments, yearly registrations, and inspections provide the 

entire funding for these initiatives. 

 

 

 

A. Objective: 

In order to guarantee the quality, safety, and efficacy of 

medical devices as well as the safety, efficacy, and safety of 

medicines, a national framework for the regulation of 

therapeutic goods must be established in Australia. In 

essence, a therapeutic good needs to be registered on the 

Australian Therapeutic Goods Register (ARTG).Prior to 

being able to apply in Australia. 
 

B. Role of TGA: 

 

 Five primary processes are used by the TGA to carry out 

overall control: pre-market assessment and approval of 

registered products meant for supply in Australia; 

development, upkeep, and monitoring of the system for 

listing medicines. 

 Granting licences to producers in compliance with global 

GMP requirements. 

 Post-marketing surveillance via sampling, adverse drug 
monitoring, surveillance operations, and public enquiry 

answers. 

 The assessment of pharmaceuticals for export. The 

system for creating, maintaining, and supervising 

medication listings. 

 Granting licences to producers in compliance with global 

GMP requirements. 

 Post-marketing surveillance via sampling, monitoring for 

adverse drugs, and surveillance operations Providing 

answers to questions from the public; • Evaluation of 

medications for export. 

 
Fig 8: Therapeutic Good Administration 
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C. AUST R Products  

Medicines that are registered include: 

 

 The majority of prescribed drugs 

 Vaccines are among the goods that, despite not being 

legally defined as requiring a prescription, still merit 

careful consideration. 

 The majority of traditional over-the-counter medications  

 Relatively few supplementary therapies where the TGA 

has determined that certain claims about the effectiveness 

of a treatment or prevention of a disease are adequately 

supported by evidence. 

 

D. TGA’s Control Over Clinical Trials: 

Australian clinical trials for pharmaceuticals and 

medical devices must comply with Commonwealth 

government rules, which are handled by the TGA. There are 

two methods for carrying out clinical trials, for example:  

 

 Exemption plans for clinical trials (CTX): The sponsor of 

the trial tells the TGA of their plans. To use an unapproved 

therapeutic good in a clinical trial. 

 

IX. NDA IN JAPAN 

 

Beyond language limitations, the drug approval 

procedure in Japan is simpler and less complicated than in 

some other nations. [5][6]. Beyond language barriers, Japan’s 

drug clearance process is simpler and less complicated than 

in some other nations. Apart from the regulatory aspects, the  
PMDA provides sponsors with advisory services to help them 

comprehend the requirements and the intricate process of 

obtaining drug approval. 

 

Numerous manufacturers opt to register and sell their 

medications in Japan due to this favourable development. 

One of the biggest pharmaceutical markets in the world is 

found in Japan. A study projects that the Japanese 

pharmaceutical market would grow between 2022 and 2027 

at a CAGR of 1.06%. Japan’s total GDP, or gross domestic 

product, is about $5 trillion. Including over-the-counter 

drugs, the market value is estimated by the Ministry of 
Health, Labour and Welfare (MHLW) to be at $95 billion.  

 

A. Drug Regulation Authority Approval:  

 

 In Japan, medications and medical equipment are 

approved by two regulatory agencies. 

 The PMDA, or Pharmaceutical and Medical Device 

Agency. 

 Ministry of Labour, Welfare, and Health (MHLW). 

 

B. PMDA_ Services, the Pharmaceuticals and Medical 
Devices Agency: 

 

 Consultation: 

 

 Pharmaceutical Affairs Consultation on R&D Strategy 

 The Consultation Clinical Trials. 

 

 Regulatory Review: 

 

 Pre-market review 

 Re-examination 

 Reassessment 

 Employ -results assessment 

 
 GMP/QMS/GCTP inspections. 

 GLP/GCP/GPSP compliance evaluations. 

 Development of standards 

 

 Precautionary steps. 

 Assistance for unfavourable medical incidents. 

