








 

NEW DRUGS APPROVALS  
& CLINICAL TRIALS 

 

INTRODUCTION 
India is yet to lay down clear rules to regulate the clinical research industry, which is 
worth at least $500 million (around Rs.3,100 crores) as of now. Some rules including 
mandatory approval of trials by institutional ethics committees in hospitals and 
mandatory inclusion of certain government hospitals in clinical trials (CTs) have made 
the process more difficult because many of these hospitals do not have ethics 
committees in place.  
 

 
 
 
 
 
 
 
 
 
 
 
According to India’s Drug Controller General (India) (DCGI), 475 clinical trials were 
approved in the country for testing new drugs between January 2005 and June 
2012.However, there has been a 50% drop in clinical trials after stringent regulations 
were put in place. 
 
What is being provided is a gist of hindrances that can / have adversely impact the 
pharmaceutical companies engaged in new product launches and clinical trial and 
biostudies conduct. 
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REVIEW OF APPLICATIONS OF NEW DRUGS / RENAMING OF NEW 
DRUGS ADVISORY COMMITTEES (NDAC) AS SUBJECT EXPERT 
COMMITTEES (SEC) 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
1. The committee numbered as 8 could be renamed as ‘Pulmonary & ENT’ instead of 

‘Pulmonary’ (alone). 
2. There need to be industry representation in EACH of the SEC. 
3. There is a need to define a minimum quorum (number wise & expertise wise) 

necessary to arrive at a decision. 
4. There must be written (& transparent) SOPs specified, as what would be the details 

the SEC members need to seek from the applicant representative/s. 
5. Provision needs to made for re-appealing by the applicant Company, if it so desires, 

with a higher governing body – maybe Technical / Apex Committee. 
6. Once the SEC committee has confirmed the go-ahead for a new drug and has 

confirmed the study protocol, there should be no reverting and no 
deviation/sdemanded in study design once the study has commenced and / or the 
results / outcome is presented / submitted. 

7. There could a special Scientific Advise Committee (or such other suitably named) 
that the pharmaceutical company can optionally approach.This is to enable 
evaluationof their proposal for ‘new’ drug. The Scientific Advise Committee’s 
positive acceptance of the proposal must be fine-tuned for green-signaling by the 
SEC provided all documents are submitted by the proposer as is required. This is 
necessary since the Company has to spend time, effort and resources for developing 
any new drug / formulation which could be curtailed / limited in relevant cases. 

 

LIMITING CTs PER INVESTIGATOR 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
The number of clinical trials the investigator can undertake should be permissible for 
up to 8-10 protocols and cannot be restricted to mere 3 at least in the enrolment phase. 
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MEDICAL DEVICES CTs 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
It is already mentioned in the order: “Clinical Trial of Medical Device is different in 
nature as compared to that of Drugs or Vaccine.” Hence, there is need for well-defined 
separate guidelines for studies on Medical Devices. 
 

COMPENSATION UNDER CTs – LATER STAGE 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
1. There should be capping of the period post last-dose for considering compensation 

to 1 month. 
2. In the case specifically designed for pregnant females, the capping could be post 3 

months following delivery. 
 

ANCILLARY CARE FOR OTHER ILLNESSES DURINGCONDUCT OF CTs 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
It is already mentioned in the order: “… ancillary care should be provided to the clinical 
trial subject for brief illness in the same hospital/trial site, whenever required.” The 
ancillary care to be provided must be applicable for those hospitalized cases due to the 
illness suffered during the period of the study, or maximum 1 month after the last dose. 
 

ACADEMIC CTs - APPROVAL 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
It is already mentioned in the order: However, if a new drug is being evaluated or a new 
use for an existing drug is being evaluated, then approval of the DCGI is needed as per 
the Drug & Cosmetics Rule.” Hence, in case of studies done / sponsored for an already 
approved drug for an already approved indication such studies should be mentioned 
herein within the order as falling under the category of ‘Academic Clinical Trials’ 
stating that NO permission is needed from the DCGI for such studies. 
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ETHNICITY CONSIDERATION FOR NEW DRUG APPROVAL 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
The factors mentioned here do not in any way assist in demonstrating ethnic 
differences whilst doing studies in the Indian population. Also it must be emphasized 
here that, on average, biochemically all humans are 99.9% similar to any other 
humans.1The human nucleotide diversity is estimated to be 0.1%2 to 0.4% of base 
pairs.3 In view of these stark facts, this order must be cancelled. 

GENERIC / BIOSIMILAR APPROVALS FOR OVERSEAS – LOCAL CT 
REQUIREMENT 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
There is no clarity as to what is the meaning of ‘Abbreviated Trials’ and this terminology 
needs to be defined and guidelines need to be set. The differences between the ‘usual’ 
clinical trials and the abbreviated trials have to be well delineated. 

GLOBAL PHASE III CTs – NO OF PARTICIPANTS 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
Insisting on the number of Indian participants requiring to be adequate for a Global 
Phase III Study such that the study can qualify for approval of the drug in India is not 
practical.It would be unscientific since studies need to be adequately powered and for 
Indian submission there cannot be any discrimination. 
 

