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Govern m e n t of India
Directorate.General of Health Services

Central Drugs Stilndard Control Organization
FDA Bhawan, New Delhi - 110002 l.!~dW

~ew Drugs Divisiol}

..._ ._-~-

'1ele NO.Oll ·2323696 5

Fax.No.Ol 1·232369 / 3

Daterl :
'1'0

M/ "'" Lru n bdu th c rapeut ie Research LLd ,
Lambda bouse, Plot no 38, S u rvey 110.388 ,
Near s ilve r Oak club, S .G Highway , Go ta Ahmeda bad -3824S 1,
Guj rat, In di a .

I G.~ (! '1- - :J~ diS

Subject: Perm is s ion for co n d ucti ng cl in ical st udy e n t itled, "An open la bel , c l in ica l
s t udy to a ssess Safety, Tolera bili ty , Pha rm acokin et ics an d Pha r ma cody n a m ics of
Sod iu m Co ppe r Ch loroph yllin in healt h adul t , h uman m al e s u bj ects" - rega rd ing .

CT NOC No. CT/ ND / 1 4 / 2 0 1 8

Reference: Your a pplicatio n ela ted 18 .01. 2 01 8 on th e s u bjec t m ent ioned a bove .

Sir,

T h is Dire ctorate ha s n o o bject ion to you r co n d uc ting th e s u bj ect m en tio ned c hn ical
trr al as pe r the p rovision s o f Dru gs & Co s me Lic s l~ u l e s u n d er su pe rvisio n o f l h e
following in vestigator a nd as per t he Protocol Nu:0462-16, Version No: 1.0,
Dated 28.01.2017 subm i tted to tl ii s Di recto rate

1.

, S.No : Investigator and Trial~ite----·1- Eth-ic~C~~;'~1ittee N~~-;-and-- l

I
Registration Number--- - - ---- ---- - --- ._. _ - - - - -- - - --- - - ._ !

I Dr. Akash Patel Cons cie nce Ind ep ende n t E th ics I
M i s Lambda th erapeutic Com m ittee, 0- 11 13 , Titanium city I
Researc h Ltd , la m bd a house , ce n tre , J00, Fee t road Nr. Towe r ;
Plo t no 38, survey n o_38 8 , n ea l" satellite , Ah medabad - 3800 15, G uj a ra t , I
s ilve r Oak clu b, S .C High way , In d ia .
Got.a Ahmeda had- 3 8'248 1, I
Guj rat, In di a ._ .___ ECR/233/Inst/G~~.2015 .I

I
t
Kindly note that the clinical trial permission is subject to the following
conditions :-

a ) Clin ical t r ia l s h a ll be con d uc ted in com p lia n ce with th e a p pro ved pro tocols ,
requ irements of Sch ed u le Y, Good Clin ica l Practice Gu ide lines is s ued by th is
Directorate a nd other a p plicab le regul a tion s.

b) Ap p rov a l of In s tit u t ion a l Et hi cs Co m m itt ee d uly regis te red with coseo (under
Ru le 122DD o f Drugs & Cosme tics Ru les) s ho u ld he ob ta in ed a n d su bm i tted to
th is Directorate befo re in it iat ion of t he stu dy.

c) Clin ica l t ria ls s h all be reg is tered a t Cl i rncal tri a ls l<.e gis t ry of In d ia before
e n ro llin g the firs t pa tie n t fo r th e s tu dy .
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d) Annual status report of each clinical trial, as to whether it is ongoing, completed
or terminated, shall be submitted to the Licensing Authority, and in case of
termination of any clinical trial the detailed reasons for the same shall be
communicated to the said Licensing Authority .

e) Any report of serious adverse event occurring during clinical trial study to the
subject, after due analysis, shall he forwarded within fourteen d ay s of its
occurrence as per Appendix XI and in compliance with the procedures
prescribed in Schedule Y.

f) In case of an injury or death during the study to th e subjects, the a p plican t
shall provide com ple te m edical managemen t and compensation in the ca se of
trial related injury or death in accordance with rule 122 DAB and the procedures
prescribed under Schedule Y, and the details of com pensa t ion provided in such
ca se s s ha ll be intimated to the Licensing Au thority within thirty days of th e
receipt of the order of the said authori ty .

