Godavari Foundation's

I:lr.lil Hnll?ﬁ:mﬂ!!mﬁﬁﬂma' College & Hospital

) A
and Affillated to Maharashitra um d:; m&%ﬂ,mmﬁ‘m Deihi,

N.H.6 '[Jﬂggmn. Bhusawal Road), Jal ; Ty
: g . Jalgaon (Kh.) - 425 30 F T
Ph. No. (0257) 2366657 Fax : 2366648 [E-H:Iall Id : d"HmTall;ﬁ'DIﬂmJﬂgm

Date:- 26/12/2020

CIRCULAR

All members of Institutional Ethics committee are

informed that meeting is arranged in Dean’s office on
28/12/2020 at 3.00 pm

All members are requested to attend meeting

Copy to all members

Sr Mo Name
G Dr. Parag R. Patil i
ﬁ Dr. Devendra R. Chaudhari
1 Dr. [Mrs) Maya N. Arvikar =
- Dr. Amrut Mahajan
3 Dr. Milind P. Joshi =1
6 Dr. Nilesh Bendale
- Adv. Satish Gadge )
g Dr. Prashant . Warke
i i Prof. Girish A. Kulkarni
1 Mrs. Swara ). Waghodkar.

Dean
Dr, Ulhas Patil Medical
College & Hospital, Jalgaon
kh.



Godavari Foundation’s
(Registered under the Bombay Public Trusts Act. 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH 6 (Jalgaon-Bhusawal Highway)

Jalgaon Khurd [ Dist. Jalgaon) M. 5. Phone; (0257) 2366657
Pin - 425 309 Fax: (0257) 2365648
IEC/ 2020/ Minutes o ating DATE: 28/12/2020

Location: Dean's Offica
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

Sr. No. Member Name Dﬁig:‘fﬁtiﬂn Signature
|
1, Dr. Parag R. Patil | Chairman ' - :
2. | Dr. Devendra R. Chaudhari Member Secretary ' oy Tt
o -E-‘ y
- 3. | Dr.(Mrs) Maya N. Arvikar Member 'fl____ﬁ,_,_..-
4. | Dr. Amrut Mahajan Member e
‘ ot
5. | Dr. Milind P. Joshi Member I,
Mg
6. | Dr. Nilesh Bendale Member M
! g "

"Adv. Satish Gadge Member @ \Q-E-.'fmﬂf‘
8. Dr. Prashant 5. Warke Member Eﬂ:‘ﬁﬁ:)

9. | Prof. Girish A. Kulkarni i Member

10. | Mrs. Swara J. Waghodkar. Member '@:’Q"‘J‘M’

2 2 MEETING LOCATION

Dr. Ulhas Patil Medical College and Hospital Jalgaon {(Kh) al Dean's Office

3 MEETING START TIME
Meeting Schedule Start: 03.00 pm

Meeting Actual Start: 03.05 pm




4 AGENDA
4.1 To discuss the case report of Dr. Vaishali Magose titled “the first case of

proliferative fasciitis of tongue coexistent with squamous cell carcinoma case
report of a rare lesion.”

Minutes of meeting -

1. Case report was discussed under — fitle, introduction, case history, discussion and
conclusion, and consent form.

2 As per guidelines for publication of case report only the consent of patient is sufficient and
that has been taken by the case reporter.

3, The permission was granted to publish the case report by the committee members.

4. Application form for publication of case report was duly signed by Chairperson and Member
secretary.

Meeting ended with thanks to Chairman and All Members.

5 MEETING END

Meeting Schedule End: 4.00 pm
Meeting Actual End: 4,30 pm

Nl

Dr Devendra R.- udhari.

Member Secretary
DUPMCH
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Date:- 21/12/2020

CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on
22/12/2020 at 3.00 pm

All members are requested to attend meeting

Copy to all members

SrNo Name
1 Dr. Parag R. Patil
7 Dr. Devendra R. Chaudhari
3 Dr. (Mrs) Maya N. Arvikar
4 Dr. Amrut Mahajan

Dr. Milind P, Joshi

6 Dr. Nilesh Bendale

7 Adv. Satish Gadge

g Dr. Prashant S. Warke

(W Prof. Girish A. Kulkarni

10 Mrs. Swara J. Waghodkar,

D
D
Dr. Ulhas Patil Medical

College & Hospital, Jalgaon
kh.



Godavari Foundation’s
(Registered under the Bom bay Public Trusts Act, 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH 6 [Jalgaon-Bhusawal Highway)

Jalgaon Khurd ( Dist. Jalgaon) w1, 5. Phone: (0257) 2366657
Pin - 425 309 i Fax: (0257) 2366648
IEC/ 2020/ Minutes of Meeting DATE: 22/12/2020

Location: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

' Sr. No. Member Name Designation Signature
1. | Dr. ParagR. Patil - Chairman
2, Dr. Devendra R. Chaudhari Member Secretary
3. Dr. (Mrs) Maya N. Arvikar Member
| 4. | Or. Amrut Mahajan Member
5 Dr. Milind P. Joshi Member
6. | Dr. Nilesh Bendale Member
e Adv. Satish Gadge Member
8. Dr. Prashant 5. Warke Member :
9. Prof. Girish A. Kulkarni Member =
10. | Mrs, Swara J, Waghodkar, Member
L

2 MEETING LOCATION
Dr. Ulhas Patil Mediea College and Hospital Jalgaon (Kh} at Dean's Office

3 MEETING START TIME
Maeting Schedule Start: 03.00 pm

Mesting Actual St 03.05 pm




4 AGENDA

4.1 To discuss the SOP's to intraduce it to all new IEC members.

4.2 To prepare the time table for PG students for presentation of their thesis topic.

Minutes of meeting: -
1. All SOP’s were distributed to all present IEC Members.

2. Al members presented their respactive SOP's and stated the importance of that SOP
3. Inthis way the SOP's discussed among all present members.

4. Finalization of SOP's done in the meeting.

3. All members finalized the date of presentation of thesis topics of PG students and prepared
the time table for tham.

Meeting ended with thanks to Chairman and All Members.

5 MEETING END

Meeting Schedule End: 4.00 pm
Meeting Actual End: 4.30 pm

%

Dr Devendra RERaudhar] J

Member Secretary

DUPMCH
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Appendix I "

INSTITUTIONAL ETHICS COMMITTEE Y

DR, ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGADN, DIST. JALGADON. 425309 MAHARASHTRA
OFFICE: Member Secréiory-1EC, Professar, Dept. of Pharmacology
Phone, Mo, [Oflice] Bd57-2I00657 (Fax) 02 SF-250006a8 Ve baite, Dilpwaow, Supmee. o, ond

APPLICATION FORM FOR PERMISSION (ETHICAL CLEARANCE]
OF RESEARCH PROJECT (BIOMEDICAL RESEARCH ON HUMAN)

B.B.:" To be submitted In TRIPLICATE, Ore copy will be returned to the department
after approval,

[(*To be preserved by [EC for minimnum 15 years.)

1. Title of the Research Project/ Dissertation

: %Th“ﬂ md’r{r-ﬂﬁ
1 f:f v tls “gn cel) Mmﬂwﬁj i

N-.lmr: nl‘ thae Prln:lpal rmustug:sm v/

""”""““”‘““”‘Lﬁﬁ%*ﬂﬂ

,wtcm% Fod
Mame of the to- Imrestlgatur,.l’

4. |} sipnature of Principal investigator/
LGS PG student: W *
I

it} Signature of co-investigator/
UG/PG guldeTrial monitor;

lif} Signature of HOD of Principal InvestigatorfUG/PG student:
{with seal)

LT

Prafessor & Head
Department of Pathalogy
oL P M.C.,Jalgaon



iv) Signature of HOD of other Departments involved (with seal):

[Fur IEC Office use only) Sr. Mo
Dept......
1) Date of Receipt by IEC (submissi---on of application) —————-——eeee
2} Date of resubmission to [EC e e
3} Date of IEC meeting —t, A S
4] Decision of |IEC: APPROVEDS RESUBMISSION/ REIECTED.
5] [EC decision conveyed on date: AR

MEMBER SECRETARY
l.E.C.

5) Place where research work will be carried out

(A)At DUPMCRH \/ (B) Dutside DUPMCEH,

(Fermission letter to be submitted if outside DUPMCEH)

(DUPMCEH —Or, Ulhas Patil Medical College & Hospital]

6} Time period reguired for completion of research project and it's analysis:

2w~ tn

7} Risk factar for the potient (give details):

A} Procedurall: __E_E_J_‘ :

34



oy

B) Adverse drug reactian (ADHs):

L} Invasive investigations {If any):

D) Explain the measures to counter the above risk faciors:

8] Details abowt research project

—
{a) Objectives:

(o, P A LA g" =
(0] Current knowledge about the research subject:

() Research plan;

(d) Implications:

(e} Conflict of interest: k_)
(f} Risk factors:
(g Bibhography/List of references:

9) Details of financial burden involved and how it will be met: —

v
10} Whether the research project is sponsered: JIEGJ’MD

sponsaring authority: (1) Ind ustry (2] Government (3) University (4} ICMR
(5] Any other [give details).

11) Any other relevant information: L} hw e

(5]
{5 g



Enclosures:

4 copies of research protocol (on &-4 size paper only) with appendices
{As per Schedule ¥ of Drugs & Cosmetics Acth should be enclesed i.e. detailed
information about investigational products,

{a) Patient information sheet.

(b} Informed consent form for subject participating In clinical trial
(in English/Marathi/Hindi} (appendix V).

(€] Case Record Form {CRF)

(d) Undertaking by the investigator {Appendix i)

(e} Stakility testing of new drug (Appendix 1X) 2

[f} Content of the proposed protocol for conducting clinical trial (Ap pendix X}

(e] Data elements for reporting Serlous ADRADE ocourrin £ in clinical trial,
[Appendix X1

{h} Study Flow Chart if any.

{il Mews paper publication matter for subject recruitment if any.

{I} Funding detalls of sponsor or permission letter of other institutions if any,
regulatory elearance |lke DCSIFDA approval far drugs not marketed In india,
ICMIR approval for global multi-centric trial,

(Serike out which is not enclosed),

| declare that | shall follow National and Intermational Good Clincal
Practice {GCP) guidelines in conducting the"above dlinical research project

Signature 8f Principal Investigator.

1) Principal Investigator should be prepared to give 10 minutes presentation on

DHP/Power point to IEC when called.

