You can Register
Ayurveda Clinical Study / Trial &

Survey (human participant) Study in
Clinical Trial Registry of India (CTRI)
Website (www.ctri.nic.in)

Dr Girish KJ

Professor and Research Co-ordinator

Sri Dharmasthala Manjunatheshwara

College of Ayurveda & Hospital, Hassan-573201

Email: girideepa@yahoo.co.in Mob: 9448646855
Institution: www.sdmcahhassan.org

Personal: www.ayurvedahealthcare.info

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 Hospital, Hassan. girideepa@yahoo.co.in


mailto:girideepa@yahoo.co.in
http://www.sdmcahhassan.org/

What is CTRI?

* The Clinical Trials Registry- India (CTRI), hosted
at the ICMR's National Institute of Medical
Statistics (http://nims-icmr.nic.in), is a free
and online public record system for

registration of clinical trials being conducted in
India

* Trial registration involves public declaration
and identification of trial investigators,
sponsors, interventions, patient population
etc before the enrollment of the first patient.


http://nims-icmr.nic.in/
http://nims-icmr.nic.in/
http://nims-icmr.nic.in/
http://nims-icmr.nic.in/
http://nims-icmr.nic.in/
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http://nims-icmr.nic.in/

What to Register?

* Any researcher who plans to conduct a trial
involving human participants, of any intervention
such as drugs, surgical procedures, preventive
measures, lifestyle modifications, devices,
educational or behavioral treatment,
rehabilitation strategies as well as trials being
conducted in the purview of the Department of
AYUSH (http://indianmedicine.nic.in/) is expected
to register the trial in the CTRI before enrollment
of the first participant.



http://indianmedicine.nic.in/
http://indianmedicine.nic.in/
http://indianmedicine.nic.in/
http://indianmedicine.nic.in/
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What to Register?

* Ayurveda Clinical Study / trial
of all types

e Survey study involving human
participants

—May be  Postgraduate [/
doctorate studies

—May be sponsored studies



Why register?
* Mandatory from Govt. Guidelines

* CTRI  number required while
submitting vyour article in good
quality journal

* Patient may refer to the CTRI and
may contact you during “Open To
recruitment” period.



Steps of Registering your Ayurveda Trial

* 1. Open a Free account in CTRI Site
e 2. Fill up CTRI Dataset in the Site
* 3. Do necessary corrections suggested by CTRI

* 4. After obtaining CTRI No. download and save
it for future needs.

 Time Required to get the CTRI No.: Few days
to Few Months....



How to Open a Free Account in CTRI
Site

e Site : www.ctri.nic.in

 What is required ? —

* Your name, address, your valid email address,
name and address of your institution, name
and designation, address of your guide /
investigators, valid email address and phone
numbetr.


http://www.ctri.nic.in/
http://www.ctri.nic.in/
http://www.ctri.nic.in/
http://www.ctri.nic.in/
http://www.ctri.nic.in/
http://www.ctri.nic.in/
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e Visit www.ctri.nic.in

* On left hand side, please click
on New Applicant button

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 Hospital, Hassan. girideepa@yahoo.co.in
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* You will get a new
application format like
this.

e Next slide method of
filling is explained

Dr Girish KJ SDM College of Ayurveda &
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1. Please enter you first and last name
as in IEC certificate

2. type your Login id as you wish without
space. Ex: drxyz. And click on Check
availability. If available, go ahead.

Then choose a security question and
type answer. Imp: Please not this in your
diary (hardcopy) for future use

3. Choose your gender

4. In name and official address, type
college address. Imp: don’t use any
punctuation mark anywhere.

5. Type you 10 digit mobile number
(don’t add O infront). Type your valid
email address and write your
designation

6. Choose SDMCA Hassan name from
drop down list. Don’t write anything in
register new...

7. Write College address as above in 4.
Don’t use any punctuation mark. In

ompany type choose private medical
10



e 8. Choose Indiain
country, State : Karnataka
and District Hassan

* 9. Verifier Name : Type
your guides name, Verifier
address : College address

Verifier : Your guide
phone and Verifier Email :
your guide email address

10. Enter security code as
it appears on your screen.
And Click on submit

11




* You will get screen like this.

* So you have to keep checking your email address for login
id and password (CTRI will get generate password)

Dr Girish KJ SDM College of Ayurveda &
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* Please inform your guide about the
registration as your guide will also receive an
email for verification of your details.

* Please ensure that your guide has responded
to the verification email from CTRI



Log in with id
and password

sent to your
email by CTRI

4/28/2017

Dr Girish KJ SDM College of Ayurveda &
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You may download the dataset from..

* Original from CTRI Site

* http://ctri.nic.in/Clinicaltrials/CTRI_Dataset_a
nd_Description.pdf

* And
 Modified from following link

* https://www.ayurvedahealthcare.info/ctri-
dataset
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Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in

Click on Add
New Trial
Button
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CTRI Field Description

Publictitle of study Title intended for the lay Read this
public in easily understood carefully and
language. after going

o _ through tutorial
Example: A clinical trial to Public and

study the effects of two
drugs, ramipril and
candesartan in patients with
high blood pressure and type
2 diabetes mellitus.

scientific titles
may vary

Scientifictitle of study | Scientifictitle of the study as | |
Acronym, if any it appears in the protocol
submitted for funding and
ethical review. Include trial
acronym if available.

Example: A randomized
double-blind placebo
controlled crossover clinical

trial tn ~omnare the gafetys

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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Add Details
after going
through tutorial
&
Click on
Proceed

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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) CTRI - Mozilla Firefox - 0] x|

ckri.nic.in/Clinicalkrials)savenewtr ail, phprEncHid=92154.1 modid=fwompid= m | =

Meswy Trial Added.Click on Update Link given against Trial for
further entry

QK |

Transferring daka From ctri.nic.in...

