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MINUTES OF THE FIFTH M_IEE_T]NG OF THE APEX COMMIT . £E

HFLD ON 02-07-2013 UNDER THE CHAIRMANSHIP OF SECRETARY,
LY. WELFARE . EOR.-SUPERVISING -CEINICAL

“IRIALS ON NEW CHEMICAL ENTITIES IN THE LIGHT OF

DIRECTIONS OF THE HON’BLE SUPREME COURT OF INDIA-DATED

- 03.01. 2013

“Present:

1. Shri Keshav Desiraju,
Secretary,
’ Department of Health and Famrly Welfare

2) Dr VM Katoch o
oeuaary—DHR‘& DG1CMR

New Delhi

3. Dr. Jagdish Prasad,
Director General of Health Servrces

New Delhi

4. ShriR.K. Jaln
Addl, Secretary & DG (CGHS)
Ministry of Health and Family Welfare

5. ..Dr. Arun K. Panda-
Joint Secretary,
Ministry of Health and Famlly Welfare ‘

6. Dr. G.N. Singh,
Drugs Controller General (India)

: 'The Apex-Committee-was appnsed -that -the -fifth -meeting of the' Technical- -

Committee was. held on 01.07. 2013 under the Charrmanshlp ‘of DGHS and the
Cemmlttee dellberated on various issues: related"to vanous categones of-Clinical Trials. '

FDCs, Medical Devrces Biologicals and New Drugs It also considered the issue of
reconstrtutlon of NDACs, timelines for processing of clinical trial applications, formula for

deciding compensation in case of clinical trial related deaths, etc.

-.members.

‘ ,,,,,,_The proposals were related fo- Investigational-New-Drugs- (INDL)1 “Global Clinical-Frials,—




_ -and five applications have since been withdrawn.. Thus, there.were.27 propos:alsvfor
Global Clinical Trials under consideration. 54 ca§Q_SA_QLQJinigaL4cbls‘~ineludirag::theg

~_above27 cases and fresh proposals of 8 IND applications, 3 fixed dBSe'cd}ﬁbiﬁgtiézhs

~ (FDCs), 2'subsequent new drugs, 7 biologicals, 2 medical devices were forwarded to
the members of the Teohnical Commitee beforehand for their consideration. Besides,
five proposals of lnstltutlonal clinical trials recommended for approval.by NDAC wére
= also placed ';before “the Teéhnicél"Cbmmifféé“"' n Vth"e‘ same ‘meeting for.deliberation,

Details of these 54 cases are annexed.

The Technical Cbmmittee recommended for approval of thése cases subject to
the concurrence of the Apex Committee except in two cases (one each in global
clinical trial and medical device Sr no. 34 and 48 of the annexure) where only two
NDAC members recommended for ’apprm;al.' For these two cases, the Committeé
desired that these should be further deliberated: by the NDAC / MDAC concerned in
their meetings with a proper'repr_ésentaﬁon of members during the meeting.

The ‘Technical Committee also recommended that as and when approval s

- granted, detéils of these proposals as per the format including the details of the trial
sites, .Ethics Committees, Investigators, etc éhould be ubloaded on- the CDSCO
website except the information which the concefned_ applicant / companies would not
like to be disclosed, -

o The--details -of -the- 54 cases alongwith the recommendations of the Technical
Committee as above were considered by the Apex Committee. The_'Committee was

ites in allthese cases are

als0 apprised. that the number of subjects and stud

_adequate. : L
“ Aftéf | duéwderlibération, the Committee .agreed to the recommendations of
Technical Committee for approval of the 52 cases. The Cqmmittee, however, desired
that Sh. Sidharth Luthra, Additional Solicitor General in the case on clinical trial in the

_Supreme Court should be- informed abouttheaba\te_decmomaﬁheﬂpex—eomnntteé—‘(
l). The Committee also agreed to the

before ‘issue of formal approvals by DCG (




. recommendation-of the Technical Committee that the remaining two cases shoula be
dehberated agaln by NDAC / MDAC ) .
DCG (l) mformed the Commrttee that the NDACs haye recommended for
approval-of 8 new- drugs without local clinical trials ‘in the country.” The Committee
opined-that-it-weuld-be- apprepnate to- walt» tllt the‘fepoltpfﬂam#Roy"Checrdhuyyj:

T T "Committee on gundelmes for approval of new drugs and cllnlcat trials is_made. .

avallable
As regards the compensation formula for clinical trial related death cases, the
Apex Committee opmed that the |ssue mqy be further dellberated_aﬁer receiving. the
final report from the independent Expert Commrttee ‘

The Committee considered the reco}mmenda-tion of Technical Committee on
broadening the New Drug Advisory Committees (NDACs) for various therapeutic
areas. It opined thatt broad panels of medical specialists for each of the therapeutic

- areas mcludmg pharmacologists may be created.for evaluation of proposals of clinical
trials and new drugs These experts may be indentified from Government Medical
Colleges / lnstxtutlons of repute. The- experts may be at the level of Assistant Professor

or above In a specific therapeutlc area, there may be multlple Committees consrstmg
of randomly selected members from the panel. The proposals of new drugs and
clinical trials of a particular therapeutlc area received in a-month may be forwarded to
one Comm,lttee cortstltuted from that panel. ‘The proposal in the same area received in
the next month may be referred to-another Committee of the same panel. The process
may be repeated every month: The selection of members of these Committees should
be done r'ahdomly R ' » o
v The Commlttee was appnsed about the concems | raised regarding the delay in
o . the approval of clmlcal trials: After delrberatton the Commlttee r»ewrr__r_t'mended that a

ttmelme of 8- 12 weeks shoutd be followed by DCG (1) for- taklng f' nal dec:ston for

approval or otherwise of clinical trial proposats

The Committee was also apprised about the updated status of evaluation of
various apphcatlons of new drugs and clinical trials by the twelve New Drugs Advisory
Commlttees (NDACs) payment of compensatlon in cases of frial related deaths,

status of registration of Ethics Committees, clinical trials site inspections as under:-
3 , :