2) Involved Traditional Medicine Doclor as Co-nvestigator Tos

rEsEErch on
Teaditlonal Medieine,

1



Appendix 11

Through Proper Cha nnel Oy

To

The Chairpersocn,
[EC DUPRMCH,
lalgaan.

sub; submission of Synapsis of research protocol for Ethical
Clearance,

pespected Sir/Madam,

| the undersigned, I:l-r'g‘/m""':'_:L !é I I'w . hereby submitting

synopsis of my research pratocalf PG dis hE['I,EUEII‘I fos a'l clnar:mcn Kinad by
constder it far approval from ethics committes.

| am submitting herewith Title of Synopsis as mentioned below & a5
suggested by my aforesaid Guide.

'tlE of Synppsi: Evnf |:E-|$ - E s _|
| ﬂﬂ_ _ W ﬁm . .
€59 W Suptand
¥indly do the peedful,

r
[Candidate name an Eié‘l‘alufet N‘jﬂn&b

[Guide farme 5.|gna'lurej lHEIl:J name and 5 re with Dept. seal]

prefessor & Head
Cepartment of Pathology
D.U.P.M.C.,Jalgach

ik
Sl



—r

Appendix Il

INSTITUT] ONAL ETHICS COMMITTEE
DR. ULHAS PATIL MEDICAL coLLEGE AND HOSPITAL

JALGAON, DIST. JALGAON. 425309 MAHARASHTRA
OFFICE: Member Secretory-IEC, Professar, Dept. of Pharma cology
Fheme, Mo {0dlien) HIEF-H-HEEHFHHIHT-EHEHM\ ':h:.’ie.Jmp:.-f-m-.-w.mr.vm;_m:.m-"'

APPLCATION FORM FOR PERMISSION (ETHICAL 'ELEAHAHEE]'

OF RESEARCH PROJECT (BIOMEDICAL RESEARCH ON HUMAN)

N.B.:* To be submitted in TRIPLICATE. One tupy will be returned 1o the department

after - approval,

[*To be preserved by lEC for minimuym 15 years, )

1. Title of the Rescarch Project! Dissertation

e Rt
Eﬂtﬂini{ﬁm-jr L-"J"‘-'E?’L
ol Oy RBe {-j.-l.i'lg'"ﬂ L

2. MName of the Principal Investipatar,

Jb.ﬂ. VELJ‘F 1 F

£
f O %
3. Name of the o-investigator/

~ S PO Eoite Fristmenitar
FErmre—

g, I}Si,[:n&turuDFF‘rin:jp:l!inh'E.':II arf
UG/HG student: w !
g

i} Signatura of co-investigator/
UG/PS gulde/Trial mgnitor:

lii} Signature of HOD of Principal Investigatar/Us fug Student
(with seal)

Prafeséor & Head
Lieparimant of FPathology
HE SN dalgaon



.|

iv} Signature of HOD of other Departments mvalved [with seql):

(For IEC Office use only) 5r Mo
D
1} Date of Receipt by |EC (submissi—-gn of application) - T———
2] Datp of resubmission to IEC : S B
3] Date of IEC meeting e
4) Decision of IEC- APPHE&-‘ED,." HESUEMISSJGN.-" REJECTED.
51 1EC decision conveyed on date: e fe

%

MEMBER SECRETARY
LE.C.

3) Place wherg resedrch work will he carried ouf

{AIAL BUPMCEH / (B) Outside DUPMCAH,

{Permission lettar tabe submitted jf outside DUPMCEH)

(DUPMCEH - Dr, Uhge Patil Medical College & Hospital)

71 Risk factor for the patient (Bive details):

Al Procedural: Mo,
] =
—— e




Bl Adversa drug reaction {ALRs):

Clinvasive investigations [ any):

D) Explain the measures to cdunter the aboye risk factors:

8] Details about research project

~—
(2] Objectives;

s AN 1S =
() Current knowledge abaut the re sedrch subject!

{c} Research plan:
(d) Impllcations:

le} Conflict of interest:

-/

{f) Risk factors:
(e} Bibliography/List of references:
3} Details of financial burden involved and how it will be mot: ————

v
10} Whether the research project is sponsored: }ES.I'ND

Spensoring autharity: 11) Industry {2} Government (2] University {4) ICMR
(5} Any other (give detalls),

11) Any other relevant Information: L}L hwvw @




Enclosuros:

4 coples of researeh protocal (on A-4 iz paper only) with appendices
(A5 per Schedule ¥ of Drugs & Cosmetics Act) should be enclosed | .e. detailed
Infarmation about investigational products.

(@) Patient informaticn sheet,

{b) Infarmed consent form for subject participating in clinlcal trial
tIn English/Marathi/Hindl) (appendix V).
{c] Case Record Form [CRF)
(d} Undertaking by the investigator (Appendix V| 1)
o) Stahility besting of new drug [Appendix 1X) L
{fl Content of the proposed protocol for conducting elinical trial (Appendix X)
(gl Dara elements for reporting Serious ADR/ADE eccurring in clinical trial,
{Appendix XI)
(h] - Study Flow Chart if any.
() MNews paper publication matter for subject recrultment if any,
[} Funding details of sponsar or permission letter of ather institutions If any,

regulatory clearance [ike DCGI/FDA 2pproval for drugs not marketed in India,
ICMIR approval for global multi-centric trial,

{5trike out which is not enclozed).

I declare that I shall follow Mational and Intermational Gaod Clinical
Practice (GCP) guidelines in eonducting the'shove dinical research praject.

Signature &1 Principal Investigator,

1) Principal investigatar should be prepaned te give
OHEPower point to IEC when called

2] Invalved Traditional Medicing Docioe a8 Co-investigator for res
Traditional Medicine.

10 minutes presentation on

EArch on



Appendix 11|

Through Proper Channel Oinly

T
The Chairperson,
IEC DUPMCH,
Jalgaan,
5ub: Submission of Synopsis of research protocol for Ethical
Clearanca,

Respected Sir/Madam,

| the undersigned, Dr’l\/m':‘; E I ” g hereh',- submitting

synopsis of my research protocolf PG mss.enmunn far ::zl dearance Kirdly
cansider it for approval from ethics committes.

| am submitting herewith Title of Synopsis as mentioned below & as
sugeested by my aloresaid Guide.

| Titleaf Synppsis

B g A,

€32 bnais e

Kindly da the needful,

[Candidate name and 5| na’ture] N\ﬁg‘e_.
(Guide rame slgnature]}-h-(ia’(mﬂm fAzme md%wnh Bept. seal]

Prafessor & Head
Degartmeant of FPatholegy
B.U.P.M.C.,Jalgacn

37



L.

Appendix |1

INSTITUTIONAL ETHICS COMMITTEE

See | DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGADHN, DIST, JALGAON. 425309 MAHARASHTRA
OFFICE: Member Secrétory-1EC, Professar, Dept. of Pharmacology

APPLICATION FORM FOR PERMISSION (ETHICAL CLEARANCE)
UF RESEARCH PROJECT (BIOMEDICAL RESEARCH ON HUMAN)

N.B.:* To be submitted in TRIPLICATE, Dnp cupy will be returned to the department
after approval.

[*Te be presarved by IEC for minim um 15 years.)

1. Title of the Research Project! Dissertation

: gmu He -:r—ﬁ
L th -
EL HEVW NN EEZE cel) A

{rhw

& I'-.arrm of the Principal lnvestl.aamr,.l'

b Veis it &ﬁﬂa
wt
3. Namo of tha m;ilga:nd

hhﬂp‘.l'fm_“

e e s

.

—
—— s

A, 0] Signature of Principal investi Lﬂmf
UG/PG student: W X
i )

i} Signature of eo-investigatar,
UG/PG guide/Trial monitor

i) Stgnature of HOD of Principal invice igator /UGG student:

(with gaal) ]

v

Frate smr & Head
Hepartmant of Py athology
LEALPMLC.  Jalgaon



LY

iv) Slgnature of HOD of other Departments invalved [with seal):

(Fur IEC Offlee use only) &r. No
Dept........oconmsmnss
1] Dateof Receipt by IEC [submissi—-—gn of application) —— o
2} Date of resubmission ta |EC e —————
3} Date of IEC meeting e b T
4) Decision of IEC; AP PROVED/ RES UBMISSION, REJECTED.
5] |EC decision con veyed on date: e —
2 d JJ)/
'] : ﬂ‘
CHAIRPERSON MEMBER SECRETARY
LEC. LE.C,

3] Place where research work will be carrled ous

(A)AL DUPMCEH / (B} Qutside DUPMCEH.

{Permission letter to be submitted If autside DUPMCEH)

(DUPMCEH ~ Dr. iJjhas Patil Medical Colloge & Hospital)

B} Time perlod required for eompletion af research project and it's analysis:

2 st ta

71 Risk factor for the Fatient (give details);

Al Procedurall; __}‘-_—t_'_ﬂ-___t 3




Bi Adverse drug reaction (ADRs):

C} Irvashve Investigations (if any):

B} Explain the measures 1o counter the sbove risk factars:

8} Detalls about research project

.
\a] Dbjectives:

(g, Pt a1 E‘ =
(b)Y Current knowle dee about the research subject:

lc)-Research plan:

(4} Implications:

te) Conflict of Interest: _‘J
If] Risk factors:
(g} Bibliography/List of refarences:

3] Details of financial burdan Involved and how it will be met; E—

.'r,.-"
10} Whether the research project is sponsofed: ):.ES,-"MG

Sponsoring autharity: (1} Industry{2) Governme nt{3] University (41 1chag
(5} Any other {give details),

11) Any other relevant informatian: L}" o 500 N -




nclogures;

= A copies of resegrch Protocol (on A-4 size paper only) with appendices
(As per Schedule ¥ of Drugs & Cosmietics Act] should be enclosed |.e. detailed
information about investipational products,

{a) Patient information sheer,

{b) Informed consent form for subject participating In dinfcal trigl
(in English/Marathi/Hindi} (abpendix V.
(e) Case Record Form {CRE)
(d] Undertaking by the Investigator (Appendix i}
le} Stability testing of new drug [Appendix 1K) "
' {fl Content of the proposed protacol for conducting cinfcal trial (Appendix X)
(g} Dota elements for reporting Serious ADR/ADE ocewu reing in clinical trial,
(Appendix Xi)
{hy Study Flow Chart if any.
{ij MNews paper publicatlon matter far su bject recruitment if any,
(il Funding details of sponsor or permission letter of other institutiong §f any,

regulatery dearance like DCGI/EDA approval for deugs not marketed in Irdia,
ICWR appreval for global multi-centric te Fal.

(Strike out which I not enclase dj,

| dedlare that | shall fallow Nationa] and International Goad Clinical
Practice (GCP) guldelines in can ducting the'above dinical research project,

Signature Ptincipal Investipator.