IFIQIS SENT DACK ATrer review oy GiKl

DELC Ll CECERIT DALY 31 N T a3l Rl



* Refresh Page by pressing
F5 key



]
Total Trials 1

Under Entry Stage

Click on Update
Button

Under Review Stage
Registered Trials

Terminated/Suspended Trials 0

Add Mew Trial |

Trials Under Entry/ Review

_ Scientific Title Secondary ID View Details Select
abcdefgh ABCD-GH Full Details Update || Delete

Trials sent back after review by CTRI

SENT BACK ON |PROTOCOL Mo. TRIAL TYPE CLARIFICATION

Dr Girish KJ SDM College of Ayurveda &

28/201
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Public title of study
Scientific title of study

Secondary 1Ds

Principal Investigator or overall Trial Coordinator {multi-center study) Details
Contact person {Scientific Query)

Contact person (Public Query)

Source/s of monetary or material support
Primary sponsor

Secondary Sponsor

Countries of recruitment

Site/s of study

Nare of Ethics Committee and approval status
Regulatory clearance obtained from DCGI
Health condition/problems studied

Study Type

Intervention and comparator agent

Inclusion & Exclusion Criteria

Method of generating randomization sequence
Method of allocation concealment

Blinding/masking

Primary outcome/ss

To feed further
data please
click on CLICK
BUTTON

Dr Girish KJ SDM College of Ayurveda &

: - . 25
Hospital, Hassan. girideepa@yahoo.co.in
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Scientific Name of Trial: abcdefgh-[ABC

Fublc title of study
Scientific title of study

You have
already
feeded;

otherwise you
can revise if
want

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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Click on Proceed
to Save
And to Part 2

Pl click on
Go to Next Part

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 Hospital, Hassan. girideepa@yahoo.co.in
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Secondary IDs
Principal Investigator or overall Trial Coordinator {multi-center study) Details
Contact person (Scientific Query)

Contact person (Public Query)

Part 2
Click on the
Click button
right side of
Part 2

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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Part 2
Window will

pop-up like
this

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in
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Principal
Investigator’s
and address

naime

Details should include name,
official address, affiliation
and designation, contact
telephone and fax numbers
and email ID. For a multi-
center study, enter the
contact information for the
lead Principal Investigator
(PI) or overall Trial
Coordinator. Designated
person must be from India
(for trials being conducted in
India). This 1s mnot a
mandatory field.

Dr

Dept Of

Sr1 Dharmasthala

Manjunatheshwara

College qf Ayurveda and Hospital
BM Roafl Thanniruhalla Hassan
573201 @arnataka India

+91
Email :

4/28/2017

Pl details as this.
Give your email id

communications

will be sent

Dr Girish KJ SDM College of Ay

30
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Contact person
(Scientific Query)

4/28/2017

PG Thesis Registration
Trials being conducted as
part of PG thesis should
mention both student’s as
well as Guide'’s name and
full official address,
including department. Co-
cuide name may also be
included, if desired).
Names should be included
in Contact Person details
after mutual agreement on
division of responsibilities.
Verification is sought by
email from all trial Contact
Persons, except the trial
Registrant.

Details should include name,
official address, affiliation

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in

\ Dept Of

Sri
sthala Manjunatheshwara
of Avurveda and Hospital

5732
+91
email
2.Dr

Sri
Dharmast [anjunatheshwara
College of 'eda and Hospital

BM Road -uhalla Hassan
573201 Kart India
+91

email :

PG Thesis, please
give your guides
details (give your
guide email address



Contact person
(Public Query)

4/28/2017

Details should include name,
official address, affiliation
and  designation, email
address, telephone number,
Fax No and postal address of
the contact who will respond
to general queries, including
information about current
recruitment status. This may
or may not be the same as
the contact person for
scientific queries.

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in

Dr |

Dept Of

Sri

sthala Manjunatheshwara
Collegm of Ayurveda and Hospital
BM R@] Thanniruhalla Hassan

' arnataka India

PG Thesis, please
give your guides
details (give your
guide email address



Mo Records

Principal Investigator or overall Trial Coordinator {multi-center study) Details ®

Marne: * IDR w7 Ernail: * Iahcd@ahcd.cum

Designation: |R DEPARTMENT OF KAYACHIKITSA Institute/Organization |op] [HARMASTHALA MANJUNATHE

Marme:

SRI DEARMASTHALL
MANJUNATHESHWARL COLLEGE OF
AYURVEDL AND EM ROLD

g Add 2
pddress 1 THANNIRUHALLS HASSN ress

Postal Code: * I5?32|:|1 Country: * IIFIE“EI ‘"l

State: * | KARMATAKA j Districk: * | Hassan j
Phone: |ns172256460 Fa: |

Contact Person (Scientific Query) (same as above?) #Yes @No ®

Mame: * |Dr Girish K1 Ermail: * 2@y z, COrm

Designation: |WEPARTMENT OF KAY, ,Iq”a"‘rfjte”fe” rganization| Fer AF AvURYEDA AND HOSPITAL

SRI DHARMASTHALA
MANJUNATHESHIARL COLLEGE OF

Address 11 * AYURVEDL AND HOZPITAL EN ROALD Address 2:
THAMNIRUHALLA HASSAN

Postal Code: * I5?32|:|l Country: * IIndia ‘"I

State: | KARMATAKA j District: | Hassan j
Phane: |na172256460 FAi: |

Contact Person (Public Query) {If same as above?) ®vez @No ®

Name: * lor Girish K3 Ermail: * This is how to it
Designation: - Institute/Crgs I°°ks after fllll“g

Marme:

| Please click on
4/28/2017 Dr Girish KJ SDM CO”ege of Ayurveda & Proceed to save

Hospital, Hassan. girideepa@yahoo.co.in




Contact Person (Scientific Query) (same as above?) ¥®Yes

ri

Mame: *

Cesignation:

Address 1 *

Postal Code: *
State:

Phone:

Contact Person (Public Query) (If same as above?) ®¥ves

Marne: *

Cezignation:

