MINUTES OF THE SEVENTH MEETING OF THE APEX COMMITTEE
HELD ON 30-08-2013 UNDER THE CHAIRMANSHIP OF SECRETARY,
HEALTH AND FAMILY WELFARE FOR SUPERVISING - CLINICAL
~ TRIALS ON NEW CHEMICAL ENTITIES IN THE LIGHT OF DIRECTIONS
OF THE HON’BLE SUPREME COURT OF INDIA DATED 03. 01.201 3

» Present
. 1 Shn Keshav Desrraju Gl el S i o

- Secretary, : T
Department of Health and Famlly Welfare.v o

2 "m' V M. Katoch v
Secretary, DHR & DG ICMR
. NewDelni '

3. Dr. Jagdlsh Prasad . SLE R _ »
- Director General of Health Serv:ces L Sl e
] Néw-Delh' e T CERLERRL L e E L

4 ShiRK. Jain, »

- ‘”Ao‘dl“Secretary &DG (CGHS) T

PR Mlnlstry of Health and Famlly Welfare :

5. °Dr. Arun Arun K. Panda
- Joint. Secretary
[ Mmlstry of Health & Famlly Welfare

6. Dr.G. N. Smgh
B Drugs Controller General (lndla)

‘ The Apex Comm jteeﬂa&ag@_sedt_h_aj;ﬁese\tentlt

o g _Lommrttee was -held “on=23; -08.2013- “under the: ~Cha|rmansh|p of DGHS and-the=— -

: commlttee dellberated on various issues related to 0 -approval of vanous categones of
Clmlcal Trials, fonnula prepared by the- lndependent Expert Commlttee to determine the
quantum of compensatlon in case of clinical trial related death and other issues related

‘tocllmcaltnal i e e o T S




The mmutes of the seventh meetmg of Technical Commlttee were crrculated to

the members.

The Apex Committee noted that the Technical Committe'e in its seventh meeting
has deliberated the details of 29 proposals of clinical trials of new drugs (including .
fixed dose combinations, subsequent new drugs, biological), medlcal devices: and
global clinical tnals Out of these 29 proposals there were 4 cases of chnrcal tnals of
New drugs, 13 cases of Global Clinical trials and remamlng were chmeal-f jal ‘
proposals related to fixed dose comblnatlons new claims of approved drugs
.bloroglcal medtcal devices and mstrtu’aonal tnal Detalls of these 29 cases are placed
at ANNEXURE 1. o e

In the case of proposal of cllmcal trial wrth Azllasartan (case no. 21 & 22) the
Techmcal Commiittee had pomted out that there is a washout penod of 15 days, where
the subjects will not be given any antlhy’pertensuve drug The Techmcal Commjttee :
had recommended that. the study should-be- conductedflrrﬁrst 26—patlents1n‘ tClT
setting. Based on results of 20 patients, the study can be extended on the subjects
under OPD settlng The Apex Commrttee agreed to the recommendatxon ‘

The Technical Committee had also painted-out-that-the Ethlcs Cemmtttees for »
some of the proposed sites for the clinical’ tnal_p.roposalsmenhonedautem-ne~1-—2~3~— el
4,7,812,13 and 20 are lndependent Ethrcs Committees. Clinical trial should not be
allowed to be conducted at these sites. The clinical trial sites should be multrspecnalty

- hospitals/i nstrtutes havmg ‘emergency facmtle“s“and |nsmut|onal Ethlcs Commlttees o
reglstered with. CDSCO e e T 'i‘; T

The Apex Commlttee agreed to the recommendatlon of the Techmcal Commattee

in respect of a;:proval of theZQ_cases_oishnlcauuals_except—the—mne—hW

:.;5;::: ::":f “m“emon*ed atitenino-1-2-3,4, -7 8 12--13 and—Z&as—EthlcsCommitree“s‘ for“s_o“eﬂ’"
the sites of these clinical tnals are lndependent Ethics Committees. For these mne: '
proposals, the appllcants should rdentlfy clinical trial sltes wh!ch are multz-specuahty
hospltals / medlcal colleges having emergency facmtles and lnstltutlonal Ethlcsa .
Commrttee reglstered with CDSCO. :




The Committee also agreed to the fecommendation of the Technica| Comm‘iitee' ’
vailable, there _
conduct the meeting and

that in case in a meeting of Ethics Committee, if the Chairman is not a
should bea mechanism of ha‘Ving a \ﬁce—Cha_il_-’man who can

' recommended that in such a case, the \ﬁcejChairrpgn should also tgefromouts:dethe
Institute and fulfil the other requirements as per Drigs & Cosmetics Rufes, .
the

CombénééﬁOn =BX FxR
o eemr

. Where,

B =Base5mount(.e8 Lakh) .