1) Principal investigator should be prepared 1o Eive 10 minutes pietentation on
OHR/Power paint to IEC when called,

2] Invalved Traditional Mediclave Doctor as Co-investipator for reseq

rchoon
Traditicnal Medicine.

16
A



Appendix 11|

Through Proper Channel Only
T
The Chairperson,
IEC DUPMCH,
lalgacn,

sub: Submission of Synopsis of research protocal for Ethical
Clearance,

Respected SirfMadam, i

| the undersigned, Or \‘/m"'

synopsis of my research protocol/ PG dissertation for o
consider it for approval frem ethics committee.

I am submitting herewith Title of Synopsis as mentioned below & a5
sugpested by my aforesaid Guide,

coemvenninc B EDY SUBMtting
cal elearance. Kindly

Title of Synppsls

bl gare o)

€59 LLfwnAmi Lo

Kindly dothe needil

(Candidate name and's

] i
f VPAM
ignature '\&ﬂq‘L,
[Guide rfame signature) f-;'t’ﬁh_‘( (HOD name sndMﬂvilh Degt. zeal)

Prafessor & Head
Uepartmant of Pathalogy
D.U.P.M.C.,Jalgaon

B



Dr.

Ulhas Patil Medi

Godavari Foundation's

cal Colle

e & Hospital

Recognised by Medical Council of India, Appraved by Central Gowt, of India, New Deihi,
and Affiliated to Maharashirg UHIHHTME of Health Science, Nashik
N.H.6 (Jalgaon- Bhusawal Road), Jalgaon ( 1.) - 425 309 Tal & Dist - Jalgaon

Ph. No. (0257) 2366657 Fax

All members of Institutional

12366648 E-Maijl Id ﬂ‘éﬂ"%ﬂn

CIRCULAR

informed that meeting is arranged
07/01/2020 at 3.00 pm

Ethics committee are
in Dean’s office on

All members are requested to attend meeting

Copy to all members

SrNo

Name

Dr. Ravindrakumar [ Hakal

Dr. D, R. Chaudhari

Dr. {Mrs) Maya M. Arvikar

| Dr, Amrut Mahajan

Dr. Milind P, Joshi

| Dr.Milesh Bendale

L_]r. Rahul P.Bhavasar

Adv, Satish Gadge

D, ﬁ‘asha_nl M. Warke

Mr. Prabhakar M. Jﬁ.ﬂgatﬂ

—| oo ~d o ln] e ps] —

R

Mr, Sandesh Y, Patil

drn
Dr. Ulhas Patil Medical

College & Hospital, Jalgaon
kh.



Godavari Foundation's
{Registered under the Bombay Public Trusts Act. 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH B (lalgaon-Bhusawal Highway)

Jalgaon Khurd | Dist. Jalgaon) M. 5. Phone: (0257) 2366657
Pin - 425 309 Fax: [D257) 2366648
IEC/ 2020/ Minutes of Meeti ng DATE: 07/01,/2020

Location: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

| Sr. No. Member Name Designation Signature
= . i
1. | Dr. Ravindrakumar. L. Bakal Chairman I
2. Dr. Devendra R. Chaudhari Member Secretary
. RS
. 3. Dr. {Mrs) Maya N. Arvikar Member "-l ‘-:ji:"'"
4. Dr. Amrut Mahajan A Member [ mﬂ“r_‘;

5. Dr. Milind P. Joshi Member I l

6. | Dr. Nilesh Bendale Member W

7. Dr. Rahul Prakash Bhavasar Member A e

8. Adv. Satish Gadge Member

9. | Dr.Prashants. Warke Member Fabhat—
10, | Mr. Prabhakar. M. Jangale Member S © R L .
11. | Mr. Sandesh Y. Patil ) Member =, ;,- Mf

2 MEETING LOCATION
Dr. Uthas Patil Medical College and Hespital Jalgaon (Kh) at Dean's Office

3 MEETING START TIME
Meeting Schedule Start- 03.30 pm

Meeting Actual Start: 02.35 pm




4 AGENDA

4.1 To discuss the research study of associate professor of pathalogy Dr. Vaishali

Baburao Nagose, titled ‘Case based learning as a means of reforming Pathology
Teaching in second MBBS (Undergraduate Students)’

Minutes of meeting:-

1.

Topic of research study was discussed under — title of the study, aims and objectives of the
study, research plan and methodology, questionnaire, inclusion and exclusion criteria,
interpretation of data, Implications, risk factors, references, any sponsership by the
committee members.

The study will be conducted by them from 10" Jan 2020 to 10™ March 2020. The implication
of the study assets the improvement in student's performance after assignment given to
them.

It was ensured that study was undertaken as per |CE guidelines.
The parmission was granted to conduct the study by the committee members.

Application form for permission of research project was duly signed by Chairpersen and
Member secretary.

Meeting ended with thanks to Chairman and All Members.

5 MEETING END

Meeting Schedule End: 04.30 pm
Meeting Actual End: 4.50 pm

\'}T/
DOr Devendra R. Chaudhari.

Member Secretary

DUPMCH

Page 2af 2



Appendix Il

INSTITUTIONAL ETHICS COMMITTEE

DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAOM, DIST, JALGADN. 425309 MAHARASHTRA
OFFICE: Member Secretory-1EC, Professor, Dept, of Pharmacology
Phone. N [O1fke] D257-2 360657 [Fax] G247-29666R VY Ebsite, RIp-wiww dupmo.ac 1o/

-

APPLICATION FORM FOR PERMISSION (ETHICAL CLEARANCE])
OF RESEARCH PROJECT [BIOMEDICAL RESEARCH ON HURMAN)

M.B.;* To be submitted iri TRIPLICATE, One copy will be returned to the department
after approval,

(*To be preserved by |EC for minimum 15 years.}

1. Title of the Research Praject) Dissertation

= ' B ALEZOIS K £ M!E
BB Tl obns ey, sl

2. Name of the Principal Investigator/
Wrder/Post graduateSstudants

Bn, Vackal 3, ura e flﬁaﬁum .

=
3. Mame of the co-investigator/
ue/peguide/TrsTmonitor

TPV pan, Toolase

4, 1) Signature of Principal investigator
UG/ PG student; s
A
it} Signature of co-investipator)/

UG/PG guideTrial muE!Inr:

iif} Signature of HOD of Principal Investigator/UG/PG student:
{with seal)

Professor & HOD
Deat. of Pathoiegy

nir. Ulhas Patil Madical College & Rospila!
Jalgmon Kh, Jalgaon




iv) Signature of HOD of ether Departments Involved (with seal);

(For IEC Office use only) &r.Ho
I F= | R ;

1} Date of Receipt by IEC (submissi-——-on of application) —————————
2} Date of resubmission to IEC e -

3} Date of IEC meeting

4) Declsion of IEC: APPROVED/ RESUBMISSION/ REJECTED.

5) IEC decislon conveyed on date: SUEE L da
CHAIRPERSON MEMEER SEéHET.th‘I'
LE.C. LE.C.

5} Place where research work will be carried out
{AAT DUPMCEH (B) Cutside DUPMCEH.
{Permission letter to be submitted if outside DUPMCEH)

[DUPMCEH - Dr, Ulhas Patil Medical College & Hospital)

&) Time period required for completion of research project and it's anabysis:
.E PGy

7} Risk factor for the patient (give details):

A) Procedurall: Mrf D/I\,[\/{/“ La"ﬂ-'é‘al/
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B Adverse drug reaction (ADRs):

C) Invasive Investigations [if any):

D) Explain the measures to counter the above risk factors:

8 Detalls about research project L4 FA' E&]wrbr’ﬁ‘* ﬂdm '

[a] Dbjectives:
(b} Current knowledge about the resgarch subject:
[c] Research plan:
{d} Implications:
{e) Conflict of interest:
() Risk factors:
(g} Bibliography/Ust of references:
9} Detalls of financial burden involved and how It will be met: ,r-l_] el S

10) Whether the research project is sponsored: ¥ES/ND

Sponsoring authority: (1) Industry (2) Government (3} University {4) ICMR
{5] Any other {give details),

11} Any other relevant information:

-



Encosures: N ofs D“]‘-]"me

* 4 copies of research protocol (on A-4 size paper only) with appendices

lAs per Schedule ¥ of Drugs & Cosmetics Act} should be enclosed | o, detalled
infarmation about investigational products.

{a) Patlent information sheet.

(b) Informed consent form for subject participating in clinical trial
{In English/Marathi/Hindi) (appendix V).

(e} Case Record Form (CRF)

(d) Undertaking by the investigator (Appendix V1)

(e} Stability testing of new drug [Appendix Ix)

(f} Content of the proposed protocol for cond ucting clinlcal trial (Appendix X)

(gl Data elements for reparting Serious ADR/ADE occurring in elinical trial,
(Appendix X

(R) Study Flow Chart if any.

(i} News paper publication matter for subject recrultment if any.

(i) Funding details of spenser or permission letter of other institutions if any,
regulatory dearance like DCGI/FDA approval for drugs not marketed in India,
ICMR approval for global multl-centric trial,

(Strike out which is not endlosed).

| declare that | shall follow National and International Good Clinical
Practice {GCP} guidelines in conducting the above dinical research project.

e o

el

Signature of Principal Investigator.

1) Princlpal Investigator should be prepared to ghee 10 minutes presentation on
OHP/Power paint ta IEC when called,

2] Involved Traditional Medicine Doctor as Co-investigator for research on
Traditional Medicine.
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Appendix 11

Through Proper Channel Dnly

Ta
The Chairperson,
IEC DUPMCH,
Jalgaon,

Sub: Submission of Synopsis of research protocol for Ethical
Clearance,
Rezpocted Sir/Madam,

I the undersigned, Dr....,

symepss of my reseanch prutﬂcnl,.lfﬁﬂ‘:ﬂ.ls:e:ﬁﬂﬁ'n ﬁ;lr nrhh:al cleamn::e Kindly
consider it for approval from ethics committes,

I am submitting herewith Title of Synopsis as mentioned below & as
suggested by my aforesaid Guide.

Title of Synopsis |
%""‘% e qub’mruaé'ﬁmm

M L Babwon Mﬂﬁ‘m
i y submitting

Kindly da the needfyl, I
¢
%ﬁ ; ; o) Mmﬁhﬂ
[Cmdid'ﬁte name and srgnal:urt]
{Guide name and signature) {HOD name aj% Signature with Dept. seal) |

Professor & HOD
Dept. of Pathology
Or, Uthas Patll Medical Gollege & Hosgita!
Joinaon K, Jainson

3z




Date:- 16/09/2020

CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on
17/09/2020 at 3.00 pm

All members are requested to attend meeting

Copy to all members
Sr Mo MName

| Dir. Rmr_indmkumﬂr L.Bakal
2 Dr. D. R. Chaudhari
3 Dr. (Mrs) Maya N.Arvikar
4 Dr. Amrut Mahajan
5 Dr. Milind P, Joshi

) f Dr.Nilesh Bendale
7 Dr.Rahul P.Bhavasar
B Adv. Satish Gadge
o Dir. Prashant M. Warke
10 Mr. Prabhakar M. Jangale
11 Mr. Sandesh Y.Patil »

oa

Dr. Ulhas Patil Medical
College & Hospital, Jalgaon
kh.