Address 11 F

Postal Codea: #*
State:

Phone:

4/28/2017

IPRDFESSDR DEFARTMENT OF KAY,

SRI DHARMASTHALL
HANJUNATHESHUARA COLLEGE OF
AYURNVEDA AND HOSPITAL EM ROAD
THANNIRUHALLA HASSMN

573201

KARMATARA

|ps172256460

DR ¥Y2

F. DEPARTMENT OF KAYACHIKITSA

SR1 DHARMAITHALA
HANJUNATHESHUARA COLLEGE OF
AYUORVEDL AND HOZPITAL EBEM EROAD
THANNIRUHALLA HASSMN

573201

KARMATAKA

|ne172256460

2 No

Mo

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in

Ermail: *

¥y 2@z, com

Institute/ Organization ECE OF AYURY

Marme:

Address 2

Country: *
Criztrick:

FAu

Ernail: *

India *I

Hassan j

Iahcd@ahcd.cnm

In5titute.-"':3'rganizatinnI_EGE OF AYLIRY

Marme:

Address 2

Country: #¥
Criztrick:

FA:

India *I

Hassan j

34



1 Sourcess of monetary or matenal support
2 Primary sponsor

3 Secondary Sponsar

. Countries of recruitment

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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Dr Girish KJ SDM College of Ayurveda &
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Source/s of monetary
or material support

4/28/2017

Major source/s of monetary

Sri Dharmasthala Manjunatheshwara

or material or infrastructural | College of Ayurvedaand Hospital
support for the trial (e.g.. | BM Road Thanniruhalla Hassan
funding agency, foundation, | 573201 Karnataka India

company, hospital, | College Phone:
university, etc).

Read the
tutorial and
fill the Part 3

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in

37



Primarv
sponsor

Name and address of the individual. organization. group or
other legal person taking responsibility for securing the
arrangements to initiate and/or manage a studv (including
arrangements to ensure that the studv design meets appropriate
standards and to ensure appropriate conduct and reporting).

The Primarv Sponsor is responsible for ensuring that the trial
is properly registered. The Primarv Sponsor mayv or may not be
the main source of funding.

In commercial trials. the primarv sponsoris normallv the main
applicant for regulatorv authorization to begin the studv. It
may or mayv not be the main source of funding,

In investigator initiated trials. the principal investigator is the
primary sponsor. though the affiliated institution may be the
main source of funding, and acknowledged under “Source/s of
Monetary or Material Support™.

4/28/2017

Read the
tutorial and
fill the Part 3

Dr Girish KJ SDV COe=aNs Mav=- =
Hospital, Hassan. girideepa@yahoo.co.in

SriDharmasthala
Manjunatheshwara
College of Avurveda
and Hospital

BM Road Thanniruhalla

Hassan 573201
Karnataka India
College Phone:

Email:

38



Countries of
recruitment

4/28/2017

Select from drop down list,
countries from which
participants are intended to
be. or have been recruited.

E.g.: India - for (trials
conducted only in India;

India, USA. France - for
multi-country trials (as the

case may be)

Read the
tutorial and
fill the Part 3

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in

India

39



5z addspon, php?EncHid=12134, 82553 &modid=18compid=122tid=14719

Monetary Part
. N e raie
and fill details

Selected Trial: abcdefg-[ACH]

Monetary/Material Support

%.Mo Mame of Source Add New
Primary Sponsor ®
Name of Primary Sponsor: * I_EGE OF AYURNEDA AND HOSPITAL

address: * EN ROAD THANNIRUHLLLD HASSIN AUCEIE
573201 EKAPMATAEL INDIA and P"ess

Proceed

No need to fill
Type: * secondary |Private medical college
sponsorer |

In case of Other Please Specify

Proceed

Secondary Sponsor{s)

S.No Secondary Sponsor(s) Address Add N

Countries of Recruitment -

Country(s5) of Recruitment: *
[Press & Hold Ctrl Key to Select Multiple Countries) iEhamStan
=lall=]

Mo. of Selected Countries: O Algeria
Andarra

Angola

Antigua and Barbuda
Argentina

Armenia

Dr Girish KJ SDM Q) §§$a"§f Ayurveda &
Hospital, Hassan. g|rggergdyahoo.co.in

"= =2 e ==

4/28/2017 40
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Click on
India and
press
Proceed

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in
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Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in
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1

2
3
4

4/28/2017

Sitess of study

Mame of Ethics Committee and approval status

Fegulatory clearance obtaned from DCGI
Health condition/problems studied

Read the
tutorial and
fill the Part 4

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in
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lcome: Girish K1 [SDM College of Ayurveda and Hospital +
ia]

rial Clarification fModification || Registered Trials || Genera

Scientific Name of Trial: abcdefgh-[ABCD-GH]
Part 1
1
2
Part 2

Public title of study
Scientific title of study

1 Secondary IDs

2 Principal Investigator or averall Trial
3 Contact person (Scientific Query)
4 Contact person {(Public Query)

1 Source/s of monetary or material sug
2 Primary sponsaor

3 Secondary Sponsor

4 Countries of recruitment

Part 4

Faie T I U 1 m U 1 T U ]
) CTRI - Mozilla Firefox

ctri.nic.infClinicalktrials/ addsites . phpmodid=g&rompid=&EncHid=22 154, 1 2652 &kid=

=10l =]

-

Cosevinaon [

Selected Trial: abcdefgh-[ABCD-GH]

Sites of Study ®

. Name of Add
§.Mo Site Mame State District i:;;ress Prinicipal ?::::?If Fax
Investigator New

DCGI Approval ®

DCGI Approval:
[Pleaze select
=
]

Approved/Obtained
before uploading

--—--Select-—--

approval letter) *
Date of Approval: I

Document: (Space
amd [.] are not
allowed in file
narmes]

Browse,,. | Mo file selected,

Froceed |
Ethics Committee -

Brnenwal IMdependent

B e ol

Mansa ¥ FHhire

=l

M ain

1 Site/s of study

2 Mame of Ethics Committee and apprc

3 Regulatory clearance obtained from DCGI
4 Health ronditinndnrnblams stodied

4/28/2017

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in
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Site/s of study

List all site/s within India
including the site address as
well as the complete address,
email, telephone number and
Fax No of responsible
contact person at each site
(This individual should be a
medically qualified person
and to whom the EC
approval is addressed, 1i.e.
the PI; in case a separate
person is mentioned, the PI
should also be mentioned in
any of the other contact
person details (“PI or
Overall trial coordinator,
Contact Person (Scientific
query or Public query).