 

C. Who can Apply for Drug Approval? 

Medical products can be registered, imported, and sold 

in the Japanese market by a competent local entity holding a 

Marketing Authorisation Holder (MAH) or a Designated 

Marketing Authorisation Holder (DMAH). 
 

D. How can a Foreign Manufacturer Market Drugs in 

Japan? 

In order for pharmaceuticals and medical equipment to 

be approved for sale, overseas makers must meet the 

following requirements: 

 

E. Foreign Manufacturer Accreditation (FMA): 

A foreign manufacturer is a single foreign business that 

plans to produce cosmetics, medical equipment, quasi-drugs, 

or pharmaceuticals and import them into Japan. 

 

A Foreign Manufacturer Accreditation (FMA) must be 

obtained by foreign firms from The Ministry of Labour, 

Welfare, and Health to promote their goods in Japan. 

 

F. Foreign Restrictive Approval: 

 

 International pharmaceutical producers may submit a 

straight application for market approval under their own 

names. 

 Clinical studies must be completed by overseas 
manufacturers in addition to other required processes.  

 To prove the medicines’ efficacy, safety, and purity 

before exporting them to Japan. 

 Fee for New Accreditation for foreign manufacturers 

 The New Accreditation fee 

 Ministry of health labour and Family welfare  fee 90,000 

JPY 

 Pharmaceutical medical device agency fee 143900 JPY 

 

G. New Drugs Approval Processes in Japan: 

 

 To get their drug approved for sale, the applicant sends 

their New Drug Application (NDA) paperwork to the 

PMDA. 

 After reviewing the application, the PMDA may decide to 

set up a face-to-face meeting with the applicant if they 

think it is required. 
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 The applicant must discuss and respond to the PMDA’s 

questions during the meeting, and the PMDA reviewer 

will create a review report following the in-person 

meeting. 

 The PMDA arranges an Expert Discussion in the event 

that it discovers any important issues during the 

evaluation. It entails a conversation about the suggested 

significant issue between the external expert and the 
PMDA reviewer. Following evaluation, the specialists 

provide the findings and GMP conformance enquiry 

reports to the MHLW, the Ministry of Health and Labour 

Welfare. 

 The MHLW, upon consultation with the Pharmaceutical 

Affairs and Food Sanitation Council (PAFSC), the 

Ministry of Health and Labour Welfare (MHLW) may 

approve the New Drug Application (NDA). The PMDA 

delivers the approval certification for the drugs reviewed 

by the bureau. The applicant must discuss and respond to 

the PMDA’s questions during the meeting, and the PMDA 
reviewer will draft a review report following the in-person 

meeting. 

 The PMDA arranges an Expert Discussion in the event 

that it discovers any important issues during the 

evaluation. It Entails a conversation about the suggested 

critical issue between the external expert and the PMDA 

reviewer. 

 

Following evaluation, the specialists provide the 

findings to the Ministry of Health and Labour Welfare 

(MHLW) together with reports on the GMP conformance 
enquiry.  

 

 The new drug application (NDA) may be approved by the 

Ministry of Health and Labour Welfare (MHLW) 

following consultation with the Pharmaceutical Affairs 

and Food Sanitation Council (PAFSC). 

 The PMDA provides the certification of approval for the 

medications that the bureau has examined.  

 

H. Function of PMDA: 

 

 Testing of medications and medical equipment. 

 A scientific evaluation of the application for a market 

review authorisation based on Japanese pharmaceutical 

law. 

 Guidance regarding clinical studies or preparing the New 

Drugs Application procedure dossier. 

 Examining and verifying the processes and programmes 

for optimal clinical laboratory practice. 

 Auditing manufacturers to make sure they have an 

appropriate Quality Management System (QMS) and 

follow good manufacturing practices (GMP). 