Godavari Foundation's
{Registered under the Bombay Public Trusts Act. 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH & [Jalgaon-Bhusawal Highway)

Jalgaon Khurd | Dist. Jalgaon) M. 5. Phone: (0257) 2366657
Pim - 425 308 = Fan: ;DIST! 2366648
lEC/ 03/ 2020/ Minutes of Meeting DATE: 17/09/2020

Location: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

5r. No. | Member Name Designation Signature
—1. Dr. Ravindrakumar. L. Bakal - Chairman
2. Dr. Devendra R. Chaudhari Member Secretary
" 3. | br.(Mrs) Maya N. Arvikar Member mﬁf’
3 Dr. Amrut Mahajan Member 3 >
ab; Dr. Milind P. Joshi | Member M_‘,
6. | Dr. Nilesh Bendale Member |
a7 Dr. Rahul Prakash Bhavasar | Member -
8. | Adv.Satish Gadge Member ‘ _
~9. Dr. Prashant 5. Warke Member ﬁ 3 ]E:
10 | Mr. Prabhakar. M. Jangale Member
1L | Mr. Sandesh Y. Patil | Member

2 MEETING LOCATION
Dr. Ulhas Patil Medical College and Hospital Jaigacn (Kh) at Dean's Office

3 MEETING START TIME
Meating Schedule Start 03.00 pm

Meeting Actual Stant: 03.05 pm




4
4.1

AGENDA

To discuss the research study of DR MILIND B. NIKUMBH titled “A CLINICAL
EVALUATION OF EFFICACY OF SPECIFICALLY DESIGNED INNOVATION
AURVEDIC TREATMENT REGIMEN FOR SUSPECTED HIGH RISK ADULTS
AND FIELD WORKERS IN PREVENTION OF COVID -19: A RANDOMIZED
CONTROLLED PROSPECTIVE CLINICAL TRIAL .»

Minutes of meeting:-

1.

Topic of research study was discussed under - title of the study, aims and objectives of the
study, research plan and methodology, questionnaire, inclusion and exclusion criteria,
interpretation of data, Implications, risk factors, references, any sponsorship by the
committee members.

. The study will be conducted by them from October 2020 to December 2020 The implication

of the study assets the improvement in student's performance after assignment given to
them.

It was ensured that study was undertaken as per ICE guidelines.

. The permission was granted to conduct the study by the committee members.

Application form Yor permission of research project was duly signed by Chairpersan and
Member secretary.

Meeting ended with thanks to Chairman and All Members.

MEETING END

Meeting Schedule End: 04.30 pm
Meeling Actual End: 4.50 pm

DOr Devendra B. Chaudhari.

Member Secretary

LUPMCH
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study, research plan and methodology, questionnaire, inclusion and exclusion criteria,
interpretation of data, implications, risk factors, references, any sponsorship by the
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. The study will be conducted by them from Octeber 2020 to December 2020 The implication

of the study assets the improvement in student's performance after assignment given to
them.
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MEETING END

Meeting Schedule End: 04.30 pm
Meating Actual End: 4.50 pm

Dr Devendra B Chaudhari,

Member Secretary

DUPMCH
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Appendix 1l

@ INSTITUTIONAL ETHICS COMMITTEE

DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAON, DIST. JALGAON. 425309 MAHARASHTRA

OFFICE: Member Secretory-IEC, Professor, Dept. of Pharmacology
Phoee, WG, [OFE] 0257- : [ T :

AFPLICATION FORM FOR PERMISSION (ETHICAL CLEARAMNCE) OF RESEARCH PROJECT {BIOMEDICAL RESEARCH

0N HUhAN]

N.B.:* To be submitted in TRIPLICATE. One copy will be returned to the department after approval,
[*To be preserved by IEC for minimum 15 years.)

i

Title of the Research Project/ Dissertation - Clinical Evaluation of Efficacy of
Specifically Designed Innovative Ayurvedic Treatment Regiman for Suspecied High-
Risk Adults And Fleld Workers in Prevention OF Covid-15- A Randomized Controlled
Prospective Clinical Trial

Name of the Principal Investigator: Dr. Ming B, Mikumbh, Dean, Government
Ayurved College, Jaigaon

Name of the co-investigator -=Dr Sandeep V. Binorkar, Assigtans Professgor,
Gavernment Ayurved College, Jalgaon

i] Slgnature of Principal nvestigator:

#
il} Signature of co-investigator: w
iif} Signature of HOD of Principal Investigator: ’éﬂ}/{
r.Milind B.Nikumbh

iv) Signature of HOD of other Departments involved (Gdstrs&ant, Ayurved Collage
Jalgaon

{For IEC Office use only) 5. No

Dephiouiiisi

1} Dateof Receipt by IEC (submission of application) 12.09.2020
2} Date of resubmissionto lEC =000 e,

3] Date of |EC meeting 17.09.2030
4] Declsion of [EC: APPROVED
5) I1EC decision conveyed on date; 17.09,2020
Ve
CHAIRPERSON MEMBER SECRETARY

e LE.C,



5) Place where research work will be carrled out

Vlafﬁ.t DUPMCEH Jﬂ‘fautside DUPMCRH,

{Permission letter to be submitted if outside DUPMCE&EH)

(DUPMCE&H - Dr. Ulhas Patil Medical College & Hospital)

&) Time period required for completion of research project and its analysis: - 3
Months from the date of allotment of first subject

7] Risk factor for the patient |give detalls):
A) Procedural L: None

B) Adverse drug reaction [ADRs); Trial drugs are all Herbal Medicine. ADR Nat
reported o far.,

C} Invasive investigations {if any): - None

D) Explain the measures to counter the above risk factors: Any adverse event, if
ebserved during treatment period or during follow up visits characterized by
the suspicion of a causal relationship between the drig and the occurrence,
ie. Judged as belng at least possibly related to treatmont will be dearly
documented and Its appropriate and timely management will be done. Such
cases will be Immediately referred to the app ropriate health authorities for
further management. The Principal Investigator will report the same 1o the
Ethics committee and the sponsor(s) at the earliest.

8] Details about research project
{2} Objectives;
L To study the efficacy of specifically designed innovative ayurvedic
treatment regimen in suspected high-risk adults and field workers.
2. To create awareness among the subjects regarding Ayurveda and Yoga
in preventing COVID-19.

(b) Current kriowledge about the research subject: The proposed treatment
module was selected on the basis of the classical references and indications
of the selected drugs and also from the previous research studles published
on these individual drugs SUBEESting its anti-viral, anti-pyretic, anti-
bacterial, respiratory rejuvenator, Rasayan effects and immunamodulatory
activitles.

(c) Research plan: The total cases of COVID warriors turned positive or
symptomatic on 17" Sept 2020 from Jalgaon city is around 1500 which
Includes, doctors, nurses, police officers, paramedical staff ste. Considering
this as a population, the sample size for the present research can be
calculated as 383 wsing Raosoft* online sample size calculator [5] with 5%
margin of error and 95% confidence level. 50, to avoid further Has and
errors, the sample size for the present study will be 300 {150 in each group).

Selection of subjects: - The individuals who were at high risk and in
Immediate contact with the COVID-15 subjects, do or do not show any signs
and symptoms of flu will be the population for the current study. 300 such
healthy individuals will be selected randomly and will be divided into two
Broups (A-Trial & B-Control group 150 each].

After procuring the nformed written Consent, first group-A (Trial Eroup;



n=150) will be managed with specifically designed Innovative ayurvedic
treatment reglmen and the other group -B [Control group; n=150) will be
kept under observation. The trial will be conducted for the 30 days. And the
entire duration of the study including the allotment and analysis of the
results will be 3 months.

{d) Implications: None
(2] Conflict of interest: None Declared
{f) Risk factors: Stated in the Research Protocol.

(g) Bibliography/List of references:

l. Cymanosks D. “We need sa be alen™ scientists fear sevond coransvirus wave w China's lockdowrs
ense. Matute 2020 [Epub shead of prim], DK0 1 103Ridd | $86-020-00600.0

2, ‘Waorkd Heslith Drganizaison. O Inbel wee of medings for COVID | & WHD relizence numbser:
WHONIN -0 CoiEa_Baie AONM-fubd_wser 000 | Onlice documernt
Al himps Aapps wha wrelirtsatsneamhandsie! | 1665331 646WHO-20| SnCoV-Sei_Dref.0ff-
Inbed w2000 L-eng pdl; neesssad May B, 2020,

3. World Health Organization. WHO SOLIDARITY Clinical enal far COVID I ireatments. Cnling
docunent o hitgs Swur who inviciichrity-clinical-trial-forecov id- 1% ireatments,
accemsed Apeil 3, 2030

T Hqu.n'.'i:mnrmiun-':l:-rwlunlmtmrnlmmemlpdiqmm an
27,09 202101

3 hipSvww, rosodl comismmplesiee bml | Accessed on 37 04 M3

3] Details of financlal burden involved and how it will be met:

5r.

o,

Justification Approximate

Expenditure =

The contents of Innovative Ayurveda
Medicines [IAM-Dip bags) will cost
around Rs  15/3gm,  Thersfore, for
approximate cost of total medicine per
subject will be around As. 1100 and for
150 subjects will be Rz 2 Lakh

Rew Crugs B Medicing 200000

Freparation. of the specified coarse

Freparation of Medicines ey R T s outer pal:licaglnﬂ:_ |

Size of dip bag will be 5SxGcm,
Approximate costs per dip bag will be 15000
arownd Rs 1.5/ bag,

Purchasing  Poly-propylene  non-
woven material

RT-PCR is conducted only il the patient Is
Lab Investigations including RT-PCA showing the signs and symptoms of
lin case i the subject is positive for | COVID-18.  The  cost decided by 360000
Rapid antigen test.) Government of Maharashtra for private
laboratories is s, 1200 per subject.

A4 sive papers for Code Research form
Stationany [20 pages each), Information loafiets, 50000
Tast reports et

Printing of Case Research form (20 pages
Printing each), information leaflets, Test reparts 50000
BLE,

Petrol espenditure for first and last
Traveling personal visit to the subjects at their 35000
respictive offices and work places,

Liability Insurance for BOD subjects in
Lishility Insuranca case af any ADA IApprasimately Rs, 175 140000

puir subject|

For sudden and unexpected sxpendinure
Miscelfaneous wuring the research i case if the budget 30000
of above 8 heads is exhausted.

