Frequently Asked Questions

Q1: What is Drug?
Ans-"drug" includes-

(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;

(i) 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 prevention 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.

Q2: What is New Drug?
Ans- "new drug" means, -

(i) a drug, including active pharmaceutical ingredient or phytopharmaceutical drug, which
has not been used in the country to any significant extent, except in accordance with the
provisions of the Act and the rules made thereunder, as per conditions specified in the
labelling thereof and has not been approved as safe and efficacious by the Central
Licencing Authority with respect to its claims; or

(ii) a drug approved by the Central Licencing Authority for certain claims and proposed to
be marketed with modified or new claims including indication, route of administration,
dosage and dosage form; or

(iii) a fixed dose combination of two or more drugs, approved separately for certain claims
and proposed to be combined for the first time in a fixed ratio, or where the ratio of
ingredients in an approved combination is proposed to be changed with certain claims
including indication, route of administration, dosage and dosage form; or

(iv) a modified or sustained release form of a drug or novel drug delivery system of any
drug approved by the Central Licencing Authority; or

(v) a vaccine, recombinant Deoxyribonucleic Acid (r-DNA) derived product, living
modified organism, monoclonal anti-body, cell or stem cell derived product, gene
therapeutic product or xenografts, intended to be used as drug.
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Q3: What is Investigational New Drug?

Ans- A new chemical or biological entity or substance that has not been approved for
marketing as a drug in any country.

Q4: What is Clinical Trial?

Ans- "clinical trial" in relation to a new drug or investigational new drug means any
systematic study of such new drug or investigational new drug in human subjects to
generate data for discovering or verifying its,- (i) clinical or; (ii) pharmacological including
pharmacodynamics, pharmacokinetics or; (iii) adverse effects, with the objective of
determining the safety, efficacy or tolerance of such drug or investigational new drug.

Q5: What is academic clinical trial?

Ans-"academic clinical trial" means a clinical trial of a drug already approved for a certain
claim and initiated by any investigator, academic or research institution for a new
indication or new route of administration or new dose or new dosage form, where the
results of such a trial are intended to be used only for academic or research purposes
and not for seeking approval of the Central Licencing Authority or regulatory authority of
any country for marketing or commercial purpose.

Q6: What is Bioavailability Study?

Ans- A study to assess the rate and extent to which the drug is absorbed from a
pharmaceutical formulation and becomes available in the systemic circulation or
availability of the drug at the site of action.

Q7: What is Bioequivalence Study?

Ans- A study to establish the absence of a statistically significant difference in the rate
and extent of absorption of an active ingredient from a pharmaceutical formulation in
comparison to the reference formulation having the same active ingredient when
administered in the same molar dose under similar conditions.

Q8: What is the main difference between an Adverse Event (AE) and a Serious
Adverse Event (SAE)?

Ans- An AE is any untoward medical occurrence (including a symptom or disease or an
abnormal laboratory finding) during treatment with an investigational drug or a
pharmaceutical product in a patient or a trial subject that does not necessarily have a
relationship with the treatment being given

An SAE is an untoward medical occurrence during clinical trial resulting in death or
permanent disability, or hospitalisation of the trial subject where the trial subject is an
outdoor patient or a healthy person, prolongation of hospitalisation where the trial subject
is an indoor-patient, persistent or significant disability or incapacity, congenital anomaly,
birth defect or life-threatening event.

Q9: Which chapter of NDCT Rules, 2019, provides information about
Compensation?

Ans- Chapter VI of NDCT Rules, 2019, covering Rules 39-43 pertains to Compensation.
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Q10: What is the timeline for submission of initial report and final causality
assessment report by the Principal Investigator?

Ans- It is required to submit the initial Causality Assessment report by the Principal
Investigator within 24 hours and final causality assessment report within 14 days from the
report/ occurrence of SAE.

Q11: What is the timeline for submission of Sponsor’s Causality Assessment
report?

Ans- It is required to submit the complete Causality Assessment report by the Sponsor,
within 14 days from the report/ occurrence of SAE.

Q12: What is the timeline for submission of Ethics Committee’s Causality
Assessment report?

Ans- It is required to submit the complete Causality Assessment report by Ethics
Committee who accorded the approval for the said protocol, within 30 days, from the
report/ occurrence of SAE.

Q13: Can SAE be informed via email or receipt in physical form to the CDSCO?
Ans-

No. Physical paper submissions and emails are not accepted for formal compliance. All
SAE notifications and Due Analysis reports must be submitted digitally through the official
CDSCO SUGAM Online Portal as per the Directorate’s Order File No. CT/SAE-Misc-
10/2020-Part.B dated 25.02.2021 (Notice issued by DCG(l) regarding
implementation of SUGAM Online system for reporting of SAEs (1) (2).pdf).