g) The premises of Sponsor including their employees, subsidiaries and branches,
their a gents, con tractors a n d sub-contractors an d clin ical trial study sites shall
be open to inspection by the officers authorized by the Central Drugs Standard
Control Organization, who may be accom pan ied by an officer of the State Drug
Control Authority concerned, to verify com pl ia nce to the requirements of
S chedule Y, Good Clinical Practices guidelines for conduct of clinical trial in
India and oth er applicable regulations.

h) Th e Sponsor including their employees, subsidiaries and branches, their agents,
contractors and sub-contractors and clinica l tri al study sites and the
Investigator shall allow officers authorized by the Central Drugs Standard
Control Organization, wh o may bc accompanied by an officer of the State Drug
Control Authority concerned, to en te r with or without prior notice, any premises
of Sponsor in clu ding their employees, s u bsidia rie s and branches, their agents,
con tracto rs and sub-contractors an d clinical trial sites to in s pect, search and
seize any record, data, document, books, investigational drugs, etc. related to
cl in ical trial and provide adequate replie s to any queries rai sed by the inspecting
au thority in relation to the con d uc t of clin ica l trial.

i) Clinical trial shall be conducted only at those sites which are
institutcsy nospitals having adequate em ergency facilities and duly registered
Institutional Ethics com m ittees .

j) The sponsor s ha ll ensure that the number of clin ical trials an investigator can
undertake should be com men s u ra te with the natu re of the trial, facility available
with the Investigator etc .

k ) The de tails of payment/honorarium/financi al s up por t/ fees paid by the Sponsor
to the Investigatorls) for cond uc t ing the study shall be made available to this
directorate before initiati on of ea ch of th e trial sites .

1) ill addition to the re quirement of obtaining written informed con sen t, an audio­
videSJ rccording of the in(onned con sen t proccs s in case of vulnerable subjects
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111 ) in c lin ical tri al of New Chem ical En tity or New Molecula r E n t itv incl u din g
pro ced u re o f providing infOl'm ation to the s u u ject a n d hi s understandinK..-Q!J.
s uch co nse n t , s hall be m ai nt a in ed by the in vestiga tor ror record; pro vid ed that
in case o f cl inical tri al of a n t i· HI\! a nd an ti-leprosy drugs, on ly a u dio recording
of th e informed co nsen t process of individual sub jec t in cludingJhe proceelureof
providing in fonna tion to th e s1!Qjectan d hi s
understanding on s uch conse n t s h a ll be maintained by the in vestigator for
record , as per Govern me n t of.India, Gaze tte No tificat ion vide G. S . R. no . Qlllill
el at ed 3 1.0 7 .201 5 .

11) The bull<..drllg to be u sed in m anufa cturing of fini shed form ul " t ion intended to
be u sed in th e clinica l tri al a n d clin ica l tl'ia1 batches of fini shed forlllulati on shall
be m anufa cturerl lI nd l~ r (i MP condition s u sing va lidated procedure s a n d ~hc:d l

have on goin r, s tab ilily p ro gr amme.

0) If th e cl in ical trial bat ches a re different from that of th e prima '" ba tr:hes for
w h ic h d ata h a ve been SUbm itted . s ta bili ty reports for cli nical tl'ial bat ch es a re
to be su bmitted a s pe r Arm endix IX of sch edule Y of drugs a n d Cosm et ics Rules
for D l 'Ug su bstances a]1(1 formul ati on a long with Clin ica l s t i le.l)! l<epOl·t.

p) Informed conse n t Documents (lCD) viz . Patient in fon nat io n S heet (PIS) a n d
lnfonnf'o Consent Fo rm (l CF) com plete in all respect J"1s~~innr:n ts

s pe c ified in Appe n d ix V of Schedu le Y of the Drugs ,1I1U Cosme tifs f<tlle s ,] gL~~

must be a p p ro ve d from respective ~thic~ Com m it tee and SubmiLLed La CDSCO
before en ro llin g fir st s u b jec t at the r espective site.

Yours fa ith fu lly,

t&-Z'f,
(Dr, S.EswapL"Reddy)

Drugs Controller General (India)
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