Total F30000




3

The financial support will be provided by the Maharashtra University of Health Sciences, Nashik
under the Extra Mural Research Scheme.

10} Whether the research project s sponsored: YES
Sponsoring authority: Maharashtra University of Health Sclences, Nashik

11} Any other refevant information: Attached herewith is Detail Research Protocol
Englosures:

* 4 coples of research protocel (on A-4 site paper only] with appendices [As
per Schedule ¥ of Drugs & Cosmetics Act] should be enclosed [.e. detailed
infermation about investigational products,

(a) Patient information sheet,

(b} Informed consent form for subject participating in clinical trigd {in English/Marathi/Hindi)
[appendix V]

(€] Cese Record Form (CRF)

{d) Undertaking by the investigatar A ppendix Wil

(e} Stability testing of new drug {Appendix LX)

(F} Content of the proposed peatacal for canducting clinical trial {Appendix X}

(E) Data elements for reporting Serious ADRIADE ocourring in dinical trial
{Appendix Xl

{h) Study Flow Chart if any.
(I} Mewspaper publication matter for subject recruitment if any.

([} Funding details of sponsor ar permudion ketter of other institutlons @ any,
regulatory clearsnce fike DCGI/FDA approval for drugs not marketed in india, ICMR
approval for ghobel multi-centric trial.

[5trike out which [s not enclosed),

| declare that | shall fallow National and International Good Clinical
Practice {GCP) guidelines in conducting the above clinical research project.

Lﬁ‘-
Signature of Frhw-

1} Princlpal Investigator should be prepared to gi ﬁmmﬂ;
OHP/Power point to IEC when called. Ef“ Eﬂ%”””“‘ College

2} Involved Traditional Medicine Dactor as Co-l nvestTgitnr foymlgadiftchan
Traditional Medicine.



Appendix NI

Through Proper Channgl Only

To

The Chairperson,
IEC DUPMCH,
falgaon.

Sub: Submission of Synopsis of research protocol for Ethical
Clearance.

Respected Sir/Madam,
| the undersigned, Dr. Milind B. Nikumbh hereby submitting synopsis of my
research protocol/ PG dissertation for ethical dearance. Kindly consider it for
approval from ethies committee. | am submitting herewith Title of Synopsis as
mentioned below B as suggested by my aforesaid Guide.

Tithe of Synopsis = =
Clinical Evaluation of Efficacy of Spacifically Designed Innovative Ayurvedic Treatmeni Regimen for ‘

Suspected High-Risk Adults and Field Workers In Prevention OF Covid-19: A Randomized Controlled
Prospective Clinkzal Trial

Kindly do the needful.

r.Milind B. Nikumbh

Dr- M. B an,Govt. Ayurved Collage
Dean Jalgaon
Government Ayurved College,
Jalgaon




T BE PRINTED ON OFFICIAL LETTER-HEAD OF OFFICE

TO WHOM S50 EVER IT MAY CONCERN

CONSENT LETTER

We have no cbjection to conduct clinical trials of the trial drugs under the studytitled
"Clinical Evaluation of Efficacy of Specifically Designed Innovative
Ayurvedic Treatment Regimen for Suspected High-Risk Adults and Field
Workers in Prevention of Covid-19: A Randomized Controlled
Prospective Clinical Trial”™ on COVID patients admitted in ourcentre for the

purpose of research sponsored by Maharashtra University of Health Sciences Mashik.,

The investigators will have full access to the patients in eur centre for examination of
the patientunder the trial in the proposed study.

We hereby give consent to Dr. Milind B. Nikumbh, Dean, Government Ayurved
College& Hospital, Jalgaon,the Principallnvestigator of the Research project
titled"Clinical Evaluation of Efficacy of Specifically Designed Innovative
Ayurvedic Treatment Regimen for Suspected High-Risk Adults and Field
Workers in Prevention of Covid-19: A Randomized Controlled
Prospective Clinical Trial” for the same.

In e
COVID Hospltalf Center



TO BE PRINTED ON IEC LETTERHEAD

Institutional Ethics Committee (IEC) Report

OutwardNo.: Teh UPMI::.H/Q 2y fggh Date:
g
Dr Milind B. Nikumbh | 3 eg ||
Dean,
Government Ayurved Colleged Hospital,
Taleaon

Reference: The Research project entitled Clinical Evaluation of Efficacy of Specifically
Designed Innovative Avurvedic Treatment Regimen for Suspected High-Risk Adults
and Field Workers in Prevention of Covid-19: A Randomized Controlled Prospective
Clinical Trial

Dear Researcher,

The meeting of the Institutional Review Board (IRE)VInstitutional Ethics Committee
(IEC) [please state the name of the 1EC] .-...I.E.?:-_I}Llﬁm "'l ................... was held
o A loalzeze & (time) R0 iy in  the (Venue)
opuPkens.. TﬁLﬂ e with(N amcj."l;ﬁﬁ.'. Eape-d J"ﬂlﬁj;ur:-nh:; Chairperson.
Raleal
The following members attended the meeting.

. N Position on Designation and
a'n HRE IRBAEC Affiliation

o1 'I)i"' M'ﬁdﬂmgﬂl&; fﬂxn LB e A, R’}NLLP-K.]
02 Dy Doverdm B (lawdley Mepabet Gresetany [Bahditecd D.

01 [Delrea)M. N hwikat | Mendea ' lfrehd Mead | MD,
04\ v Naflesh [endale M epadoel - Pero. fref— [MD.
DS | My Cadiah - PMernbey adater | LA
06, | D frpghank & \nfaable Mepbes wodal M UBA
It is hereby confirmed that, neither vou nor any of the study team members have

participated in the voling/decision making procedures of the commitiee.

The IRBAEC has revicwed and approved the following documents submitted for the
above- mentioned Researchproject.

Caalific

[ation

1. Research Proposal.
Z, Consent form
2 Case Record Formt

The IRB/EC approves the project entitled Clinical Evaluation of Efficacy of Specifically
Dresigned Innovative Ayurvedic Treatment Regimen for Suspected High-Risk Adults

and Field Workers in Prevention of Covid-19: A Randomized Controlled Prospective
Clinical Trial
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flt is understood that the research project will be conducted under your direction, in a total of

300 (150 cach in two groups) research participants, at Department of Geversiment Aysrved

Cofleze& Hospital, Jalgaen (Institute) as per the submitted protocol.

This approval is valid for the entire duration of the project. It is the policy of IRB/EC that it
be informed about any serious adverse event (SAE) occurring during the course of the
research project within seven working days of the occurrence of the adverse event; It*Death”
15 a4 SAE, it should be reported to the IRB/AEC within 24 hours of its occurrence via an ¢-

mail.

Mo deviations from, or changes of the protocol and Informed Consent Document should be
initiated without prior written approval by the IRB/AEC of an appropriate amendment. The
IRB/IEC expects that the investigator should promptly report to the IRB/IEC any deviations
from, or changes of, the protocol to eliminate immediate hazards 1o the research participants
and about any new information that may aflect adversely the safety of the research

participants or the conduct of the trial.

The EC functions in accondance with 1CH GCP and ICMR guidelines.

Sincerely yours,

-

Member Secretary/Chatperson IRB/AIEC
(Signed and dated by the
IRB/IEC
Chairperson or Member S¢cretary)

Date of approval of the Research project:
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Colleged Hospital, Jalgaon (Institute) as per the submitted protocol.
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be informed about any serious adverse eveni {SAE) occurring during the course of the
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participants or the conduct of the trial.

The EC functions in accordance with ICH GCP and ICMR guidelines.

Sincerely yvours,
Member Secretary/Chatrperson IRB/EC
{Signed and dated by the

IRB/EC
Chairperson or Member Secretary)

Date of approval of the Research project:

-



CLINICAL EVALUATION OF EFFICACY OF SPECIFICALLY DESIGNED
INNOVATIVE AYURVEDIC TREATMENT REGIMEN FOR SUSPECTED HIGH-
RISK ADULTS AND FIELD WORKERS IN PREVENTION OF COVID-19: A
RANDOMIZED CONTROLLED PROSPECTIVE CLINICAL TRIAL

. CLINIGAL TRIAL
PROTOCOIL

Submitted to Maharashtra University of Health Sciences, Nashik

| Principal Investigator Co-investigator(s) AYUSH Associate
Dr. Leena Badgujar,
Dr. Milind B. Nikumbh Dr. Sandesp V. Binorkar MO, NRHM, AYUSH,

Assistant Professor
Government Ayurved
College, Jalgaon

Dean, Government Ayurved
College, Jalgaan

Jalgaon
Dr. Bhushan Deo
CHO, NHM, Jalgaon

Government Ayurved College & Hospital, Jalgaon
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Introduction:
The coronavirus disease 19 (COVID-19) pandemic is exceptional and

unprecedented in several aspects and has challenged health care systems all
over the warld. At present, the global momentum is unrelieved and further
catastrophe is still anticipated.[1] The outbreak of this wvirus was primarily
reported in Wuhan, China in December 2019 [2] The principal cause behind this

pandemic is newly identified sever acute respiratory syndrome coronavirus 2
(SARS-CoV-2). The experiences and lessons learnt from the earlier severe acute
respiratory syndrome {SARS) epidemics appear inadequate and resulted in call
for better approaches and strategies in public health and medical care,
Contemporary mainstream medicing is the vanguard and struggling to rheostat
the menaca, The axlsting prophylactic measures are inadequate, and suggestad
possibilities such as hydroxychloroguine (HCQ) are still under investigation, [3]

Globally mortality rates and sever complications have been high among those
with hypertension, cardiovascular disease or type 2 diabetes, However, COVID-
19 infection exhibits a8 wide clinical course affected by |lower respiratory tract
infaction and gastrointestinal system, The role of the immune response in
COVID-19 infection disease is under study but there is evidence suggesting that
lung damage could be more immune-mediated rather than directly virus-
induced, In adding, recent data from wvarious laboratories suggest that SARS

maybe a systemic disease with widespread extrapulmonary dissemination.

The prophylactic and therapeutic potential of traditional and complementary
medicing systems such as Ayurveda and Yoga is not really being considered

during this crisis and global hunt for effective preventive and treatment
measures.

Therefore, the present study is being attempted to evaluate the kKnowledge and
practices from Ayurveda that might be effectively utilized in the prophylaxis and
adjuvant therapy of COVID-19 which may support the quarantined patients of
COVID-19 and field workers including doctors, paramedical staff, Police staff,
municipal corporation and other related personals in preventing the dissase
thereby Improving the quality of standard care.

