8802/10.11.20 File No. 4-75/2017-DC Tele. No. : 011-23236965 ‘
Government of India Fax No. :011-23236973 |
Directorate General of Health Services
Central Drugs Standard Control Organization
(FDC Division)
FDA Bhawan, Kotla Road .
New Delhi-110002 )
Dated: e .

"

To, o
M/s. Eris Life Sciences Pvt. Ltd., 0 4 DEE ?020
Brahmaputra Industrial Park, Village Sila,

Amingaon, Dist. Kamrup, North Guwahati-781031.

Subject: Permission to conduct Phase Il clinical trial with the FDC of Metformin HCI
(SR) 500mg + Myo-Inositol 600mg film coated bilayered tablets (Vide protocol
no. ECTS/20/001, version no. 01, dated: 08.10.2020)-regarding.

Dear Sir,

With reference to your letter No. ELL/MM-CT-02-20 dated 09.11.2020 please find
enclosed herewith the “permission to conduct clinical trial study of new drug” bearing no. CT-06-
138/2020 under the provision of Drugs and Cosmetics Act and Rules. The permission is subject

to the conditions mentioned below.

Kindly acknowledge receipt to this letter and its enclosures.

Yours faithfully,

s
=
(Dr. V. G. Somani)
Drugs Controller General (India)

CONDITIONS OF PERMISSION

| Clinical trial at each site shall be initiated after approval of the clinical trial protocol and other
rélated documents by the Ethics Committee of that site, registered with the Central Licencing
Authority under ruie 8;

I Where a clinical trial site does not have its own Ethics Committee, clinical trial at that site may be
initiated after obtaining approval of the protocol from the Ethics Committee of another trial site; or
an independent Ethics Committee for clinical trial constituted in accordance with the provisions of
rule 7:

(i) Provided that the approving Ethics Committee for clinical trial shall in such case be
responsible for the study at the trial site or the centre, as the case may be:

(i) Provided further that the approving Ethics Committee and the clinical trial site or the
bicavailability and bioequivalence centre, as the case may be, shall be located within the
same city or within a radius of 50 kms of the clinical trial site;

t in case an ethics committee of a clinical trial site rejects the approval of the protocol, the details of
the same shall be submitted to the Central Licensing Authority prior to seeking approval of another
Ethics Committee for the protocol for conduct of the clinical trial at the same site;
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The Central Licencing Authority shall be informed about the approval granted by the Ethics Committee
within a period of fifteen working days of the grant of such approval;

Clinical trial shall be registered with the Clinical Trial Registry of India maintained by the Indian
Council of Medical Research before enrolling the first subject for the trial;

Clinical trial shall be conducted in accordance with the approved clinical trial protocol and other

related documents and as per requirements of Good Clinical Practices Guidelines and the provisions -

of these rules; R

Status of enroiment of the trial subjects shall be submitted to the Central Licencind’ﬁ“A‘ﬁthority on
quarterly basis or as appropriate as per the duration of treatment in accordance with the @pproved
clinical trial protocol, whichever is earlier;

Six monthly status report of each clinical trial, as to whether it is ongoing, completed or terminated,
shall be submitted to the Central Licencing Authority electronically in the SUGAM portal;

In case of termination of any clinical trial the detailed reasons for such termination shall be
communicated to the Central Licencing Authority within thirty working days of such termination;

Any report of serious adverse event occurring during clinical trial to a subject of clinical trial, shall,
after due analysis, be forwarded to the Central Licencing Authority, the chairperson of the Ethics
Committee and the institute where the trial has been conducted within fourteen days of its occurrence
as per Table 5 of the Third Schedule and in compliance with the procedures as specified in Chapter
VI,

In case of injury during clinical trial to the subject of such trial, complete medical management 2n"
compensation shall be provided in accordance with Chapter VI and details of compensation provic d
in such cases shall be intimated to the Central Licencing Authority within thirty working days of the
receipt of order issued by Central Licencing Authority in accordance with the provisions of the said
Chapter;

