File No: CT/SAE-ND-COMPENSATION FORMULAE/2014
GOVERNMENT OF INDIA
Ministry of Health & Family Welfare
Directorate General of Health Services
Central Drugs Standard Control Organization
0/o Drugs Controller General (I)
FDA Bhawan, Kotla Road, New Delhi-110 002

ORDER

Sub: Formulae to determine the quantum of compensation in case of clinical trial related injury
(other than death). :

As per Rule 122DAB of Drugs and Cosmetics Rules 1945, in case of clinical trial related
injury/death, the trial subject is entitled to pay financial compensation. The sponsor or his
representative is required to pay the financial compensation as per the order of DCG (I). As per
the Rule, the financial compensation will be over and above the expenses incurred on the
medical management of the trial subject. The Appendix XIL of schedule Y of the Drugs and
Cosmetics Rules prescribes the procedure for processing the report of the Serious Adverse
Events (SAEs) including death to arrive at the cause of the death/injury to the subject and to
decide the quantum of the compensation. '

The Independent Expert Commiittee constituted for examination of SAE of death has
already devised a formula being followed for determining the quantum of compensation in case
of clinical trial related death.

Another committee was constituted in match 2014 under the Chairmanship of Shri R. K
Jain, the then Additional Secretary & Director General (CGHS), Ministry of Health & Family
Welfare, Government of India to deliberate and work out a formula to be followed to determine
the quantum of compensation in case of clinical trial related injury (other than death) in
accordance with the provisions of the Drugs and Cosmetics Rules. The draft formula prepared
by the committee was made available for comments of public/stakeholders. After having
considered the comments received, the formulae have been finalized and approved by the
competent authority.

The recommendations/formulae as approved is enclosed for all concerned.

Dr. Gi. N. Singh
Drugs Controller Genq/rai (India)
To

ISCR, IDMA, OPP], IPA and all Concerned.

CC;
s PPS to DGHS, Nirman Bhawan, Delhi,

o PStoAS & DG (CGHS), Ministry of H&FW
e PSto JS(R), Ministry of H&FW

Annexure: Recommendation



COMPENSATION FORMULAE
(CLINICAL TRIAL)

FORMULAE TO DETERMINE THE QUANTUM OF COMPENSATION IN THE CASES OF CLINICAL
TRIAL RELATED SERIOUS ADVERSE EVENTS OF INJURY OTHER THAN DEATHS
OCCURRING DURING CLINICAL TRIALS

Bagkground

As per Rule 122DAB of Drugs and Cosmetics Rules 1948, in case of clinical trial
related injury/death, the trial subject is entitled for the financial compensation. The
Sponsor or his representative is required to pay the compensalion as per the order of
DCG(I). As per the rule, the financial compensation will be over and above the
expenses incurred on the medical management of the trial subject. The Appendix Xii of
schedule Y of the Drugs and Cosmetics Rules prescribes the procedure for processing
the reports of Serious Adverse Events (SAEs) including death to arrive at the cause of
death/injury to the subject and to decide the quantum of compensation.

As per the procedure, in-case of Clinical Trlal related SAE of death, the DCG(I)
will decide the quantum of compsnsalion after considering the recommendation of
independent Expert Committee constitufed for the purpose. In case of Clinical Trial
related Serious Adverse Events other than ‘death, (here in referred as “ Clinical Trial
relaled SAE") the DCGI will decide the quanium of compensation considering the
reports of the tnvestigator, Sponsor and the Ethics Committee. .However, there is an
option to constitute expert Committee to advise the DCG(I) in the matter. '

The independent Expert Commiltee constituted-for examination of SAE of deaths
has already devised a founula -being followed for determining the quantum of

compensation In case of dlinical trial related death which Is as under.