- F -=T-F§a"c':f6f,tre;edﬁding on the age o

R = Risk Factor depending on the seriousniess and severity
_Presence ‘of co-morbidity and duration of disease of the e
. enrolment in the clinical trial between a scale of 0.5 to 4 as unc

1..0.50 Terminally..iil_patient_(expected..s

. Patierit with high risk (expected survival between 6 to 24 mo
220 Patientwith moderaterisk .- Coeen6o24 ;
4. 3.0 - Patient with mild risk :

5 4.0  Healthy Volunteers or subject of no risk




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

“The committee observed that while determining the base amount of Rs. 8
lakhs, the lndepevndent Expert Committee has considered that base amount
should be such that if - the. nominee of the subject keeps that amount of

. compensatron in bank by way of fixed deposit, he or she will get an- monthly

: mterest amount which is at least approxrmately equivalent to the minimum Awag_s

= ;f;;:': . "“(referente Mm" t'rtum’W’agés* of ‘D"‘ltu) of tﬁe unerﬂéd workers The mlnrmum

B . wages of unskllled workers “in- Delhl as on date |s Rs 772200 per month

e Accordmgly-a baseamount(rounded)”df Rs: 80° lakhs has been consrdered as
» appropnate by ‘the Expert Commrttee it has also been decrded by the '

} Independent Expert Commrttee that this. base amount should refer to the

subject’s age of 65 years which corresponds to the factor of 99.37 of the table of

Worksmen Compensatlon Act lt is evrdent that the base amount wrll mcrease l

A change wnth the 1 revrswn of mmlmum wage of unskllled workers

V The Commlttee noted that the Techmcal Commrttee has agreed to the ‘
above formula However the Techmcal Committee ‘also reoommended that
amendment in certain clauses of Drugs & Cosmetics Rules related to. the
payment of compensatlon in case of mjuryldeath occurring dunng cllnlcal tnal ‘as.
recommended by DTAB should be made expedmously, so that causalrty
analysrstof Senous Adverse Events is- done followmg appropﬂate crrtena and
quantum of compensatron is decuded as per the. above fonnula '

The Apex Commlttee after detalled dlscusslons also agreed to the formula

for detemunlngrthe_quantum,otecompensatxon. incases ofclmrcal tnal—relateew---j'
deaths. The comm|ttee -also- recorhmended that a separate formuﬁa should also
" be worked out for determmlng ‘the quantum of compensatlon in case of clmlcal

trial related i |njury other than death

The commlttee also noted status of various regulatory actrvrtles related to

clinical trials as under:




1. Out of 89 cases of SAEs of related deaths occurred during clinical trials
between January, 2005 to December 2012, payment of combensafio‘n has
already been made by the companies in 83 cases. In 2 caseé, the éfnount

. has been decided and payments by the companies ar.é‘un‘de'r process.

2. Clearance of a total of 239 proposals for prdtodol» améndméhts, grant of
' test license; NOC for ekp,ort of biological ’sémiilé's and édd,itiori of stu&y

... Sites related to global clinical trials approved befors ¢ 012013, have
T been cenedeed and NOCs/Test Licenses were graried bycbsco.

: 322"_31_@7_013 of CDSCO have conducted. nspe :_V,h;:.aﬁt-:v.-'vé'i;ious—:clini'cél.
trial sites in th'e‘coun‘try and submitted the inspéctioh'répdds to CDSCO. A
total of 577 inspection. rep(_qrts' have been"réc,éi_ved' by 'CDSC'O which are
under examination. So far notices hays been issued in 213 cases seeking
clarification. . ' S '

4. Altotal of 907 épplicatiohérfofregis'tr,atibn of 'Ethvic‘s' ,Corﬁm}ttees ave 'been,
. received which includes 667 -applications _from Institutional ‘and 200 -

o UL “applications from anépéndﬁt‘éthldsEoﬁiﬁltfé—E‘Out of this, CDSCO has
utional ~Ethics Committees  and 95 '

granted registration to 463 Insti

238 Ethics Committees (153 institutional

-a-"d.\.ss;i"depeﬁdenf)' have been” - -
asked to submit further infovrmati‘on." P : -

e 'As,;Lega_[c!s to the proposed_,amendméhtsni_n,-éer,tain.ela:i4seé" in’r_thS'i-&
- Cosmetics Rules related to examination of Serious Adverse Events in clinical trial

~..and P?yment.of cbmpensatipn, a ‘compara_ﬁ"g;fab_’g_jpj,;exjsﬁh@.p’rbﬁsié’riﬁsl;" -
Seommendations - of - DTAB,  fecommendiations —of - Ranji -

Mdations - -Roy_Chatdhary =
ébfﬁfﬁiﬁee'ahd suggested modifications were circulatéd s the members. It was
decided that the said suggestions should be processed for further consideration. .