4/28/2017

Dr Girish KJ S
Hospital, Hassan. girideepa

Sr1 Dharmasthala Manjunatheshwara

College of Ayurveda and Hospital
BM Road Thanniruhalla Hassan
573201 Karnataka India

College Phone:

Email:

45



Selected Trial: abcdefgh-[ABCD-GH]

Sites of Study L

§.No Site Name State District Site Address Name of Prinicipal Investigator Phone,/Fax/Email  Add New

blick on Add
New and fill
the details

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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Selected Trial: abcdefgh-[ABCD-GH]

Sites of Study

Site Mame: * I

Address: *

State: * Select--—-- j

Disteict: * e Select----- j

Manme of Prncipal Investigator: *

Phone: *

FAX: I

Email: * I

Fill the details
and click on Ad
New Button

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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Selected Trial: abcdefg-[ACH]

Modify Site

Site Name: *

Address: *

State: *

Distrct: *

Mame of Principal Investigator: *
Phone: *

FAX:

Email: *

Sites of Study ®
L.Mo Site Name

SRI DHARMASTHALA MAMIUMATHESH WARE
1 COLLEGE ©OF AvURVEDA AMD HOSPITAL

HASSAM

4/28/2017

FAR MATARA

After filling this
is how it looks

SREI DHARMASTHALA MANIUMATHE

BEM ROAD THANMIRUHALLA HASZSAT
573201

| KaRMATAKA =]

| Hassan j

IR vz

|1234567890

Iabcd@ahcd LCOIT

Madify |

Lite Address Name of P

BEM ROAD THANMIRUHALLA HASSAN S73201 DR #YZ

48



Regulatory clearance
obtained from DCGI

Mention whether approval
has been taken from Drugs
Controller General (India)
IDCGI] or not. If DCGI hy
been notified. the s;
should be selected.

It is the responsihy
the Sponsor to ;
whether or

approval is reg
particular tri

v of
ertain
DCGI
ed for a

4/28/2017

Dr Girish KJ SD¥

Read the
tutorial and
fill the Part 4

Hospital, Hassan. girideepa@yaiooco
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DCGI Approval ®

DCGI Approval: (Please zelect Approved/Obtained before uploading approval letter) * I““SE|EEt““ ﬂ

Date of Approval:

Document: (Space and (L) are not allowed in file names)

Procesd |

Ethics Committee ™ pection Certificate

You can select
Not Applicable
Click on Proceed

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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Sites of Study ®

5.Mo Site Name State District Site Address Mame of Prnicipal Investigator
S5RI DHARMASTHALA MAMIUMATHESHW ARA

1 CiOLLEGE OF AYURWEDA AMD HOSPITAL FoA R MATA A Haszsan BM ROAD THAMMIRUHALLA HASSAMN S73201 DR BYE
HASSAM

DCGI Approval ®

DCGI Approval: (Pleaze zelect Approved/Tbtained before uploading approval letker) * INDt 2pplicable j

Date of Approval: I 3

ot allowed in file names) Browse | Mo file selected
Proceed |

Document: [(Space and (L) are

After filling this
is how it looks

Dr Girish KJ SDM College of Ayurveda &

4/28/2017 . - .
/28/ Hospital, Hassan. girideepa@yahoo.co.in
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Provide name of Ethics
Committee (EC) from whom
approval has been sought:
for multi-centre trials, add
names of all ECs from
whom approval has been
sought; also provide
approval status, i.e.
submitted for approval or
approved with date.

Ethics
and

Name of
Committee
approval status

approval status
e separately even

Institutional Ethics Committee

Sr1 Dharmasthala Manjunatheshwara
College of Ayurveda and Hospital
BM Road Thanniruhalla Hassan
573201 Karnataka India

College Phone:
Email:

Read the
tutorial and
fill the Part 4

Dr Girish K SDM Co
Hospital, Hassan. girideepa®

You have to keep
scanned / digital (may
be pdf or jgp) copy of
your ethics clearance

certificate



COUNLIEEEE

2 Mo MILIE O EICR COLILLERE 2fa = ybbroag) pogs ybbrLoag| L& [wqshsugeuy pguce

wgq ue

EfpIC2 COMILIEE g

lick on Ad
New and fill
the details

Ethics Committee *

Add Ethics Committee

Ethics Committee Mame: *

Status: *

-—--Select---- j
Document: Browse, . | Mo file selected.