Compensation ={B x F x R)/ 88.37

Where,

B = Base amount (l.e. 8.lacs)
F = Factor depending on the age of the subject as per Annexwre 1 (based on

Workmen Compensation Act)

R = Risk Factor depending on the serioushess and soverily of the chsease, presence
of co-morbidity and duration of disease of fhe subject at the time of enralment in the
clinical triat befween a scale of 0.5 to 4 as under:

1.0.50 terminally ill patient {(expected survival not more than (NMT) 6 months)

2. 1.0 Patlent with high rlsk (expected suivival befweon 6 to 24 months)

3. 2.0 Patient with moderate risk

4, 3.0 Patient with mild risk
5 4.0 Healthy Volunteers or subject of no risk




However, in case of patienls whose expected mortality is 90 % or more within 30
days, a fixed amount of Rs. 2 lacs should be given,

The Apex Committee and the Technical Conunittea in their 7" meeting held on
30.08.2013 and 23.08.2013 respeclively, after detailed discussions agreed to the above
formtla for determining the guantum of compensation in cases of clinical trial related
deaths. The Apex Commillse in the said meeting recommended that a separate formula
should also be worked out for determining the quantum of compensation in case of
clinical trial related injury {other than death).

in view of the above, a committee was constituted under the Chalrmanship of Shri
R. K. Jain, AS & DG comprising following tnembers to deliberate and work oul a
fonmula to be foliowed to determine the quantum of compensation in case of clinical
trial related Injury (other than death) in accordance viith the provisiens of the Drugs and

Cosmetics Rules.

1. Dr. Y. K. Gupta, Head, Department of Pharmacology, AIMS, Ansari Nagar, New

Dethi- 110 028
2. Dr.Awn Agarwal, Professor of ENT, Maulana Azad Medicat College, Bahadur Shah

Zatar Marg New. Delhi
3. pr. B. T. Kaul, Prof. of Law, Delhi University, Law Centre — |l, Dhaula Kaun, New
Delhi — 110021
4. Dr Mira Shiva, Coordinator, Initiative for Health, Equity and Soclety, A-60,
HauzKhas, New Delhi - 110 016
The Committee in its first meeting held on 04-Apr-2014, discussed various
eriteria (hat could be considered for determination of guantum of compensation in case
of Clinical Trial related SAE. The Commiltee opined that for calculation of quantum of
compensation in such cases the guiding principle may be linked to the criteda
considered for calculation of compensation i cases of death. The Commitles also
deliverated that the quantum of compensation in case of Clinical Trial related SAE
should not exceed the quantum of compensation which would have been due for
payment in case of death of the subject since the loss of life Is the maximum injury

possible.

Considering the definition of SAE, the following sequelae other than death are
possible in a clinical Irial subject, in which the subject shaif be entilled for compeansation
in case the SAE is refated to clinical trial.

] A permanent disability

(i)  Congenital anomaly or birth defect

(ify ~ Chranic life-threatening diseasc or

(ivy  Reversible SAE in case itis resolved.




The Commitiee considered thal unlike clinical trial related SAR of dealh, tho
formula for determination of compensaiion in each of the above 4 sequelac may be
different.

Accordingly, the commiltes in the first meeting, deliberated separately the each of
the ahove fowr situafions and worked out the draft formulae for determination of
quantum of compensation in case of clinical trial related injury (other than death).

The dralt formulac was uploaded on the CDSCO wehsite for seeking the
commentsfsuggestions of stakeholders.

in the second imeeting held on 29" Beptember 2014, ihe commitlee

deliberated separately each of the four situations In light of the commentsfsuggestions
received an the draft formulae and declded for revisions in two situations as under:

a) In case of SAE causing permanent disabilily to the subject, the quantum of
compensation in case of 100% disability should be 0% of the compensaltion
which would have been due for payment lo the nomines (s) in case of death of

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

percenhtage disabilily the subject has suffered.

Accordingly, committee arrived at the following formuta:

Compensation= {Gx D x 80 ¥ (100 x 100}

Wherao,

D= Percentage disabifity the subject has suffered,
Cs= Quantum of Campensation which would have hean due for payment to the

subject's nominee(s) in case of death of the subject.

by In case of SAE causing Hfe-threatening disease, the . quantum of
compensation should be tinked to the number of days of hospitalization of the
subject, The compensalion per day of hospitalization should be eqgual to he
wage loss. The wage loss per day should be calculated based upon the minimum

wage of the unskilled worker {in Dolhi}

Since, in case of hospitalization of any patient not only the palient loses his /her
wage, there will be direct or indirect losses of varlous kind including
inconvenience, wage loss of altendant etc. The Committes decided that the
compensation per day of hospitalization In such case should he double the

minimum wage.




Accordingly, the commitlee arrived at the following formula.

Componsation = 2x Wx N J

Where, '
W=Minimum wage per day of the unskitled worker (in Delhi)

N= Number of days of hospitalization

In other two siluations, the commiliee did not consider it necessary for any revision.