X. NDA IN CANADA 

 

In Canada, an NDA application is referred to as a new 

drug submission. Before new pharmaceuticals can be sold in 

Canada, they must first go through Health Canada’s New 

Drug Submission (NDS) process to be approved and 

regulated by the Canadian Health Authority. Part C, Division 

8 of the Food and Drugs Regulations governs new drug 
regulations in Canada. In compliance with section C.08.002 

of the Food and medications Regulations, the applicant will 

be granted permission to commercialise novel medications in 

Canada upon submission of the NDS. 

 

The NDS application must be sent to Health Canada for 

the appropriate evaluation and approval, together with all the 

data needed in accordance with the Canadian Food and Drugs 

Act and Regulations. Depending on the kind of product, the 

relevant division or office within the Canadian Health. 

 

XI. NDS SUBMISSION 

 

The sponsor may choose to file an NDS with the 

relevant HPFB Directorate if the results of all preclinical 

research and clinical trials demonstrate that a drug’s. 

 

Potential therapeutic benefit outweighs its risks 

(toxicity, side effects, etc.) and the chemistry and 

manufacturing dossier is complete.  

 

In order to be given permission to market the medication 

in Canada. Regardless of whether the clinical trials were 
conducted in Canada or elsewhere, a sponsor may submit an 

NDS. Whether conducted in Canada or abroad, the results of 

the preclinical, clinical, and quality (chemistry and 

manufacturing) investigations must be included in the NDS.  

 

Before making a choice, the drug’s safety and efficacy 

data are assessed, and a risk/benefit analysis is carried out. 

 

A. Common Technical Documents:  

The International Conference /Council on 

Harmonisation (ICH) activities are the source of the CTD 
format. These initiatives aim to harmonise global 

requirements for the registration of medications 

(pharmaceuticals, biologicals, and genetics) in terms of 

efficacy, safety, and quality (chemical and manufacturing). 

 

Treatments, etc., for human use. Standard information 

organisation for new drug registration applications is part of 

this project. There are five modules in the CTD format: 
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Fig 9: Common Technical Documents 

 
B. “Abbreviated New Drugs Application (ANDA)” 

It includes information that, upon submission to the 

Office of Generic Drug at the FDA’s Centre for Drug 

Evaluation & Research, allows for the evaluation and final 

approval of generic drug products. Utilization”. It includes 

information that when provided to the Office of Generic 

Products at the FDA’s Centre for Drug Evaluation & 

Research Medication, which allows for a generic medication 

product’s evaluation and final approval.  

 

After approval, the applicant may proceed with 

manufacturing and marketing the generic medication product, 
as long as all patent protection, safety, efficacy, and 

affordability concerns are addressed and the public is spared. 

Applications for generic drugs are referred to as 

“abbreviated” since preclinical (animal) and clinical (human) 

data are typically not needed in order to demonstrate safety 

and efficacy. 

 

A generic medication product is one that, in terms of 

dose form, potency, and mode of administration, is equivalent 

to an innovator medication product. 

 
The ANDA also addresses whether the drug is for the 

treatment of a rare illness and whether the drug will be over-

the-counter or prescription-only. 

 

Additional data on medication chemistry, production, 

and controls, as well as other technical information, may need 

to be attached by the applicant. The established name, trade 

name (if any), chemical name, dosage form(s), and other 

technical details of a new medicine are listed in an ANDA. 

The generic medication will be included in the Orange Book, 

which is a list of all medications, if an ANDA is authorised. 

The FDA has determined that they are affordable, safe, and 

useful substitutes for the general public. The information 

required by the FDA to assess the safety and efficacy of a 

proposed generic medication in comparison to its brand-name 

equivalent is contained in an ANDA. If the generic is not just 

as safe and effective as the original, the FDA will not approve 

it. Usually, generic drug manufacturers will submit an ANDA 

when a patent’s protection period expires. Therefore, the 

announcement of an ANDA filing may result in a decline in 

the share price of a name-brand pharmaceutical firm and an 

increase in the share price of a generic company, opening up 

new revenue opportunities for the latter. Investors should be 
aware that there is no certainty when submitting an ANDA. 