Compensation to the institution, e
Out.of tota].1 070—applicatioﬁs’ Tecéived for approval of clinica| trials ang varioyg

NDACs after deliberation have "écommended for approval of 248 applicationg
and have not recommended - for approval in cage of the émaining - 49
applications,




The Committee was further mformed that since 03.01.2013, CDSCO ‘has-granted
approvalof 8 lnstltutlonal cllmcal trials. These clinical trials are of approved drugs

wm@oweﬁs%&%%%%%mmﬂs have -been

re- under- -examination. So far, show cause. notices
have,;, een lssued in-156- cases

The meetmg ended w1‘ j n-a_’vote of thanks to the Chair. =




| Human Monocional Anti
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“Rabies G Protein ‘Vaccine”
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Dr. Reddy’s Labs
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ne Furoate/Formotero]
FumaratemMDl =
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"RADO01 (Everolimus)
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34. | Semaglutide Novo Nordisk GCT
35. | MK 3415 [MSDPharma | _.GeT |
|7 =-86."|"Pegylated"Récobinant Human | Intas Pharma Biological
Erythropoeitin L (Recombinant)
37. | Efanercept "intas Pharma “Biological |
. - -—(Recombimant)-=|=
ooz g g Adalimumab Cadila Healthcare ~ ~—Biological
B . _...._| (Recombinant) - |-
39. | Tetanus Toxoid Vaccine "/| Cadila Healthcare “Biological
o oo | (Waccine)
--40..-| Diptheria & Tetanus Vaccine ™ Cadila Healthcare Biological
. (Vaccine) _
~ _.41._|-Diptheria; Tetanus and- Pertussis | Cadila Healthcare | - Biological
Vaccine : (Vaccine)
42. '|:Diptheria, Tetanus Pertussis’ and Cadila Healthcare Biological
Haemophilus Type B conjugate (Vaccine)
Vaccine
~43. | Diltiazem +'Lignocaine | Themis: Medicare .FDC
" 44. | Artesunate + Piperaquine. Phosphate Ipcalabs FDC
45. | Naftopidil + Ditasteride | Intas Pharma FDC
e 46.’_,'Tapentadel Hydrochlonde Nasal Spray TorrentiPharma Rk SND
. 47. |'Lubiprostone : o SND
“48. | OnX mechanlcal hear’t versus SJM ' lProcess Clinical | Medical Device |
~ o ....|-meehanieal-heart - e I |
. .49. | Simplicity Renal Denervatlon System ! lndiazMedtfonic 1" ‘Medical:Device
50, Levamlsole ‘Dr. H:K: Kar, RML ‘Institutional
- ‘Hospital Clinical Trial
51, R'ebam’ipide Dr.'Radhika ‘Tandon, | Institutional
| | AHMS ' : Chnlcai Trial
-82. | Primaquirie™ " "NIMR lnstltutlonal
: S i . Chmcal Trial
.53. [ Platelet rich plasma | Dr. Vijay Kumar | lr']stitutional
: ' o Jain,:RML ﬁHospitalr --Glin‘ical"Trial
=54, Platelet rich plasma—="" ~|'Drt. P.P_Kotwal, ln'stitgﬁehal—————v
T R —LAIMS ‘Clinical Trial =~ |
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5" Meeting of the Apex

Committee on 02.07.2013

Actions Taken on recommendations made by the Committee

S.No.

Recommendations

Action Taken

Proposals of 33 Global Clinical
Trials (GCT) which deliberated in
the last meeting of the committee

held on 29.04.13, was
deliberated by -the technical
committee. The Technical

Committee also deliberated the
recommendations  of IND
Committee in respect of 8 clinical

trials of INDs. However, the
Technical Committee
recommended that office of

DCG(l) should prepare a format
in consultation with the members
of the committee for the purpose
of the submission of the details
of all clinical trial proposals
including global clinical trials,

clinical trials of new drugs,
biologicals, medical devices,
INDs “along with

recommendations of NDACs /
IND Committee.

‘| those

in their meetings with a proper
representation of members during the
| meeting.  Technical _Committee  also |

| recommerded that as and when approvalis | —

Out of 33 proposals of GCT, one was
repeated twice in the list and 5 have been
withdrawn by the applicants. Details of
remaining 27 cases alongwith 8 proposals of
IND, 3 proposals of fixed dose
combinations, 2 proposals of subsequent
new drugs, 7 proposals of biological, 2
proposals of medical devices as per the
approved format forwarded to the membérs
of the technical committee, were deliberated
by the Committee in its meeting held on
01.07.13. Further, 5 proposals of institutional
clinical trials recommended by the NDAC
were also placed before the technical
committee in the same meeting for
deliberation.

The technical committee members opined
that there are no issues for approval of
these proposals. However in two cases only
two NDAC members participated in the
‘meeting and recommended for approval.
The committee recommended for grant of
approval for 52 proposals subject to
concurrence of the Apex Committee except
two ~ “cases. The committee |-
recommended - that - these - two -~ cases
recommended by only two members shall
be further deliberated by concerned NDACs

granted, details of these-proposals -as per

1: T