Date of Approval:

Independent Ethics Committee: (Are those which are not
associated with any Hospital/Research Institute..See CTRI Dataset MNo -

Description for rmore details )
Proceed |

S.No Mame of Ethics Committe Status Approval Date Approval File

Dr Girish KJ SDM College of Ayurveda &

: - . 53
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Ethics Committee *

Add Ethics Committee

Ethics Committee Name: * IINSTITUTION.&-.L ETHICSl

Status: * I Mot Applicable j

i

Date of Approval:

Independent Ethics Committee: [ = which are not
aszociated with any Hospital/Re nstitute,.See CTRI Dataset Mo ™
Description for rore details

Document: Browese. ., | Mo file selected,

Proceed |

Fill the details and
click on Ad New
Button

Ethics Committee *

Add Ethics Committee

Make Status as Ethics Committee Name: * I
Approved
Fill in the date of N
approval from |Ec Submitthed Under Review
- e Approved
certificate and Upload sependent Ethice Committeet (Are thoce shich t Not Applicable
- ndependen ics Committee: [Are those which are no
the PDF (o] ¢ JPG flle °f assugated with any Hospital/Research Institute,.See CTRI Dataset =

Mo Objection Certificate
Description for rmore details )

IEC certificate Proceed |

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yaho0.co.in
Status

| ----Select----
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Ethics Committee '

5.No Name of Ethics Committe Status Approval Date Approval File Indeg;;-:i:;iﬂ'lic:
IMSTITUTIOMAL ETHICS COMMITTEE SRI DHARMASTHALA
1 MAMNJUMATHESHWARA COLLEGE OF AYURVEDA AND HOSPITAL Mot AppRcable 2o 2o Mo
HASSAN
fter filling this
is how it looks
But Status
should be
approved and
file should be
|
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Health
condition/problem
studied

4/28/2017

State the primary health
condition(s) or problem(s)
studied.

If the study 1s conducted in
healthy human volunteers
belonging to the target
population of the
intervention (e.g..
preventative or screening
interventions), enter the
particular health condition(s)
or problem(s) being
prevented or screened

Example: Type 2 Diabetes
Mellitus; Hypertension

Dr Girish KJ SDM College of Ayurveda &
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Click on Add Health

Condition & Trial
Participant Details

Health Condition ®

Add Health Condition & Tral Participant Details

Tral Participant: * Patients j

H = anditon: *
Fill the details and A Sthula Madhuweha
click on Proceed

Proceed |

Health Condition L

5.MNo Tral Participant Condition

1 Patients Sthula Madhurneha

Dr Girish After saving this is

4/28/2017 Hospital, HS fhhow it looks
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1 Study Type
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Study type Please indicate if trial part of | This study is part of Post-graduation

post-graduation thesis thesis
Please select whether the | Interventional study
trial is an Interventional trial, | ) lclinical trial

Observational trial or Post
marketing surveillance
Interventional Trial: An
interventional trial is one
that prospectively assigns
human participants or groups
of humans to one or more
health-related interventionto
evaluate the effect on

Read the
tutorial
carefully

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in
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If Postgraduate
thesis, select
Yes
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Study | Please indicate if trial part of post-graduation thesis This study is part

type | Please select whether the trial is an Interventional trial, Observational trial | of Post-
or Post marketing surveillance graduation thesis
Interventional Trial: An interventional trial is one that prospectively Interventional
assigns human participants or groups of humans to one or more health- study
related intervention to evaluate the effect on outcomes. ]

Choose the intervention that is best suited for the trial, more than one option | clinical trial
may be selected according to the intervention/sbeingused; e.g. Drug &
Avurveda

Observational Trial
An observational trial i1s one where no experimental intervention or
treatment is given to human participants. In this type of trial. the
investigator only observes the effect of a risk factor. diagnostic test, or
treatment on a particular coutcome.

Choose the intervention that is best suited for the trial.
PMNS: Post marketing surveillance study

Choose a Study Design from the list provided
Examples:

Single armn trial

Non-—randomized, placebo controlled trial
Non—-randomized., active controlled trial
Non—randomized, multiple arm trial

Randomized parallel group trial

Randomized., parallel group. placebo controlled trial
Randomized. parallel group. active controlled tria Read the
Rﬂll[lﬂll]%ieﬂ, parallel grm:lp, multiple arm trial tutorial
Randomized, crossover trial

Cflllﬁﬁig/lz'o}}ﬂllﬂﬂlllizﬂ{l trial Dr G'irish KJ SDM C'o'IIege of Ayurveda & caI'EflI“y
Randomized factorial tl‘iﬂlHOSpltal' Hassan. girideepa@yahoo.co.in
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Select the type of
Trial as finalized
in your protocol
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If you select
observational
trial as type you
have specify the
type of trial
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If your study is

interventional,

you have select
Ayuryveda
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|Stem Cell Therapy | |

|Meu:|ica| Device | |

ANLSH
Auureeda

|Yu:|ga 2 Maturopathy

|Siddha

OO ) 3 =y e

Hormeopathy

|L|nani |

Randomized, Parallel Group, Active Contralled Trial
pd, Parallel Group, Multiple Arrm Trial

|Nutraceutica| | |

Surgicalftnesthesia | | |_|
|Radiati-:-n Therapy | | r
|Diagnostic | | I_
|I:'reuentil.le | | I_
|Screening | | I_
|Dentistr~,- | | I Single Arm Trial
Bhysiotharapy (Mot MNon-randomized, Placebo Controlled Trial
Including vOGA) r Mon-randomized, Active Confrolled Trial
Process of Care r Mon-randomized, Multiple Arm Trial
Changes Randamized, Parallel Group Trial
|Be|.,a._.i0ra| | | r Randamized, Parallel Group, Placeba Contralled Trial
-
-

|Other (Specify) | |

Specfy(In caze of otherl:

Study Design: *

hoose the appropriate
study design and click on
Proceed (in both
observational and
4/28/2017 interventionai also) 67
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Part 6

1 Intervention and comparator agent

2 Inclusion & Exclusion Criteria

3 Method of generating randomization sequence
4 Method of allocation concealment

= Blinding/masking
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Intervention
and