AIM & OBJECTIVES:
To study the efficacy of specifically designed innovative ayurvedic treatment
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regimen in suspected high-risk adults and field workers in preventing the
disease.

Objectives:
1. To study the efficacy of specifically designed innovative ayurvedic
rreatment regimean n suspected high-risk adults and field workers.

2. To create awareness ameng the subjects regarding Ayurveda and Yoga in
preventing COVID-19.

Research Question

Is specifically designed Innovative ayurvedic treatment regimen Is effective In
preventing suspected high-risk adults and field workers turning positive?

Research Hypothesis
The specifically designed innovative ayurvedic treatment regimen |s effective in
preventing suspected high-risk adults and field workers turning positive.

Raview of Literature:

Innovative Ayurveda Medicines (1AM-Dip bags):

This preparation is combination of various herbs which ara proven to exhibit
immuna-modulator properties, as well as thelr effects on various respiratory
disorders, Dip bags are the innovative methods to server the medicine in required
guantity and alsc 2asy to carry at workplace thereby aveiding the laborious and

tedious method of preparing a decoction.
Material and Methods:

The specifically designed innovative ayurvedic treatment regimen includes
fallowing combination of Ayurveda drugs treatment,

[ Particular | Datails

Each 3 grm Dip Bags containmg =

Shumthk [ Zimgioer afficinaie] L part,

Hingu (Ferda assafastida) 1 part
Maricha (Riper Aigrum ] b pary,
 Twak [ Clanamonum SEp o | Lpart,

Armalaki (Empiica afficinaiis) 1padT,

Haridra {Corcurma fangs) 17197 part,

Ly [Spygium aromaticu)! Lpart,

Iatiohal { Myristica fragrans) L0 part,
L0, Wimbw satwa (Citrus Imon) 1,/20" part
11, Salndkavn (Rock sak) 1/57 pert

3
2
3
=

Innioystive Ayuirveda Medicines (TAM-Dip bags] Z' Tlaal { Cctmirn sanciuriyy 1y

7
B
9
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All herbs packad in dip bag boiled at 104°C for 3
menutas in 200 ml of water and reduced to half
108 mi BID After breakfast 8:00 am and In the

evaning at 5;0pm

Cauration of the Treatment 30 days

Faliow ug |' Day -0, 7. 15, 22 and 31" |

The raw drugs for innovative dip tea bags will be procured fram the GMP certified
Yugandhar Pharma from Nashik and a certification for authentication and
standardization will be obtained from them.

The standard Paly-propylene  non-woven material with the permeance
(23.9x 10-°m/s) will be used for the preparation of dip tea bags containing 3 gm
of combination of the contents stated above. The coarse powder of the content (40
mesh size) will be used to fill in the tea bags (5.5x6cm),

Methodology:

It Is known fact under the Drugs and Cosmetics Rules of 1245, that there Is ng
regulatory provision for clinical trials in alternative medicine, Therefare, the clinical
research in Ayurveda should also be conducted as Per AYUSH guldelines angd
clinical research or ICMR gulidelines. Consequently, aftar acquiring the approval by
the scientific advisory bodies and [nstitutional Ethics Committee, the ressarch

protocol will also be registered with the CTRI, the Clinical Trials Registry of
India.[4]

Sample Size: -

The total cases of COVID warriors turned positive or symptomatic on 17% Sept
2020 from Jalgaon city is around 1500 which includes, doctors, nurses, police
officers, paramedical staff etc, Co nsidering this as 3 Population, the sample size for
the present research can he calculated as 383 using Raoscft® online sample size
calculator [5] with 5% margin of error and 95% confidence level. So, to avoid

further bias and errors, the sample size for the present study will be 300 (150 in
each group),

Selection of subjects: -

The individuals wha weare at high risk and in immediate contacth with the COVID-19
subjects, do or do not show any signs and symptoms of flu will be the
pepulation for the eurrent study. 300 such healthy individuals will be selected
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randomly and will be divided into two groups (A-Trial & B-Control group 150 each).

After procuring the informed written Consent, first group-A (Trial group; n=150)
will be managed with specifically designed innovative ayurvedic treatment regimen
and the other group -B (Control group; n=150) will be kept under chservation.
The trial will be conducted for the 30 days. And the entire duration of the study
including the allotment and analysis of the results will be 3 months.

HIGH-RISK

ADULTS

The specifically

clesigned innssative
Ayurvedic treatmert
FEEITE

Cantral group under
rhseryation withauwt
anmy madications

Time schedulea:
First two months will be utilized for the allotment and selection of the subjects for
the study and the 3™ month will be utilized for the assessment of the results.

Inclusion criteria: -
1. High risk individuals such as doctars, paramedical staff, police staff, municipal

corporation staff and other suspected personals who were in contact with the
COVID-19 subjects.

. Individuals who do not show any slgns and symptoms of flu.

3. Individuals who shows Negative rapid antigen / Negative RT-PCR test for
COVID=-19,

4. Individuals between the Age- above 18 years below 50 years

Exclusion criteria: -

1. Subjects who are COVID 19 positive and in critical staga.

subjects below 18 years above 50 years of age.
Pregrant and lactating women.

BoWo

Subjects having an active malignancy

Paga 5o 7



5. Subjects giving history of significant cardiovascular event < 12 weeks prior to

randomization _
6. Subjects having a chronic disease such as active tuberculosis, Hepatitis B or C,

or HIY

Institutional Ethics Committee & Scientific Advisory Approval: -

The necessary approval from Institutional Ethics Committee (IEC) of Dr. Ulhas Patil
Medical College & Hospital, lalgaon is obtained for the study via vide letter No. IEC,
DUPMCH/04,/20, datad 17,09.2020. This Ethics committee Is registered under rule
12200 of the Drugs and Cosmetic Rules 1945 [ECH}EEEHHEHMHHEIEJ. The copy
af IEC approval is attached herewith the proposal, The research will also be
registered to Clinical Trial Registry of India and CTRI no. will be obtained in dye

coursa, “

Clinical Trial Insurance coverage benefits: -

As per the recommendation and suggestion of the Institutional Ethics Committee
(IEC), each participant of the study should be insured against the harms
experienced by him/her if any during the trial, mainly Adverse Drug Reactions
(ADR). Therefore, it is Proposed that the insurance coverage will be obtainad for

the participants from appropriate insurance agency supporting bulk general
Insurance for such clinjcal trials.

OBSERVATIONS: -

Observations and responses of the participants will be collected through google
forms on daily basis until the day of complation of duration of research project,

EXPECTED BUDGET ALLOCATIONS:

Sr. | Justification Approximate |
No. Expenditure Aricabnt

The contents of Inmcvative Apurveda
Medicines  [IAM-Dip bagsl will cost |
1 Raw D S Bround Rs  15/3gm, Therefors,  far

a rugs & Medicine spproximate cost of total medicine P 200000
subject will be sround Re. 1200 and for
150 webjocts will be Rs 2 Lakn

7 Preparation of Medicings Preparation of the specified coarse 50000
powder and inner gnd oiter packaging,

S5iga of ‘dip bag will pe & SxBom,
3 :I;T::inagmmr Ehpyise.non Approximate costs per dip bag will be 15000
[ around A5 1.5/ hag.
Lab investigations Including RT- RT-PCR is canducted only If the patient 13
& | PCR {in case jf the subject ig shawing the signs and symptems. of AE0000
= positive for Rapid antigen test.}) | COVIDAAS. The cost decidad I:u.-l |
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Government of Maharashira for private
laborataries s As, 1200 per subject,

Ad size papars for Case Hesearch form {20

5 | Statlenary pages aach), information leaflets, Test S0000
rEpOrts ate,
Printing of Case Research form {20 pages ==
& | Printing each), information leaflets, Test reparts 50000
| alL,
Patrol expenditure for first and  [ast
i Travelling personal wisit to the subjects at thew 35000
respective offices and work placas,
Liability Insurance for 800 subjects In case
B Liability Insurance of any ADR (Approximately Bs. 175 per 140000
subject)

For sudden and unespected sxgenditure

9 | Miscellaneous during the research in case If the budget 0000

of above 8 heads Is éxhawsted.

| Total

230000

The above proposed budget is showing approximated values. In case if any

amount remained in the account after the completion of the research, the same

will be highlighted and reimbursed while submitting the audit report and utilization
certificate,

Results and Conclusions: -

The results will be obtained based on observations after applying Paired and

Unpaired 't* test and cther statistical tools; conclusions will be drawn accordingly.

REFERENCES

Cyrmaski D, *'We soad o Be afen™ sticmins fear seoomnl cofondnrug wave ge China's kackdewns spag. Witura 1020 | Epeebs shasd of
prmk]; B 18, [05EH | SEA-N20-3-0

Wield Heahih Oigesizathon. CHT label use of mnlicises for COVID |9, WHC reference mamber WHOU 20 SaCoyi Sl BrefiH
label useA020.1 Cnkae docunesnt at kfSpefopps who mefmsbemmm/ hendle’ | Goa 33 L680 W HO20 Yl Va5e)_Brsl0:
Iahed use-2020 |- g E. nccwisel May £ 2020

Worhd  Heslh Orgeseiton, WHO S SOLIDARITY  Clsical mal for COVID 19 wemmenn, Online  docose
o fepec s Wi inusnlidarine<clinica-eial-for-covds | Rimatmenes, soosseed Apeil B, 2020
Bopsciiossr.ongeeaidefa Wl oMot feation 20t 0nsk D0foros 102 puf { Aocessad s 27 04300
Fepatuwe mossft comisansplesdies himl | Acceysed un 2704 2030)
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Date:- 22/09/2020

CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on
23/09/2020 at 3.00 pm

All members are requested to attend meeting

Copy to all members

Sr Mo Name
| Dr. Ravindrakumar L. Bakal
2 Dr. D, R. Chaudhari
3 Dr. {Mrs) Maya N.Arvikar
4 Dr. Amrut Mahajan
5 Dr, Milind P, Joshi
“ 6 Dr.Nilesh Bendale
: 7 Dr.Rahul P.Bhavasar
8 Ady, Satish Gadge
] Dr. Prashant M. Warke
10 Mr. Prabhakar M. Jangale
11 Mr. Sandesh Y. Patil g

gt
Dea

Dr. Ulhas Patil Medical
College & Hospital, Jalgaon kh.