 

Approval by the FDA, and so they should do their due 

diligence when an ANDA is filed by examining The 

submitted 10-K report of the pharmaceutical company. 

Additional data on medication chemistry, manufacturing and 

control procedures, and other technical information may need 

to be included by the application. The established name and 

trade name (if any) of a new medicine are listed in an ANDA.  

 

Chemical name, dosage form or forms, and additional 
technical data. The generic medication will be included in the 

Orange Book, which is a list of all medications that the FDA 

has determined to be affordable, safe, and effective 

alternatives for the general population, if an ANDA is 

authorised. The FDA can compare a proposed generic drug’s 

safety and efficacy to that of its brand-name equivalent by 

comparing its data with those found in an ANDA. If the 

generic is not just as safe and effective as the original, the 

FDA will not approve it. 
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The ANDA’s main objective is to lower medicine 

prices. 

 

 To shorten the development period. 

 Boost the drug’s bioavailability in relation to medications 

on the reference list. 

 

C. Beginning of Generics: 
The history of generics began on September 24, 1984, 

when the Drug Price Competition and Patent Term 

Restoration Act, also referred to as the Hatch-Waxman Act, 

was passed by the 98th United States Congress.  

 

Promoting the pharmaceutical industry’s production of 

generic medications and establishing the current American 

government system of generic medication regulation. In order 

to obtain clearance to market a generic drug, pharmaceutical 

companies were required to submit an abbreviated new drug 

application (ANDA) to the regulatory authorities.  
 

The ANDA procedure spares the company from having 

to conduct time-consuming, repeated animal testing of 

generics because their branded versions have already 

undergone safety and efficacy testing.  

 

D. Indian Scenario: 

Given that India ranks among the nations with the 

highest out-of-pocket expenses per capita, these generics will 

save a significant amount of money that could be used to other 

medical concerns. The use of generic medications has grown 

dramatically in the last several years in every nation.  
 

The guidelines that govern approval of generic drugs are 

largely the same worldwide, with very few exceptions in 

developing nations. In these regions, bioequivalence (BE) 

studies are not required in order to obtain approval for generic 

drugs, and the United States is the gold standard for 

regulation in this area. The rules governing the approval of 

generic medications are largely the same worldwide, with 

very few exceptions in developing nations, where 

bioequivalence (BE) studies are not required in order to 

obtain approval for generic medications. The gold standard 
used for US regulations apply in this field. 

 

In 2008, the Government of India, through the 

Department of Pharmaceuticals, started a new initiative “Jan 

Aushadhi” (a Hindi word literally translated as “Medicine for 

People”). This program envisaged Making unbranded quality 

medicines available to poor people in the country at a 

reasonable and Affordable price through retail outlets’ setup 

with the help of the government. It has taken ownership of 

Setting up Jan Aushadhi stores, which are pharmacies selling 

only generic named medicines to the extent Possible, giving 
preference to pharmaceutical public sector undertakings too. 

Until March 15, 2018, 3200 Jan Aushadhi stores were 

operating in more than 33 states/union territories across India. 

There are Not enough Jan Aushadhi stores, possibly 3200 

against more than 8 lakh retail pharmacies in existence, With 

many rural areas still underserved. The Medical Council of 

India, in an amendment to the code of Conduct for doctors in 

October 2016, has recommended that every physician should 

prescribe drugs with generic names legible and he or she shall 

ensure that there is a rational prescription which Promotes the 

use of generic drugs. In future, the Government of India may 

bring a legal framework under which doctors will have to 

Prescribe generic medicines to patients. The Department of 

Pharmaceuticals, part of the Government of India, launched 

the “Jan Aushadhi” programme in 2008; the word “Jan” is 
Hindi for “Medicine for People.” This programme aimed to 

provide affordable, high-quality, unbranded medications to 

the nation’s impoverished population.  