Enter the specific name of the intervention/s and the comparator/control/s
being studied. Use the International Non-Proprietary Name if possible (not

comparator brand/trade names). For an unregistered drug. the generic name. chemical
agent name, or company serial number is acceptable. If the intervention consists
of several separate treatments. list them all in one line separated by
commas (e.g.. "low-fat diet. exercise").
The control intervention/s is/are the interventions against which the study
interventionis evaluated (e.g.. placebo. no treatment. active control). If an
active control is used. be sure to enter in the name/s of that intervention. or
enter "placebo" or "no treatment"” as applicable.
For each intervention. describe other intervention details as applicable
(dose, duration. mode of administration. etc).
Example:
Ramipril
2.5 mg OD for 12 months
Read the
Candesartan tutorial
16 mg OD for 12 months carefully
For observational trials, NIL mayv be mentioned with trial details mentioned
in the Brief Summarv., ..., oo
4/28/2017 CT T e e T e 70
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zlected Trial: abcdefgh-[ABCD-GH]

tervention & Comparator Agent ®

Mo Type Name Details Add New

lick on Ad
New and fill
the details

Intervention & Comparator Agent ®

Type: * Please select the Type (intervention or comparator)
and fill details of both arms seperately by using --—Select-—-- j
ADD MEW button. Mention NIL if not applicable

Mame: *
Details: *
4/28/2017 Dr Girish KJ SDM College of Ayurveda & Froceed | 71
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First select
Intervention and fill
the details and click

on Proceed
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Selected Trial: abcdefg-[ACH]

Intervention & Comparator Agent ®

Type: * Please select the Type (intervention or comparator)
and fill details of both arms seperately by using
ADD MEW button. Mention NIL if not applicable

Compgrator Agent j

MName: * Coayjlesartan

Details: * mg OD for 12 months
Proceed |
5.Mo Type Name Details
1 INTERVENTION Rarmipril 2.5 mg OD for 12 months Write Detaj
First select
Comparator agent and
fill the details and
click on Proceed
4/28/2017 Dr Girish KJ SDM College of Ayurveda & 73
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Inclusion/
Exclusion
criteria

tutorial
carefull

Inclusion and exclusion criteria for participant selection. including age and
sex. Age and sex to be mentioned in specific boxes.

Example:
Inclusion criteria

Adult males or females with a diagnosis of tvpe 2 diabetes mellitus and
hvpertension

Hvpertension defined as svstolic blood pressure of 140 mmHg or diastolic
blood pressure of 20 mmHg

Diabetes defined as those patients with fasting glucose levels of = 126
mg/dl or random blood glucose = or = 200 mg/dl. HbAlc=or=6.5%.2h
blood glucose on 75 g oral glucose tolerance test (OGTT) = or = 200 mg/dl.
or current treatment with hvpoglvcemic therapv).

Exclusion Criteria:

A history of coronary heart disease or stroke, serum creatinine =1.5 mg/dL
albuminuria =40 pg/min. and use of lipid-lowering drugs. aspirin, or other
antihvpertensive agents.

Please separate each criteria by using the “Enter” button

Read the T * T

Dr Girish KJ SDM College of Ayurveda &
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Selected Trial: abcdefg-[ACH]

Intervention & Comparator Agent '

5.No Type Name Details
1 IWNTERWENTION Rarmipril 2.5 mg OD for 12 months Wirite Details
2 COMPARATOR AGENT Candezartan 16 mg OO for 12 months

Inclusion Criteria . Exclusion Criteria .

Age: me,llg IYear(s) j Tn:IED |‘f535'r':5) j

Gender: 41102 Foroln ,I Details: |4 yistory of coronary heart disease or stroke,
serum greatinine >1.5 my/dl, albweinuria »40

py/min, and use of lipid-lowering drugs, aspirin,
or other antibypertensive agents

Details: Dighetes defined as those patients with fasting ﬂ

glumose levels of » 126 mgfgi or random blood
gluzose > or = 200 mgfgé; Hokle > or = 6.5%, 2 h
blood glucose on V5 g oral glucose tolerance test
(QGTT) > or = 200 mgfgi; Or Ccurrent treatment

with hypoglycemic therapy). A

Proceed |

Proceed |

Fill the age
details and
gender and then
details of
Inclusion and
Proceed

Dr Girish KJ SDM College of Ayurveda &
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Selected Trial: abcdefg-[ACH]
Intervention & Comparator Agent ®

5.Mo Type Name Details

1 INTERYENTICON Rarnipril 2.5 rmg ©D for 12 months Write Details

2 COMPARATOR AGENT Candesartan 16 rng OD for 12 mmonths
Inclusion Criteria ™ Exclusion Criteria ™
Age: From: | [Daytsy #| 7o | [Dayisy =]

Gender: I"SEEEP- vI Details: [, history of coronary heart disease or stroke,

] geruwn crestinine »1.5 mgidl, slbwninuria =40
Details:  [,491t males or females with & disgnosis of type & nyfmin, and use of lipid-lowering drugs, aspirin,
diabetes wellitus and hypertension or other antihypertensive agents
Hypertension defined a= systolic blood pressure of
140 mmwHy or diastolic blood pressure of 50 mmHg
Proceed |
- -
Fill details of
-
Exclusion
- - -
criteria as in
Protocol and
-
Click on Proceed
4/28/2017 Dr Girish KJ SDM College of Ayurveda &
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Method of
generating
randomization
sequence

carefull

tutorial

The method used to generate the random allocation sequence.

The main purpose of randomization is to eliminate selection bias and
balance known or unknown confounding factors in order to create a control
oroup that is as similar as possible to the treatment group.

Methods for randomly assigning participants to groups. which limits bias.
include the use of a table of random numbers and a computer program that
generates random numbers.

Methods of assignment that are prone to bias include alternating assignment
or assignment bv date of birth or hospital admission number.

Example:

[Coin toss, lotterv, toss of dice, shuffling cards etc
Random number table

Computer generated randomization

Permuted block randomization. fixed

Permuted block randomization. variable
Stratified randomization

Stratified block randomization

Adaptive randomization. such as minimization

Read the ~oissil

Dr Girish KJ SDM College of Ayurveda &
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Methods

Method for Generating Randomization Sequence: I —————— Celect-----—- j T
Method for Allocation of Concealment: I —————— Selart-——--—- j 4
Blinding /Masking: I ______ Select------

Proceed |

Fill as in
Protocol and
Click on Proceed

College of Ayurveda &

28/2017
4/28/20 assan. girideepa@yahoo.co.in
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—

Blinding/mask
ing

Blinding refers to methods used to prevent participants and investigators
from knowing what interventions are being used to reduce bias. Open trials
do not use blinding. Masking refers to the methods used to camouflage
interventions to achieve blinding.