Q14: On what basis can it be considered that injury or death or permanent disability
is related to clinical trial or bioavailability and bioequivalence study?

Ans- Any injury or death or permanent disability of a trial subject occurring during clinical
trial or bioavailability or bioequivalence study due to any of the following reasons shall be
considered as clinical trial or bioavailability or bioequivalence study related injury or death
or permanent disability, namely: -

(a) adverse effect of the investigational product;

(b) violation of the approved protocol, scientific misconduct or negligence by the sponsor
or his representative or the investigator leading to serious adverse event;

(c) failure of investigational product to provide intended therapeutic effect where, the
required standard care or rescue medication, though available, was not provided to the
subject as per clinical trial protocol;

(d) not providing the required standard care, though available to the subject as per clinical
trial protocol in the placebo controlled trial;
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(e) adverse effects due to concomitant medication excluding standard care, necessitated
as part of the approved protocol,;

(f) adverse effect on a child in-utero because of the participation of the parent in the
clinical trial;

(g) any clinical trial procedures involved in the study leading to serious adverse event.

Q15: How is the Risk Factor (R) determined in the compensation formula?

Ans- The Risk Factor (R) is evaluated by medical experts on a scale from 0.5 to 4.0
based on the participant's prognosis before entering the trial:

0.5: Terminally ill patient (expected survival not more than 6 months).
1.0: Patient with high risk (expected survival between 6 to 24 months).
2.0: Patient with moderate risk.

3.0: Patient with mild risk.

4.0: Healthy volunteers or trial subjects with no baseline disease risk.

Q16: What is the formula for calculation of compensation amount in case of Death
of a Clinical trial subject?

Ans-As per Seventh Schedule of NDCT Rules, 2019, in case of event of death, which is
recommended by the IEC members to be related to Clinical Trial Study, the formula is-

Compensation = (B x F x R) / 99.37
Where, B= Base Amount i.e. 8 Lacs

F= Factor depending on the age of the trial subject as per Annexure 1 of 7t
Schedule, NDCT Rules, 2019 (based on Workmen Compensation Act).

R= Risk Factor depending on the seriousness and severity of the disease,
presence of co-morbidity and duration of disease of the trial subject at the
time of enrolment in the clinical trial between a scale of 0.5 and 4.0.

Q17: What is the formula for calculation of compensation amount in case of clinical
trial related SAE causing life-threatening disease and reversible SAE in case it is
resolved?

Ans- As per Seventh Schedule of NDCT Rules, 2019, in case of clinical trial related SAE
causing life-threatening disease and reversible SAE in case it is resolved, the quantum
of compensation would be linked to the number of days of hospitalisation of the trial
subject. The compensation per day of hospitalization shall be equal to the wage loss. The
wage loss per day shall be calculated based upon the minimum wage of the unskilled
worker (in Delhi).

Compensation =2 x W x N
Where, W= Minimum wage per day of the unskilled worker (in Delhi)

N= Number of days of hospitalization.
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Q18: What is the formula for calculation of compensation amount in case of a
permanent disability of the trial subject?

Ans- In case of SAE causing permanent disability to the trial subject, the quantum of
compensation in case of 100% disability shall be 90% of the compensation which would
have been due for payment to the nominee(s) in case of death of the trial subject.

The quantum for less than 100% disability will be proportional to the actual percentage
disability the trial subject has suffered.

Accordingly, following formula shall be applicable for determination of compensation:
Compensation = (C x D x 90) / (100 x 100)
Where: D = Percentage disability the trial subject has suffered.

C = Quantum of Compensation which would have been due for payment to the
trial subject's nominees) in case of death of the trial subject.

Q19: Who is responsible for paying the compensation in case of SAE of Death/
Injury?

Ans- The sponsor or its representative shall pay the compensation in case the serious
adverse event of death/ injury is related to clinical trial or the bioavailability or
bioequivalence study, as specified in the order of the Central Licencing Authority within
thirty days of the receipt of such order.

Q20: What happens if a Sponsor fails to provide financial compensation?

Ans- Where the sponsor or its representative, who has obtained permission to conduct
clinical trial or bioavailability or bioequivalence study, fails to provide financial
compensation, as referred to in sub-rule (1) or sub-rule (2), the Central Licencing
Authority shall, after affording an opportunity of being heard, by an order in writing,
suspend or cancel the clinical trial or bioavailability or bioequivalence study or restrict the
sponsor including its representative, who has obtained permission to conduct clinical trial
or bioavailability or bioequivalence study, to conduct any further clinical trial or
bioavailability or bioequivalence study or take any other action for such period as
considered appropriate in the light of the facts and circumstances of the case.
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