In case of clinical trial related death or permanent disability of any subject of such trial during the trial,
compensation shall be provided in accordance with Chapter VI and details of compensation provided
in such cases shall be intimated to the Central Licencing Authority within thirty working days of receipt
of the order issued by the Central Licencing Authority in accordance with the provisions of the said
Chapter,;

The premises of the sponsor including his representatives and clinical trial sites, shall be open for
inspection by officers of the Central Licencing Authority who may be accompanied by officers of the
Siate Licencing Authority or outside experts as authorised by the Central Licencing Authority, to verify
compliance of the requirements of these rules and Good Clinical Practices Guidelines, to inspect,
search and seize any record, result, document, investigational product, related to clinical trial and
furnish reply to query raised by the said officer in relation to clinical trial;

Where the new drug or investigational new drug is found to be useful in clinical development, the
sponsor shall submit an application to the Central Licencing Authority for permission o import or
manufacture for sale or for distribution of new drug in india, in accordance with Chapter X of these
rules, unless otherwise justified;

The laboratory owned by any person or a company or any other legal entity and utilised by that person
to whom permission for clinical trial has been granted used for research and development, shall be
deemed to be registered with the Central Licensing Authority and may be used for test or analysis of
any drug for and on behalf of Central Licensing Authority;

The Central Licencing Authority may, it considered necessary, impose any other condition in writing
with justification, in respect of specific clinical trials, regarding the objective, design, subject
population, subject eligibility, assessment, conduct and treatment of such specific clinical trial;

The sponsor and the investigator shall maintain the data integrity of the data generated during clinical
trial.

The formulation intended to be used in the clinical trial study shall be manufactured under
GMP conditions using validated procedures.

For the purpose of successful primary outcome, atleast last menstrual cycle should be regular.

i



FORM CT-06
A (See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INVESTIGATIONAL NEW DRUG

Permission no.: CT-06-138/2020

1 The Central Licencing Authority hereby permits M/s. Eris Life Sciences - Pt. Ltd.,

Brahmaputra Industrial Park, Village Sila, Amingaon, Dist. Kamrup;- North
Guwahati-781031. (Name and full address with contact details of the applicant) to
conduct clinical tridl of the new drug or investigational new drug as per protocol number
(Vide protocol no. ECTS/20/001, version no. 01, dated: 08.10.2020 in the below

mentioned clinical trial sites.

2 Details of new drug or investigational new drug and clinical trial site [As per Annexure].

3. This permission is subject to the conditions prescribed in part A of Chapter V of the New

Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940.
V-
Place: .......... Central Licencing Authority

: Lm‘“ Stamp

Annexure

Details of new drug or investigational new drug:

INames of the new drug or Metformin HCI (SR) 500mg + Myo- Inositol 600mg

investigational new drug. film coated bilayered tablets

Therapeutic class: Reproductive o h

Tosage form: - W:Af;-‘i-l_r-ﬁ'Coatéd“Biiayered Tablets

‘Composition: Metformin HCI (SR) 500mg + Myo- Inositol 600rn_g|

T ~ film coated bilayered tablets 3

Indications: Indicated for Polycystic ovary syndrome (PCOS)
~management.

Details of clinical trial site:

Names and address of clinical trial site As per annexure- A

!
i
i

Name of principal investigator: IAs per annexure- A |

Ethics committee details: As per annexure- A

-4
oy
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Permission no.: C€T-06-138/2020

| |
| |

5. No. [Name of BI™

|

| Ellisbridge, Ahmedabad,

1 D Pari T Shan ;
| 380006

-Sife Name

SVP institute of Medical Science,
Gujarat-

' i
!
)
! 5
l’)rfDr“ Piyusha E,éﬂmandeep Hospital, H-3/15/40,
I' ! Chandrayan ' Kothi Rd, Anandpura, Vadodara,
, ! | Gujarat-390001
! | |
H ' ‘
: !
I
, 3. Dr. Nanda Sawant ' Ashirwad Hospital Maratha
: ' " Section, Near Jijamata Udyan,

4 Dr. Neha Maim

50 L Dr Y Aruna Subha

-l Kirg

Ulhasnagar, Thane, Ma harashtra-
421004

Charak Hospifal, Hardoi Rd. Near™
Safed Masijid, Dubagga, Lucknow,
Uttar Pradesh 226003

George Hospital.  Opp.
i District, Collector Office, Maharani

|
i 6. D Pimima Singh-

i

)‘"""‘7_' DT Ghinm oyee |
‘ Sonowal |
| !
| | :
! ' Dr Lakshm' Kantha G
| | !
f f
| j
| 9 | Dr Dangabanti

" Hemalatha Devi

Place: .. . .. .