 Meeting ended with the vote of thanks to the Chair.




'LIST OF 29 CASES OF CLINICAL TRIALS PROPOSALS

Annexure |

S.No. | Drug Applicant Categ_r!___
1. | Empagiiflozin Boehringer - GCT
2. | Empaglifiozin + Linagliptin Boehringer _GCT
3. | Dapaglifiozin - . Brostol Myers GCT
4. MK-0859 (Anacetrapib) ‘MSD-Pharma GeT |
- 5. pa_glﬁrﬂozm + I.E@ptm .Boehringer _ GCT
6. ~MK-3102 o ' Parexel *"+ - —.. GCT
7. MR=3102 MSD-Pharma—— “GCT
8. | MK-3102 : [ Parexel . __GCT - -
9. | SAR153191 (Sarilumab) SanoﬁSynthelabo < UTGCTL T
_ 10. | SAR153191 (Sarilurab) i SanoTLSynthelabo ~g_._-_mg.;c;;:____-*A,,
- 11. | Ixekizumab (LY2439821) LEli.Lilly . GET 1
~12. | Volasertib' . ’Boehnngg . .GCT -
~_13. Nepadutant | Karmic Labs - - GCT
-14. Inactlvated Japanese Encephalms Vaccme " | Bharat Biotech - Blologlcal
- S o (Vaccine) -
15. | Measles Vaccme (lee Freeze Dried, Slngle -| Cadila Healtheare Biologieal -
arid Multi Dose) L .. | “(Vaccine). -
16. | Measles Mumips and Rubella (MMR) vaccine, | Cadila Healthcare | Biological
(Live, Freeze Dried, Single and Milti dose) C . (Macgine).
17. | Suspension of heat killed (autoclaved) Cadil‘a Pharma - Biological
Mycobacterium W . . L (Maccine) | .
“18. | Typhoid Vi Vi Polysaccharide —Dlphthena Toxond Shantha Biotech |- Biological
. conjugate vaccine L e | (VaCEIRE) - -
19. | Pneumococcal: polysacchande con,[ugate : Wyeth Ltd Biological -
- .| vaccine (adsorbed)13-valent-Prevenar 13: ~_ | (Vaccine). |
20. | FDC of Silver Sulfadiazine (Nanonlzed) “|Ranbaxylabs - [ ~"FDC -~ |
: 0:5%w/w/0.75% wiw + T
ChlorhexldlneGluconate 0.2% w/w Topucal
,Cream R . ' [T EPISRPOUSUOPIRY IS B 4»‘-'
21. | AZilsartan Medoxomll Synokem.Pharma [ - NDA - ..
22, | AzZilsartan Kamedoxomil - | Heterobabs "~ ~" "NDA™
23. | Vilazodone Hyderochloride | Hetéro Labs -~ - NDA
-24. | Meclofenamate Sodium Capsule Lupin Ltd. v __NDA.
25. | Combination of Moxifloxacin 400mg+  © | Dr. H.K. Kar RML_ lqs_t_ugmjgn;t
Rifampmrrsﬁﬂmg mmﬂmezuumg_ -Hospital-Delhi-—
—e .| (MRM) .
26. .Aceclofenac Gel 5%wlw ‘Inventia " SND
' Healthcare _ a
27. Salbutamol Pressurised lnhalatlon (1 OO mcg Glenmark Pharma -SND
| per actuation) CFC free pMDI. o
28. | Teriparatide : Lupm Ltd. _Biologicat
S i ———{Ri
-29—|-PEG-Filgrastin GVRBloscuences ‘Biological -
’ (Recombmant) :




- ANNEXURE . jj
COmpl'ete‘d years ,o_f‘ age on the vl‘ast o
bi’r‘th'dayvofthé workman , L .
immediately Preceding the date on _ : Factor (F) _
which the Compensation fell due ‘ , s S S
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