CALL
gttty

Godavarl Foundation's
(Registered under the Bombay Public Trusts Act, 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH 6 (Jalgaon-Bhusawal Highway)

lalgaon Khurd { Dist. Jalgaon) M. 5. Phone: (0257} 2366657
Pin - 425 309 J s Fax: _(0257) 2366648
IEC/ 05 /2020/ Minutes of Meeting DATE: 23/09/2020

Location: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

| 5r, No, Member Mam:? I].;_-_sign ation Signature
<1. | Dr. Ravindrakumar. L. Bakal Chairman ]
2. | Dr.Devendra R. Chaudharl Member Secretary M—‘;
,3 Dr. (Mrs) Maya N. Arvikar Member —mﬁﬁﬂf ]
Sl b
. Dr. Amrut Mahajan Member )
-2 Dr. Milind P. Joshi Member
6. Dr. Nilesh Bendale Member l}yj;""
i =FIF 24 Dr. Ra hu't'Prakash Bhavasar Member
8- | Adv. Satish Gadge _ Member
P Dr. Prashant 5. Warke Member -
102 Mn‘Prahhakar, M. Jangale Member
#l. | Mr, Sandesh Y. Patil Member

2 MEETING LOCATION
Dr. Ulhas Patil Medical College and Hospital Jalgaon (Kh) at Dean's Office

3 MEETING START TIME
Meeting Schedule Start: 03.00 prm

Meeting Actual Start: 03.05 pm




4 AGENDA
4.1 To discuss the research study of DR MILIND B. NIKUMEH titied “A CLINICAL

EVALUATION OF EFFICACY OF AYURVEDIC TREATMENT REGIMEN AS
AN ADD-ON THERAPY WITH MODERN MEDICINE IN COVID 1% - A
RANDOMIZED, MULTI-CENTER, SINGLE BLIND, PROSPECTIVE CLINICAL
STUDY ™

Minutes of meeting:-

%

Topic of research study was discussed under - title of the study, aims and objectives of the
study, research plan and methodology, gquestionnaire, inclusion and exclusion criteria,
interpretation of data, implications, risk factors. references, any sponsorship by the
committee membars.

The study will be conducted by them from October 2020 to December 2020, The implication
of the study assets the improvement in student's performance after assignment given to
them.

It was ensured that study was undertaken as per ICE guidelines.
The permission was granted to conduct the study by the commitiee members.

Application form for permission of research project was duly signed by Chairperson and
Member secretary.

Meeting ended with thanks to Chairman and All Members.

§ MEETING END

Meeting Schedule End: 04.30 pm
Mesting Actual End: 4.50 pm

Or Devend haudhari.
Member Secretary

DUPMCH
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Appendix I

@ INSTITUTIONAL ETHICS COMMITTEE
DR, ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAON, DIST. JALGAON. 425309 MAHARASHTRA

OFFICE: Membar Secretory-|EC, Professor, Dept. of Pharmacology
mmmmmwm

APPLICATION FORM FOR PERMISSION (ETHICAL CLEARANCE] OF RESEARCH PROJECT [BIOMEDICAL RESEARCH
DN HURAM)

N.B.:* To be submitted in TRIPLICATE. One copy will be returned to the department after approval.

{*Te be preserved by IEC for minimum 15 years.)

1. Title of the Research Project/ Dissertation - A Chnical Evalustion of Efficacy of
Ayurvedic trealment regimen as an Add-on therapy with Modern Medicine in COWVID
18 - A Randomized, Multi-center, Single Blind, Prospective Clinkcal Study

2. Name of the Principal Investigator/ Under/Post graduate student: Dr. Miling B.
MNikumbh, Dean. Government Ayurved College, Jalgaon

3. Neme of the co-investigator/ UG/PG guide/Trial monitor =Dr Sandeep V. Binorkar,

Assistant Professar, Government Ayurved College, Jalgaon

4. 1) Signature of Principal investigator:

i) Signature of co-investigator:

lii} Signature of HOD of Principal Investigator:

iv) Signature of HOD of other Departments involved (w ﬁi'E_iH!i,_:. e B.Nikumbh
Danln,Euvl.Ayuw&d Gollege
Jalgaon

(For IEC Office use anly) e

Dt ..

1} Date of Receipt by IEC {submission of application} 17.09.2020
2] Date of resubmission to IEC R

3] Date ofiIEC meeting 23.09.2020
4] Decision of IEC: APPROVED
51 IEC decision conveyed on date: 23.09.2020 5
CHAIRPERSOMN MEMBER SECRETARY
LE.C. LE.C.

5] Place where research work will be carried out

(Al At DUPMCEH (B} Dutside DUPMC&H



(Permission letter to be submitted if cutside DUPMCR H)

{DUPMCEH ~ Dr, Ulhas Patll Medical Caollege & Mospital)

&) Time period required for completion of research project and its analysis: - 3
Manths from the date of allotment of first subject

7] Risk factor for the patient {glve details):
A] Procedural L None

B] Adverse drug reaction (ADRs): Trial drugs are all Herbal Medicine. ADR Not
reported so far,

C} Invasive investigations (if any): - None

D} Explain the measures to counter the above risk factars: Any adverse event, if
cbserved during treatment period ar during follow up visits characterized by
the suspicion of a causal relationship between the drug and the OLCUTence,
i.e, judged as being at least possibly related to treatment will be clearly
dacumented and its appropriate and timely management will be done. Such
cases will be immediately referred to the appropriate health authorities for
further management. The Prin cipal Investigator will report the same to the
Ethics committee and the sponsor(s) at the eariect.

&) Details about research project
(@) Objectives:
Primary Objectives:
¥ To assess the efficacy of Ayurvedic treatment regimen in the patients of positive
coronavirus Disease. (Laboratory confirmation + Patients with uncomplicated respiratory
tract infection which may have non-specific symptoms such as fever, fatigue, cough,
anorexia, malaise, muscle pain, sore throat, dyspnoea, nasal congestion, or headache)

secondary Objectivos

# To assess the clinical safety of Ayurvedic treatment regimen in the patients of positive
Coronavirus Ditease,

(b) Current knowledge about the research subject: The proposed treatment
module was selected on the basis of the classical references and indications
of the selected drugs and alsa from the previous research studies published
on these individual drugs SUgEesting its anti-viral, anti-pyretic, anti-
bacterial, respiratory rejuvenator, Rasayan effects and Immunom odufatory
activities.

{c) Research plan: Number of Patients to be completed in the clinical trial
(Sample Size) : 380 (190 Patients in each Eroug) The total active cases all
over India on 27th April 2020 are around 27,000, Considering this as a
population, the sample size for the present research can be calculated as
380 using Raosoft® online sample size calculator [9] with 5% margin of error
and 95% confidence level,

Groups: -The subjects will be dividad randomly In two groups {190 Patients
in each group), viz. Trial and Contral. The Trial group (Groug -1) will be
administered with Ayurvedic treatment regimen for COVID-19 along with
the standard moderm medicines and control group (Group-2) will be
provided with the standard treatment protecol only which is followed In the
modern medical hospitals.



(Permission letter ta be submitted if outside DU PMCEH)

(DUPMCEH — Dr. Ulhas Patil Medical College & Hospital)

&) Time period required for completion of research project and its analysis: - 3
Months from the date of allctment of first subject

7 Risk factor for the patient (give details):
Al Procedural Lt Mare

B) Adverse drug reaction (ADRs): Trial drugs are all Herbal Medicine. ADR Not
reperted so far,

C} Invasive investigations (if any): - None

D) Explain the measures to counter the above risk factors: Any adverse event, if
observed during treatment period ar during follow up visits characterized by
the suspicion of a causal refationship between the drug and the occurrence,
l.e, judged as being at least possibly refated to treatment will be clearly
documented and its appropriate and timely management will be done. Such
cases will be immediately referred to the appropriate health awthorities for
further management, The Principal Investigator will report the same to the
Ethics committee and the sponsor(s) at the earliest.

8) Details about research project
(8] Objectives:
Primary Objectives:

% To assess the efficacy of Ayurvedic treatment regimen In the patients of positive
coronavirus Disease. (Laboratery confirmation « Patients with uncomplicated respiratory
tract infection which may have non-specific symptoms such as fever, fatigue, cough,
anaorexia, malaise, muscle pain, sore throat, dyspnoea, nasal congestion, or headache)

Secondary Dbjectives

% To assess the clinicsl safety of Ayurvedic treatment regimen in the patients of positive
coronavirus Disease,

{b) Current knowledge about the ressarch subject: The proposed treatment
module was selected on the basis of the dlassical references and indications
of the selected drugs and afso from the previous research studies published
on these individual drugs sUggesting its antl-viral, antl-pyretic, anti-
bacterial, respiratory rejuvenator, Rasayan effects and immunemodulatary
activities,

(cl Research plan: Mumber of Patients to be complated In the dinical trial
(Sample Size) : 380 (190 Patients in each gEroup} The total active cases all
over India on 27th April 2020 are around 27.000. Considering this as a
Poputation, the sample size for the present research can be calculated as
380 using Racsoft® online sample size calculator [9] with 5% margin of error
and 95% confidence level.

Groups: -The subjects will be divided randomly in two groups (190 Patients
In each group), viz. Trial and Contred, The Trial group (Group -1) will be
administered with Ayurvedic treatment regimen for COVID-19 along with
the standard modern medicines and control group (Group-2] will be
provided with the standard treatment protocol anly which is followed in the
modern madical haspitals.
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{d) implications: None
(e} Conflict of interest: Mone Declared
{f] Risk factors: Stated in the Research Protocal,
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blemishes and other vimb-Induced tumors. 2000, LS Patent 470 61312756, 134,

- Hoque MH, Hague AU, Use of a- and fsantalols, major constiteents of sundalwood oil, in the

treaimend of wans, skin biemishes and other viral- induced tumaors, 2002; US Patent 6406 706,
Chattopadhyay D, Sarksr MC, Chattetjee T, Sharma Dey R, Bag P, Chakraborti 5, Khan MT, Recent
advancements for the evalustion of anti-viral &clivities of notural products; Mew Biotechnology, 3009,
23, 347-368.

Dresai VB, Hirenath RD, Pharmacelogical Screening of HESP and Sandalwood ofl, Indian Perfumer,
1991; 35: 65=Ti),

Sharmn J.P etal,, (2010}, Herbal medicine 0 antipyretic: A comprefiensive review, Int J Phorm Life
Scd 1:1B-22

Kashima, Y., Makaya, S. snd Mivozawn, M. (2014), Volatile compesition end sensary propertles of
Indiun herbal medicine-Pavonia odorin used in Ayurveda. J Oea Sci 63:149-58

9) Detalls of financial burden involved and how it will be met:

Sr. Amount In
head
b Expenditure hea e
1 | Raw Drugs (Medicine) 500000




2 | Preparation of Medicines 200000
3 Remuneration 100000
4 | Stationary 30000
3 | Contingency 35000
B Printing 50000
7 | Travelling 35000
B Liability Insurance 50000
Total 10,000,000

The financial support will be provided by the Ministry of AYUSH, Government of india, New Delhi under
the Extra Mural Research Scheme.

