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From
e Drugs Controller General tIndiai
Directorate General of Health Services
FDY Bia s st Res
New Deln vl
e Qe ) o>
lo.
I'he Chairman
Sunshine Hospitals.
PG Road Puradise
Secunderabad-03. AP [ndia
SUBS - Fihies Committee Registration Noo ECR Ty INST AP 2003 ssuca e R XY
Cosmetios Rules[945
Dear Sin

Predse refer o s obr application oSS 200 G b dated s s Do

sthimied 1o this office tor the Rewistration of Feics Commitee

Bised on the documents submitted by you. this office hereby Registers the Institutionad Fthios © 6 b
Sunshine Hospitals  situated at PG Road Paradise. Seeunderabad-03, AP Tndia
ECR P INSTS AP 2013 s per the provisions of Rule 12201 ot the Dt aid € o i
o the tollowing conditions

i s Rewsranon s subject o the conudiiions spec e niae Rade 20000 00 o
Schedule=Y o Draes and Cosinetios NGk v anig Koes 1veds

20 Fhe Frhics Commitee shall review wind accord its approval w0 a clinial el ot ooy
intervals as specificd in Schedule Y oand the Good Clinwal Practive Graiae, e - !
Priads i Tidia and other applicabic regulatons sequireniont« Tor sales e i, o
and weic being ot the trial subjects

oI he Gase orany serious wdverse event ocewring to the clinicul B subies - i
i the Frhies Commitee shall analy 2eoand Tomvard s opicion s oor proce es e
wnder APPENDIN NI o senedale S

4. The Fthics Committee ~shall allow inspectors or atficials autharized be e oo
Standird Control Organization (o enter t premises (o Ispoect any reand dato ar s
related to elinical mial and provade adequate replios i aiy gquors ied B e
GRS s G G T 0 T RCTation o U1 ot o0 Cniced o

N Phe Tivensing aathority shall be nformed in ariting in case af any chianee i tie niennee o
the constitution o the ethios commitive dies nace

o ME aie recards of the ciies connmmitice i oo bl [ .
termimation ot the study for not fess han tive s cars fror e date of cor o, o
ot the wial tBoth i hard and soft copies.

T [he Phies Comminee tls o compiy s oo e colidihais o el
AUOTI My @lier giving an opportunity o show vatse wis ~och
passed. by an arder inwriting stating retures suspend oo oL
the Bhies Conimtinee for such period as considere d necessar.

N s registramon siall e tovce tor 1 enod on e HESIE I U R

sooner stspended or cancelled
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Fthies Committee shall consist ornot less than seven mentbers and o

FSoOneamong ity members, who is from outside the mstitnre. < b Sl
one member as a Member Seeretars and restof the members skl e tron Medical St

Nen Medical wnd Non-scientife el fsicluding L pab i

The commitiee shall include G boone member wlose pravae ared o e RS
spectalizition is Non-scientitic and at least one meniber who i urpendent ob the Ssdiogon,
besides: there should be appropridte gender representation on the | ihjes ¢ RUBINGY
The Lrhies commitiee can have as it members. individuals trons other Insttation - o

Canmunities, jf !&.’L]U]['Cd

Members should be comersant with the PROVISIONS OF CHmICa! (rials unden 1is Setcduie, G
Claival Practice Gaidetines for climea tials in India and other AR VN ITIC PRI

slegaand she rizhts, siters and well-bedng of the tial subjects

ar Forreview ol each protweol the quorunm of Ethics Cormmitie shall b

members with the following representations

! Basic medical scienustprererably one Pl o st
[t Clinician
Il begal enpert
I\ Sovial scientist or representative ofnon-gavernmenial Vol i e o

philusopher or ethicist or theologian or a <imilar persor

\ Fay person from commuanin

Lhe members representing medical seientist and clinicians ~honld liave Post crade

qualiiication and adequate experience in their respective Helds and wware or s
resporsIties as commitiee members

s far s possible, buised on the PCQUITETIONT Ot rescarch area ook e 1A Gerelic

S

vleL spectfic patient group s dbso be represented in the tihics Commite
There should be no conilict of interest, The members shall voluntarily withdiay trom i i
Committee meeting while making o decivion on an apphication which cvohes g conti: o

1

VTR ) e

mterestwhich may be indicated in writing 1o the ¢ hairman prior e
~o i the minutes, A members shatl Sz deckration o contice o oo
Subject experts or other eaperts iy beinvited w the mectines for e
et shall have voting rights

advice Bame waen

PRI cortificate is insaed to von o e b obdechraton shiivan a
frstttion and revistration i« sought tor Bstitutional T ihics Congs e

Yours Faithtully

(D CINCNingh)
Drugs Controller General (1) & I.|ccn\|n/‘ Authoris