Date: . f1.2 [ 7 }320

Feta, Visakhapatnam, Andhra

' Pradesh-530002

"I'Dhﬁ's;h"béﬁ.j'e{li ' H-oépirtéi-,w ijuéhpa'njawl{

Palace. Delhi Gate. Agra, Uttar
Pradesh-282002

‘GNRC Medical. Guwahati ™ 117

Road near 0T Sia Grant,
Guwahati, Assam-781030
Mysore  Mecgical college.  Irwin

Road, Next 1o Railway Station,
Mysuru, Karnataka-570001

Govt. Victoria Hospital, Dept. of
Gynaecology, 22541 Town Hall
St Chengal Rao Peta,
Visakhapamam, Andhra Pradesh-
530001

Annexure-A

" 'EAthics' 'C'féfnrﬁittee Name,
: Address & EC registration No

. Institutional Ethics Committee, Smit.

P NHL Municipal  Medical Gb}leg“:e,
Ahmedabad (NHLIEC) Dept. qf
- Pharmacology, 1% Floor, Smt. NHL

f Municipal Medical College Ellisbridge,
i Ahmedabad, Gujarat-380006
\ .F-ECR/245/vlnst((-‘g_,1/2(r)‘13/RR-19

' Sumandeep Vidyapeeth  Institutional ;

| Ethics Committee Research Cell, 2™

I
i

|

i Floor Dept. of Pharmacy, Sumandeep !

| Vidyapeeth At & Po.
" Waghodia, Dist. Vadodara,
381760

ECR/ 52/Inst/GJ/201 3/RR-19
Ashirwad Fthics Committee, Ashirwad
" Hospital & Research Centre, Maratha
Section,  Near Jijamata  Udhyan,
Ulhasnagar, Thane,
1421004

L ECRI247/NSYMH/2013/RR-19

| Institutional Ethics Committee Charak
I Hospital & Research Centre, Hardoi
Rd. Near Safed Masjid, Dubagga,
Lucknow, Uttar Pradesh-226003
ECR/M255/Inst/UR/2019

Gujarat-

Riparia, Taluka

Maharashtra- !

i
|
I
i
i'
f
|
|
!

Inslitutional  Fthics Committee King
. George Hospital,  Maharani Peta,
| Visakhapatnam,  Andhra  Pradesh. |
" 530002

- ECRI97/Inst/KGH/2013/RR-20 .
Pushpanjali Hospital Ethics Committee,
‘PUShDHﬂjH“ Hospital &  Research
Centre Pvt. Ltq Pushpanjali Palace,
"Delh Gate, Agra, Uttar Pradesh-
282002

ECRM235MnsyUP/2019
Institute  of Neurological  Sciences
Trust, GNRC Hospital Complex, Near
Market, Dispur,

i
i
!

I Super

1781006
[ﬁ-‘:’CR/778/lnst//\5/2015/RR—18_
Instituticnal Ethics Committee
Cheluvamba Hospital, Mysore Medical

i College and Research Institute, KR

Guwahati- ¢

| Hospital  Compound,  Irwin Road, |
| Devraj Mohalla, Mysuru, Karnataka- i
570001

. ECR/134/I_nst/KA/2013/_RR~19

- Institutional  Ethics Committee
George  Hospital, Maharani  peta,
Collector Office Junction,

| Visakhapatnam-530002,

i Pradesh

- ECRA97/INsUKGH/2013/RR-20

\

Central Licenciné' AU‘t'hofr'ity"

Stamp

King

Andhra