 

Inexpensive price by setting up retail locations with 

government assistance. It has assumed responsibility for 

opening Jan Aushadhi outlets, which are pharmacies that, to 

the greatest extent feasible, only sell generic name 

medications while also giving priority to pharmaceutical 

public sector initiatives.3200 Jan Aushadhi outlets were open 

and operating in over 33 states and union territories in India 
as of March 15, 2018.There aren’t nearly as many Jan 

Aushadhi outlets as there are retail pharmacies—roughly 

3200 vs over 8 lakh—and many of them are still located in 

rural areas. The Indian government may eventually introduce 

legislation requiring physicians to write prescriptions for 

generic medications for their patients. 

 

E. Hatch Waxman Act:  

Also referred to as the Drugs Price Competition and 

Patent Term Restoration Act_1984. The addresses of the 

Hatch-Waxman Act the FDA’s approval process for generic 

medications and the requirements for receiving such 
approval, including marketing exclusivity. Extension of 

patent duration and Orange Book Listing. 

 

F. General provisions of Act: 

 

 Keeping track of patents that could be violated. 

 To be approved, bioavailability studies alone—not 

clinical trials—are required 

 3)Certification of Paragraphs 1, 2, 3, and 4. 

 4)The time frame for new molecular entities’ exclusive 

data. Five) Prolonging the initial patent term. 

 The clause about “Bolar.” 

 

G. Recent addition to the Hatch Waxman Act_ 

As per the 2003 “proscription drugs and” Act. 

 

 The 30-month durations were not extended. 

 The deadline for notifying the patent owner. 

 A clause permitting declarative judgements. 

 Exclusive benefits for many individuals filed in the same 

manner are permitted. 

 
H. ANDA Certification Clauses: 

 

 Paragraph 1_No listed  patents. 

 Paragraph 2_listed has expired. 

 Paragraph 3_Patent will expired on particular date. 

 Paragraphs 4_ Patent will be invalid  or will not be 

imfriged by drugs for  which approval  is being sought. 
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Fig 10: ANDA Approval Process 

 

XII. SUMMARY 

 

The approvals process of drugs in the India, Europe US 

and other countries the most thought due in the world. The 

main goal of the laws controlling pharmaceuticals in the US, 

Europe, and India is to protect public health. Public 

regulatory bodies have the responsibility of making sure 

pharmaceutical businesses follow the law. 

 
The world’s most thought-out drug approvals occur in 

Europe, the US, India, and other countries.  

 

The health of protection of public is the main goal of the 

regulations controlling pharmaceuticals in the US, Europe, 

and India. Public regulatory bodies have a duty to make sure 

that pharmaceutical businesses Abide by the rules. To ensure 

their safety and the protection of patients’ wellbeing, 

medications must be created, tested, trailed, and 

manufactured in compliance with regulations. 

 

The responsible regulatory authority is review an 

application submitted to get approval the new drugs into the 

market when that drugs satisfied that the drugs support 

quality, safety and efficacy. The review on all the above 

procedure concluded that the QSEM are the most important 

factor in new drugs. The main purpose of the regulatory 
approval process are the to get permission for the new drugs 

in the market that is NDA,to get permission for the clinical 

trials on healthy volunteers that is INDA and to get cost 

effective drugs approval that are the ANDA. 

 

On all the above regulatory approval process concluded 

that the, in India and foreign countries that have different 

regulatory authorities for approve the drugs. 
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Table 1: Countries and their Regulatory Authorities or Bodies 

Countries Regulatory Authorities or Bodies 

India CDSCO(Central drug standard control organisation) 

USA(America) USFDA(United State Food and Drug  Administration) 

China CFDA(China Food and Drugs Administration) 

Japan PMDA(Pharmaceutical Medical Drug Authorities), 

MHLW(“Ministry of Health labour and Family welfare”) 

Australia TGA(Therapeutic Good Administration) 

European union (EU) EMEA(“European Medicines Evaluation Agency”) 
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