APPLICATION FOR NEW CHEMICAL ENTITIES 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
It has been stated in the order that: “All the sponsors / clinical trial applicants are 
hereby directed to provide an undertaking to CDSCO along with the application for 
approval of clinical trials of such New Chemical / Biological Entities that after approval 
of marketing of such entity in the innovator country or in well-regulated developed 

                                                        
1 Dr. Shafer, Aaron. "Understanding genetics". The Tech. Stanford University. Retrieved 13th December 2013. 
2Jorde LB & Wooding SP. "Genetic variation, classification and 'race'". Nature Genetics 2004; 36(11s): S28–33. 
3Tishkoff SA & Kidd KK. "Implications of biogeography of human populations for 'race' and medicine". Nature 
Genetics 2004; 36(11s): S21–27. 
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country, they will file application to CDSCO seeking approval for marketing such drugs 
in the country.” This seems not always possible since there could be drugs for specific 
diseases that are of limited occurrence in India, or many such akin reasons. There 
should be no such binding required and hence, this order must be strongly re-
considered and cancelled. 
 

BANNING OF MARKETED DRUGS 

(Re: Order dated: 03.07.14; File No: 12-01/14-DC Pt.47) 
Suggestions 
The new guidelines seeking to ban any marketed drug on the basis of a mere two 
countries decision to discontinue the same on grounds of efficacy and safety is 
scientifically incorrect. Banning of drugs is usually the outcome of newly available 
robust pharmacovigilance data and the same local data should be the additional basis 
for considering the banning of any already marketed drug in India as well. Also banning 
of marketed drug can be considered if the same is discontinued in more than 2 highly 
regulated markets which include US, UK, Japan, Australia and on the basis of the risk-
benefit analysis in the Indian context. 
 

OTHER CONCERNS PERTAININT TO CTs & NEW DRUG APPROVALS 

AUDIO-VISUAL (A-V) RECORDING 
The implementation of the A-V recording for the trialists, and of course, the participants 
is an unfortunate reality today. The observation reported by investigators is an abrupt 
50% drop in recruitment besides the more than one hour being consumed in A-V 
recording of the consent. Even reputed investigators from Tata Memorial (Mumbai) and 
Rajiv Gandhi Cancer (Delhi) have criticized such A-V recording of consent of 
participants. The investigators have uniformly questioned the wisdom of CDSCO office 
particularly in making it a compulsion to inform the participant that there could be 
possible mortality whilst participating for the study – this is enough toscare away many 
even willing participants who deserve to be included in the CT! Besides, nowhere else in 
the world, is there a procedure for A-V recording of informed consent prior to enrolling 
for the CT. 
 

INSTITUTIONAL vs INDEPENDENT ETHICS COMMITTEE 
There is a diktat that institutional ethics committee can scrutinize and permit both CTs 
and biostudies but independent ethics committee can only do so for bioavailability / 
bioequivalence studies.This discrepancy must be eradicated since the registration 
formalities and guidelines for operating is similar for both institutional as well as 
independent ethics committees. 
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DECLERATION FROM TO-BE RECRUITED CT SITE 
There is currently insistence that the interested investigator needs to provide a 
declaration from the concerned hospital stating that it has minimum of 50 beds as well 
as emergency care facility. Such a requirement must be done away since it is very 
difficult to make the government / municipal / teaching hospitals provide with such a 
formal letter. Also since the trial sites are already identified as appropriate in the 
protocol submitted, such extra documenting is at best, unnecessary. 
 

STABILITY STUDIES TO BE SUBMITTED WHILST APPLYING 
Till the recent past there was a provision for submitting 3 months accelerated stability 
data and 6 months real-time study once the protocol for the CT is approved. Now this 
has been enhanced to 6 months and 12 months respectively which is too prolonged and 
such durations could be insisted upon prior to launch of the product rather than make 
the applicant company carry out such study exercise, which has no direct implication 
for conducting CT. Also at present the CDSCO is insisting to submit the necessary 
duration stability data at the time of filinginstead giving up to the period when the 
protocol is approved. This needs to be reverted back to earlier procedure wherein the 
sponsor / CRO can submit 3 months accelerated and 6 months real time stability study 
data after the protocol is accepted by the NDAC / SEC, or prior to commencing the CT. 
 

INJECTIBLE PRODUCT APPLICATION 
There is an insistence from the CDSCO to submit additional data than those specified for 
injectable products applied for, such as, bacterial endotoxin and pyrogen testing. This is 
arbitrary and needs to be suitably attended to urgently. 
 
 

ADVERSE DRUG REACTIONS (ADR) REPORTING 
The reporting period of ADRs must be calculated from the time of awareness and NOT 
occurrence. Unless the ADR is formerly brought to the IMMEDIATE notice of the CRO 
and / or Sponsor it is impractical to presume that reporting of the same to concerned 
authorities can always occur within the timeframe specified. 
 

SUMMARY 
The IDMA’s Medical Subcommittee has always been participating in all deliberations for 
policy decisions pertaining to guidelines framing, etc. for CTs, biostudies, and issues 
pertaining to new product approvals. We always appreciate the fact that CDSCO 
involves IDMA and we do assure of our best of inputs. We also would like to make a 
request that the suggestions made, and once accepted by the CDSCO in any meeting / 
forum need to be adhered to since our experience is to the contrary. This will only 
better and lead to healthier rapport between regulator and stakeholders. 