Examples:

Open label

Participant blinded

Investigator blinded

Qutcome assessor blinded

Double blind double dummy

Participant and Investigator blinded

Participant and outcome assessor blinded

Participant. investigator and outcome assessor blinded
Participant. investigator., outcome assessor and data-entry
operator/statistician blinded

Open
clinical trial

label

IR I

of

4/28/2017
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A el LAl el WLl A et bl LA LL RALL

Method of Concealment of the randomization sequence is critical to prevent selection
allocation bias. Adequate allocation concealment is a pre-requisite for adequate
concealment blinding.
Adequate allocation concealment methods include:
e centralized (e.g. allocation by a central office unaware of subject
characteristics)
® pharmacv-controlled randomization
e pre-numbered or coded identical containers which are administered
seriallv to participants
e on-site computer system combined with allocations kept in a locked
unreadable computer file
e sequentiallv numbered. sealed. opaque envelopes
Allocation concealment that is prone to bias include
e alternation
® case record numbers
e dates of birth or dav of the week
e an open list of random numbers and
e anv procedure that is entirelv transparent before allocation
4/28/2017 Dr Girish KJ SDM College of Ayurveda & 80
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Olaneted melllTUusS and nNypertenslon lm+ +mther antikhonertet
Hypertension defined as systolic hlood pressure of & lhernation
140 mwHy or diastolic blood pressure of 90 maHg An Cpen list of random numbers

Caze Record Mumbers

Cenfralized

Dates of Birth or day of the Week

Proceed | Mot spplicable

On-site computer systam

Methods Other

Pharmacy-controlled Randaomization
Pre-numbered or coded identical Containers
Sequentially numbered, sealed, opague envelopes

Method for Allocation of Concealment: I ------ Colect-—--——--

Method for Generating Randomization Sequences|

Blinding / Masking:

Proceed |

Fill as in
Protocol and
Click on Proceed

®OM College of Ayurveda &
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Ayl Lol WeEL1llcll o oyolUJUl L iUl PlLlEooldl e UL |
140 rmwHg or diastolic blood pressure of 20 rmooHor

Double Blind Double Durmimy
Investigator Blindad

Proceed | Mot Applicable

Cpen Label

I,
' Participant and Investigator Blinded

Participant and Outcome Assessor Blinded
Method for Generating Randomization Sequence: Participant Blindad

Participant, Investigator and Outcome Assessor Blinded
Participant, Investigatar, Outcome Assessor and Date-entry Operator Blinded

Blinding /Masking: |- Select—--- j

Proceed |

mMethod for Allocation of Concealment:

Fill as in
Protocol and
Click on Proceed

Dr Girish KJ SDM College of Ayurveda &
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Primary outcome/ss

Secondary outcome/ss
Target sample size
Phase of trnal

Date of first enrollment

TR o B A W R L I

Estimated duration of trnal

Dr Girish KJ SDM College of Ayurveda &
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Primary Outcomes are events, variables, or experiences that are measured because it | Subjective
outcome/s is believed that they may be influenced by the intervention. The primary | criterial Co
outcome could be the outcome used in sample size calculations, or the main =L
outcome/s used to determine the effects of the intervention/s.
Time point;] ..--{ co
Enter the names of all primary outcomes in the trial as well as the pre- | Ire
specified timepoint/s of primary interest. Be as specific as possible with the | [Objective
metric used (e.g., “% with Beck Depression Score > 10 rather than just Parameterﬁ:}r [ col
“depression™). T %bé
Time point ;J..--{ co
Examples o
Outcome Name: all-cause mortality, Time-points: 5 years; or
Outcome Name: Mean Beck Depression Score, Time-point: 18 weeks. |
4/28/2017 Dr Girish KJ SDM College of Ayurveda & 85
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I T

Secondary
outcome/’s

4/28/2017

Secondary outcomes are events, variables, or experiences that are of
secondary interest or that are measured at time-points of secondary interest.
A secondary outcome may involve the same event, variable, or experience
as the primary outcome. but measured at time-points other than those of
primary interest (e.g., Primary outcome: all-cause mortality at 5 years;
Secondary outcome: all-cause mortality at 1 year, 3 years), or may involve a
different event, variable, or experience altogether (e.g., Primary outcome:
all-cause mortality at 5 years; Secondary outcome: hospitalization rate at 5
years).

Enter the name and time-point(s) for all secondary outcomes of clinical

and/or scientific importance.

Dr Girish KJ SDM College of Ayurveda &
Hospital, Hassan. girideepa@yahoo.co.in
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Selected Trial: abcdefg-[ACH]

Primary Outcome -

Outcome:

all-cause mortality

Time Points: all-cause wortality

Proceed |
Secondary Outcome »

LMo Outcome Time Points

Dr Girish KJ SDM College of Ayurveda &

28/201
4/28/2017 Hospital, Hassan. girideepa@yahoo.co.in

87



Primary Outcome ®

biutcome: all-cause mortality
Time Points: all-cause mortality
Proceed |
Add Secondary Outcome
LD EEEE Mean EBeck Depression Score
Tinne Points: 18 weeks
Proceed |
!
Dr Girish KJ SDM College of Ayurveda &
4/28/2017 e or Y 88
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Primary Outcome .

Outcome:

all-cause mortalitcy

Time Points: all-cause mortality

Proceed |

Secondary Outcome i
L.Mo Outcome Time Points

i Mean Beck Depreszion Scare 18 weeks

Dr Girish KJ SDM College of Ayurveda &
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Target sample
size

Total number of participants that the trial plans to enroll. For global/multi-
country trials, enter both Total sample size and Target sample size from
India. This is a numbers only field.