Recommended formula for determination_of_guantum of compensafion in
case of Clinical Trial related SAE other than death

(y SAE causing permanent disabliity to the subject

in case of SAL causing permanent disability to the subject, the Committoe
deliberated thal so far as the guanlum of compensalion is concerned, 100%
permanent disability to a subject may not be considered equivalent to the death of
the subject. Therefore, even in case of 100% permanent disabilily, the guantum of
cornpensation should be less than that for the death of the subject. Aller delailed
deliberation the committee arrived at a decision that quantum of compensation
case of 100% disability should be 80% of the compensation which would have heen
due for payment to the nominee (s} in case of death of the subject. The quantum for
less than 100% disabllity will be proportionat to the actual percentage disability the

subject has suffered,

Accordingly, the following formula is recommended.

Compensation = {CxDx90)/ (100x100}

Where,

D= Percentage disabilily the subject has sufferad.
¢= Quantum of Compensation which wiould have been due for payment to the

subject’s nominee(s) in case of death of the stbject.




(i) SAE causing conaenital anomaly or hirth defect

The cammittee opined that the congenltal anomaly or birth defect in a baby may
oceur due to participation of any one of both the parent in clinical tdal. Following
situations may arise due to congenilal anomaly or birth defect.

a) Still hirth

by Easty death due to anomaly

¢) No death but deformity which can e fully corrected through appropriate
intervention

d) Permanent disabilily (mental of physical)
The compensalion In such cases wouid be a lumpsum amount  such that if that

amount is Kept by way of fixed deposil or alike, it should bring a monthly interest
amount which is approximately equivalent to half of minimum wage of the unskilled
worker (in Delhi). This aspect was duly considered while fixing Rs. 8 facs as base
amount for determining the amount of compensation in case of SAE resulting into
death. Hence, the quantum of compensation in such cases of SAE would be half of the

base amount as per formula for determining the compensation for SAE resulting into

death.

Ih ecase of birth defect leading to {c) &{dy above to any child, the medical
managsment as long as required would he provided by the Sponsor of his
represeniative which will be over and above the financial compensation.

(ifiy SAE causing life-threatening disease_and
(v) Reversible SAE in case it is resolved

tn case of clinical trial related SAE causing life-threatening disease & revarsible
SAE in case il is resolved, the quantum of compensation would be linked to the number
of days of hospitafization of the subject. The compensation per day of hospitalization
would be equal to the wage foss. The wage foss per day would be calculated hased
upon the minimum wage of the unskiited worker (in Dolhi)

Since, in case of hospitalization of any patient not only the patient joses his /her
wage, there will be direct or indirect tosses of various kind inciuding inconvenience,
wage loss of altendant. The compensation per day of hospitalizalion in such cases

would be double the minimum wage.




Accordingly, the following formula is recommended.

l;Compensaﬁon =2 x Vv x N' _J

Where,
WeMinlmum wage per day of the unskilled worker (in Dethi)
N= Number of days of hospitalization.

EEREEFERINAR




Annexure-1

Factor (F) for calculating the amount of compensation

Age Factors
1 2
Not more
than 16 . . . . . . . . . 228,54
17 . . . . . . . . . 227.49
18 . . . .- . . . . . 226.38
_19 . . . . . . . . . 225.22
20 . . . . . . . . . 224,00
21 . . . . . . . , . 22271
22 . . . . . . . . . 221.37.
23 . . . . . . . . . 219.95
24 . . . . . . . . . 218.47
25 . . . . . . . . . 21691
26 . . . . . . . .. . 21528
27 . . . . . . . . . 213.57
28 . . . . . . . . . 21179
29 . . . . . . . . . 209.92
30 . ) . . . . . . 207.98
31 . . . . . . . . . 205.95
32 . . . . . . . . . 203.85
33 . . . . . . . . . 201.66

34 . . . . . . . . . 19%.40



35
36
37
38
39
40
41
42
43
44
45
46
47
48

49

50

51

52

53

54

55

56

57

58

59

60

61

62

197.06
194.64
192.14
189.56
186.90
184.17
181.37
178.49
175.54
172.52
169.44
166.29
163.07
159.80
156.47

153.09

149.67

146.20

142,68

139.13

135.56

131.95

128.33

124.70

121.05

117.41

113.77

110.14



63 106.52
102.93
64

99.3
65 or more !




