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Presentations are intended for educational purpose only and do 
not replace independent professional judgement. Statements of 
fact and opinions expressed are those of presenter individually 
and are not the opinion or position of PPD. PPD does not 
endorse or approve, and assumes no responsibility for the 
content, accuracy and completeness of the information 
presented. 

DISCLAIMER 
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+ Regulatory : is a government 
agency responsible for 
exercising autonomous 
authority over some area of 
human activity(here 
pharma/drug) in a 
supervisory capacity 
 

+ Submissions: an act of giving 
a document, proposal, piece 
of writing, etc., to someone so 
that it can be considered or 
approved  

 

REGULATORY SUBMISSIONS in INDIA 

https://en.wikipedia.org/wiki/Government_agency
https://en.wikipedia.org/wiki/Government_agency
https://en.wikipedia.org/wiki/Supervisory
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+DCGI: Drug Controller General of India 
 
+CDSCO: Central Drug Standard Control      

 Organization 
 

+DCA: Drug Control Authority(Each state) 

DRUG REGULATORS in INDIA 
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DCGI 
+ DCGI lay down the standard and quality of manufacturing, 

selling, import and distribution of drugs in India. 
 

+ Requires confirmatory\Phase III study that includes a 
proportion of local patients.  
 

+ DCGI suggests that reviewing and approval timelines for 
all types of application be 180 days. Mandatory registration 
of ethics committees with DCGI 
 

+ Studies approved by DCGI are evaluated and approved by 
Experts Committee, Technical Committee, Apex committee to 
examine applications for Clinical trials in India 
 
 
 



8 

+ Amendments of clinical trial regulation include 
 
+ Improve patient safety 

 
+ Reporting timeliness of SAEs including deaths during  

trials 
 

+ Payment of compensation to patients. 
 

REGULATORY AMENDMENTS in 
INDIA 
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+ Major functions of CDSCO: 
+ Regulatory control over the import of drugs 
+ Approval of new drugs and clinical trials 
+ Meetings of Drugs Consultative Committee (DCC) and 

Drugs Technical Advisory Board (DTAB) 
+ Approval of certain licences as Central Licence Approving 

Authority 
+ Handles  approval process 

 
 

        CDSCO 
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+ Stages: 
+ Application to conduct clinical trials 
+ Conducting Clinical Trials 
+ Application to marketing authorization of drug 
+ Post-marketing studies 

 
 

DRUG APPROVAL PROCESS 
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DRUG APPROVAL PROCESS in INDIA  

IND APPLICATION 

Recommendation to DCGI 

Detailed review by IND committee 
Examination by New Drug Division 

CDSCO 

Approval 

Ethical Committee 

Clinical Trial started 

Application for new drug 
registration to CDSCO 

Review by DCGI 

License not granted License Granted 

Approval 



12 



13 



14 

+ The online submission portal SUGAM went live in 2015 
starting with Product registration and its import license. 
 

+ The DCGI completed pilot, testing for the online submission 
of Clinical trial applications in 2016 and made online 
submission for new clinical trials mandatory effective 24 
Oct 2016.  
 

+ At present we can submit only new clinical trial 
applications online. Subsequent submissions, amendments 
post approval submissions still need to be performed as hard 
copy.  
 

SUGAM ONLINE LICENSING 
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+ Organisation is required to register once on the portal. The 
entity that submits the application through their login 
credentials  is considered as “applicant”. 

 
+ The DCGI has also brought in the system of “Sub Login” 

whereby sponsor can act as an applicant but the legwork of 
dossier preparation, submission..  can be performed by CRO. 

 
+ In simple terms the submission of clinical trial application 

requires following steps 
+ Submit import license application if one is importing 

study drug from outside of India 
+ Fill the application form (Form 44) and link your import 

license application to this form. 
+ Upload study documents as per checklist.  

 

APPLICATION to CONDUCT CLINICAL 
TRIAL 
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+ When a company in India wish to manufacture/import a new 
drug, it has to apply to seek permission from DCGI by filing 
Form-44 along with the data mentioned in schedule Y of 
Drugs and Cosmetics Act,1940 and Rules 1945. 
 

+ In order to prove safety and efficacy in Indian 
population, a clinical trial in accordance with the guidelines 
specified in Schedule Y is to be conducted and a report is to 
be submitted in a specified format. 
 
 

DRUG REGULATION SYSTEM in INDIA 
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REQUIREMENTS and GUIDELINES - SCHEDULE Y 

Rule 122A 

Rule 122B 

Rule 122 DA 

Rule 122E Definition of New Drugs 

Definition of Clinical Trials/IND 

Permission to manufacture New Drug 

Permission to import and market New Drug 

+ New substance having therapeutic 
indication 

+ Modified/new claim, new route of 
administration for already approved drug 

+ Fixed dose combination 
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Requirements US EU INDIA 

Agency USFDA EMEA, CHMP, 
National health 
agencies 

DCGI 

Registration 
process 

One registration 
process 

1. Centralized 
2. Decentralized 
3. Mutual 

recognition 
4. National 

One registration 
process 

Application NDA/ANDA MAA MAA 
Approval 
timelines 

~18 months ~12 months 12-18 months 

Presentation eCTD eCTD CTD 
(Paper for 

legacy studies) 

REGULATED Vs. SEMI-REGULATED 
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+ India has taken a turn towards the electronic submissions 
from 2016 and all the new clinical trails have to be in 
compliance with the same. 
 

+ Subsequent submissions, amendments, post approval 
submissions (to previous) can be handled as paper 
submissions. 
 

+ Looking forward for the complete online world, and stay 
tuned with the regulated markets.... 
 

CONCLUSION 
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+ https://cdscoonline.gov.in/CDSCO/homepage 
  
+ https://www.slideshare.net/DrPankajBablani/seminar-

presentations-14th-may-2015-autosaved-48137557 
 

+ http://www.cdsco.nic.in/writereaddata/PROPOSAL%20FOR%2
0CREATION%20OF%20IT%20ENABLED%20SYSTEM1.pdf 
 

+ https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4215498/ 
 

+ https://www.youtube.com/watch?v=1M61R4vnw_M&feature=
youtu.be  

+ http://nims-icmr.nic.in/NIMS/index.jsp 
+ http://ctri.nic.in/Clinicaltrials/login.php?id 
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