Example
Target sample size 120 India 500 Total

For trials being conducted only in India, target sample should be same
under both columns

Target sample size 120 India 120 Total

Target sampls

size J_,Ind{

i i . 4

4/28/2017

114
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Phase of'trial

Phases of investigation, usually applied to a drug trial

Phase 1: includes initial study to determine the metabolism and
pharmacologic actions of drugs in humans, the side effects associated with
increasing does, and to gain early evidence of effectiveness; may include
healthy participants and/or patients (such as those testing anticancer or anti-
HIV drugs) . Trials are often dose ranging trials which are done to
determine the maximum dose of a new medication that can be safely given
to a patient.

Phase 1 / Phase 2: for trials that are at a combined stage of phases 1 and 2

Phase 2: includes controlled clinical study conducted to evaluate/test the
effectiveness of a new drug/medication or intervention for a particular
indication or indications in patients with the disease or condition being
studied and to determine the common short-term side effects and risks

Phase 2 / Phase 3: for trials that are at a combined stage of phases 2 and 3

Phase 3: includes expanded controlled and uncontrolled trials after

ﬂ‘r"-ﬁliﬂ’iiﬂﬂﬂi Pﬁ?iﬂnﬁﬂﬁnﬁ Q'I'IIT‘FIZ"FPQT'iT‘"If‘F P'F'FPPT';'E?P‘Y"IPQQ ﬁ'FI Th-ﬁ HT’"I'IIT‘F h.ﬂQ 1’\-5-51"1

A Co
""" (sir
gra
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Phase 3: includes expanded controlled and uncontrolled trials after
preliminary evidence suggesting effectiveness of the drug has been
obtained, and are intended to gather additional information to evaluate the
overall benefit-risk relationship of a new drug/medication or intervention,
including possible adverse reactions. It is also to provide an adequate basis
for physician labeling

Phase 3 /Phase 4: For trials that are at a combined stage of phases 3 and 4

Phase 4: Studies (other than routine surveillance) performed after drug is
marketed and is related to the approved indication.

Trials are done to monitor the toxicity, risks, utility, benefits and optimal
use after the efficacy of the drug/medication or intervention has been
proven.

N/A (Not applicable): This selection is for a non-drug trial, BA/BE trial.

Post marketing surveillance: Routine surveillance trials after marketing
approval

Example
kS/IZO 17 Dr Girish KJ SDM College of Ayurveda &

O
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Date of first Select anticipated or actual date of enrollment of the first participant from

enrollment the calendar.
For global/multi-country trials, both global trial start date as well as start

date 1n India should be mentioned.
Example
date of first enrollment 02/05/2009 India

15/06/2010  Global

Estimated Specify the expected time duration of trial, starting from enrollment of first
duration of patient to final submission of report.
trial
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Target Sample Size: 30 India |3|:| Total %

Phase of Tral: Fhase 2/ Phase 3 | »
Date of First Enrollment: IDE,."DE,-"EDI H Indiz 3 Glabal
Estimated Duration: IE Year(s) ||:| Month( =) Il:l Dayis)
Proceed |
4/28/2017 Dr Girish KJ SDM College of Ayurveda &
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Part 8 (Includes Trial Submission link)

1 Fecrultment status of tnal
2 Briet Summary
3 Publication
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SN

Recruitment Indicate status of trial. For global/multi-country trials enter status of
status of trial global arm as well as Indian arm
0 Not Yet Recruiting: Yet to initiate patient enrolment
0 Open to Recruitment: Participants are currently being recruited
and enrolled
0 Suspended: There 1s a temporary halt in recruitment and enrolment
but potentially will resume
0 Completed: Closed to recruitment of participants and data analysis
complete
« Closed to recruitment of participants: Follow- up continuing
« Other(Terminated): Recruiting or enrolling participants has halted
and will not resume
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Brief
Sumimary

Short description of the primary purpose of the protocol, mcluding a brief
statement of the study hypothesis. Include publication/s details
(link/reference), if any.

Example:

This study is a randomized. double blind, parallel group, multi-centre trail
comparing the safety and efficacy of Ramipril 2.5 mg daily and
Candesartan 16 mg daily for 12 months in 500 patients with diabetes and
hypertension that will be conducted in five centers in India, three in France
and five in USA. The primary outcome measures will be all-cause mortality
at five years and Mean Beck Depression Score at 18 weeks. The secondary
outcomes will be all-cause mortality at 6 months and 1 year: and Mean
glycosylated hemoglobin A1C at 4 and 8 weeks.

4/28/2017
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Trial ClarificationfModification || Registered Trials || General Query || Edit Profile

Total Trials
Under Entry Stage
Under Review S5tage

Registered Trials

o O O 1 e

Terminated/Suspended Trials

| Add Mew Trial | ‘

Trials Under Entry/ Review

1 Pending Pending abcdefg ACH Full Details Update || Delete

Trials sent back after review by CTRI

CTRI No.

SENT BACK ON | PROTOCOL No.

CLARIFICATION

Dr Giri D
4/28/2017 r Girish K} SDM College of Ayurveda &
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After you upload your clinical /
survey study you may get
messages / clarifications to
correct various aspects of your
study.

*For Example.....
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Under Public title of study



Scientific title of study



Source of monetary fund



Inclusion and Exclusion Criteria



Site of Study
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Date of First Enrollment



Recruitment Status of Trial
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Publication
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Name of Ethic Committee and Approval Status



Brief Summary



After doing correction... you have to
submit the Data to CTRI



Submit the data



After several rounds of
clarifications....

» After few days, CTRI will issue CTRI
No.. Which may be used during

e your submitting the protocol to
funding agency

e Publication
e Etc..



Thank you!

* For any help contact me on Dr
Girish KJ,
drgirishkj@sdmcahhassan.org
girideepa@yahoo.co.in,
09448646855

* Created as on 28, Apr, 2017