10} Whether the research project Is sponsored: YES
Sponsoring authority: Ministry of AYUSH, Government of India, New Delhi

11) Any other relevant information: Attached herewith is Detail Research Protocol
Enclosurgs:

s 4 coples of research protocol (on A-4 size paper only] with appendices (As
per Schedule ¥ of Drugs & Cosmetics Act) should be enciosed ie. detalled
infoarmation about investigational products.

{a} Patient Information sheat,

(b} Infermed consent form for subject participating in clinicaftrial {in English/Marathi/Hindi)
[eppendix V.

lc) Case Record Form [CAF)

id) Undertaking by the investigator [Apperndiz \Wil)

tel Stahility testing of new drug {Appendix B4}

{fl Content of the proposed protoced for conducting clinical trial {Appendix X)

[g) Data elements for reporting Serious ADRJADE octurring in clinical trial.
|Appendix ¥

[h) Study Flow Chart if amy.

(1} MNewspaper pablication matter for sublect recruitment if any

(]} Funding details of sponsor or permission letter of other institutions if any,

regulatory clearance like DCGYFDA approval far drugs not marketed in indla, ICMR
approval far global mufti-centric trizl,

{Strike oul which is not enclosed].

I declare that | shall follow National and International Good Clinical
Practice (GCP) guidelines in conducting the above clinical research project-

Signature of Prin p

1) Principal Investigator should be prepared to give 10 nﬁﬁ#’&ﬁlﬁ}mﬂmuﬂﬂa
OHB/Power point to |EC when called. Jalgaon

2} Invohved Traditional Medicine Doctor as Co-investigator for researchon
Traditional Meadicine.



Appendix Il

T Proper el Onl

To
The Chalrperson,
[EC DUPWCH,
Jalgacn.

sub: Submission of Synopsis of research protocol for Ethical
Clearance,
Respected Sir/Madam,

| the undersigned, Dr, Milind B. Nikumbh hereby submitting synopsis of my
research protocol/ PG dissertation for ethical clearance. Kindly consider it for
approval from ethics committee. | am submitting herewith Title of Synopsis as
mentioned below & as suggested by my aforesald Guide.

[ Title of Synopsis B =i
& Clinical Evaluation of Efficacy of Ayurvedic trealmeni regimen ag an Add-on therapy with Modem
Medicing in COVID 18 - A Randomized, Multi-centar, Single Blind. Prospective Chinical Study

Kindly da the nesdful, O

Jind B.Nikumbh

Dr. Milind, B. Wikumbh E:ﬂnﬁ.IEﬂﬂ-*':‘“”“ College

Dean Jalgaon
Government Ayvurved College,

lalgaon
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INSTITUTIONAL ETHICS COMMITTEE
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Institutional Ethies Committes (1EC) Report

OutwardNo.:IEC / DUPMCH / 05 120

Dr Milind B. Nikumbh

Dean,

Government Ayurved College&: Hospital,
Jalgaon

Date;73.00.2020

Reference: The Research project entitled “A Clinical Evaluation of Efficacy of Avurvedic

treatment regimen as an add-on therapy with Modern Medicine in COVID 19 - A
Randomized, Multi-center, Single Blind, Prospective Clinical Study™

Dear Researcher,

The meeting of the Institutional Review Board (IRB)Institutional Ethics Committes
{IEC} IEC. DUPMCH, was held on 232020 ot (fime) 3 PM in the (Venue) DUPMC,
JALGAON with DR. RAVINDRAKUMAR BAKAL as Chairperson.

The following members attended the meeting.,

Position on Diesignation and :
Sr. Name s Qualific
Na. IRB/AEC Affiliation L“‘:‘"
1. |Pr. Ravindrakumar. L. Bakal Chairman Principal M pharm
PHD
2. Dr. Devendra R. Chaudhar: Member Secretary ]F'mf. & head MD
3. |Dr. (Mrs) Maya N, Arvikar Member [Prof. & head MDD
4 |[Dr. Nilesh Bendale Member Associate prof b
3 Adv, Satish Gadge Member egal advisor LLM
6 IDr, Prashant 5. Warke Member I.Principal MBA LP;;IEA. g
1D
It is hereby confirmed that, neither 5

Fou nor any of the stedy team members have
participated in the voting/decision making procedures of the commiltee.

The IRB/IEC has reviewed and approved the following documents submitted for the
above- mentioned Researchproject,

1, Research Proposal,
i Consent form
¥ Case Record Form



Godavari Foundation's
[Registered under the Bombay Public Trusts Act, 1950)
R, ULHAS PATIL MEDICAL COLLEGE, JALGADN
INSTITUTIONAL ETHICS COMMITTEE
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Institutional Ethlcs Committee (IEC) Report

OutwardNo.IEC / DUPMCH / 05 / 20

Dr Milind B. Nikumbh
Dean,

Government Ayurved Colleged: Hospital,
lalgaon

Date:23.09,2020

Reference: The Research project entitled “A Clinical Evaluation of Effieacy of Ayurvedic

treatment regimen as an add-on therapy with Modern Medicine in COVID 19 - A
Randomized, Multi-center, Single Blind, Prospective Clinical Study™

Dear Researcher,

The meeting of the Institutional Review Board (IRB)/Institutional Ethics Commitice
(IEC) IEC, DUPMCH, was held on 2370972020 at (time) 3 PM in the {Venue) DUPMC,
JALGAON with DR. RAVINDRAKUMAR BAKAL a5 Chairperson,

The following members attended the miceting.

T e
s Bk Cbie | Afaon [Qulte
|, r. Ravindrakumar. L. Bakal Chairman Principal M pharm
2. |Dr. Devendra R. Chaudhar Member Secretary Prof. & head ]I"--'!Il-rilil-‘:r:I

3. IIJr. (Mrs) Maya N. Arvikar Member rof. & head P\rﬂ}

4 [Dr, Nilesh Bendale Member Associale prof MDD

3 (Ady. Satish Gadge Member I[.::gnl advisar LLM

6 IDr. Prashant S, Warke Member Principal MBA ﬁ.?} A,

It is hereby confirmed that, neither You nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The IRB/AEC has reviewed and approved the following documents submitted for the
above- mentioned Researchproject.

F Research Proposal.
2 Consent form
3. Case Record Form



The IRBAEC approves the project entitled A Clinical Evaluation of Efficacy of Avurvedic
ireatment regimen as an add-on therapy with Modern Medicine in COVID 19 - A
Randomized, Multi-center, Single Blind, Prospective Clinieal Study

Itis understood that the research project will be conducted under your direetion, in a total of

380 (190 each in two groups) research participants, at Depariment of Gevernment A yaerved

Colleged Hospital, Jalgaon (Institute) as per the submitted protocol.

This approval is valid for the entire duration of the praject. It is the policy of IRB/AEC that it
be informed about any serious adverse event (SAE) occurring during the course of the
research project within seven working days of the occurrence of the adverse cvent; I
‘Death’ is a SAE, it should be reported to the IRB/EC within 24 hours of its occurrence via

an e-mail.

No deviations from, or changes of the protocol and Infermed Consent Document should be
initiated without prior written approval by the IRB/AEC of an appropriste amendment. The
IRB/EC expects that the investigator should promptly report 1o the IRB/EC any deviations
from, or changes of, the protocol to eliminate immediate hazards to the research participants

and about any new information that may affect acdversely the safety of the research

participants or the conduct of the trial,

The EC functions in accordance with ICH GCP and ICMR guidelines.

Sincerely yours, &, .

Member Secretary/Chairperson IRBAEC
{Signed and dated by the
IRBAEC
Chairperson or Member Secretary)

Date of approval of the Research project:
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TO WHOM SO EVER IT MAY CONCERN

CONSENT LETTER

We have no objection to conduct clinical trials of the trial drugs under the studytitied ™A
Clinical Evaluation of Efficacy of Ayurvedic treatment regimen as an Add-on
therapy with Modern Medicine in COVID 19 - ;A Randomized, Multi-center,
Single Blind, Prospective Clinical Study” on COVID patients admitted In ourcentre

for the purpose of research sponsored by Ministry of AYUSH, Government of India,
under Extra Mural Research,

The investigators will have full acress to the patients in our centre for examination of
the patientunder the trial in the proposed study.

We hereby give consent to Dr. Milind B. Nikumbh, Dean, Government Ayurved
College®& Hospital, Jalgaon,the Frincipallinvestioator of the Research project titled™A
Clinical Evaluation of Efficacy of Ayurvedic treatment regimen as an Add-on
therapy with Modern Medicine in COVID 19 - A Randomized, Multi-center,
Single Blind, Prospective Clinical Study™ for the same.,

COVID Hospital/ Center
Dean
DrUlhas Patil Medical Colleges
& Hospital, Jalgaon Kh.
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Confidential and Restricted Circulation
Among identified experts
“A Clinical Evaluation of Efficacy of Ayurvedic treatment regimen
as an Add-on therapy with Modern Medicine in COVID 19 - A

Randomized, Multi-center, Single Blind, Prospective Clinical Study”

Clinical Research Proposal

Submitted to The Ministry of AYUSH, Government of India, New Delhi

Principal Investigator ' Co-investigator AYUSH Associate |
I | Dr. Leena Badgujar, MO,
Dr. Milind B. Nikumbh D, fliﬂl:ld-l:“l:p ¥. Binorkar, NREHM, AYUSH, Jalgaon
Dean. Gavernment Avarved | Assistant Professor, D, Subhash Wadodkar
College, | A | Government Ayurved College, Dr. Marendra Gujarati
| b | Jalgaon Ayurved Practitioners,
g Jalgaon
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“A Clinical Evaluation of Efficacy of Ayuwen?liu i.:ra&tment regimen
as an Add-on therapy with Modern Medicine in EG"EI"H'Z_! 19 -A
Randomized, Multi-center, Single Blind, Prospective Clinical Study"

Background: Sl )
Corona virus disease 2019 is an ongoing pandemic disease, abbreviated as COVID 19, canses

by newly identified sever acute respiratory syndrome coronavirus 2 {SARS-CoV-2). The
outbreak of this virus was primarily reported in Wuhan, China in December 2019 [1] and on
pt of January 2020 Warld Health Orzanization declared the to he Public Health Emergency
of International Concerned and labeled it as Pandemic on 11" March 2020, [2.3] This
condition, in general is characterized by fever, dry cough, fati gue and headache.

In & very short peried of just four months, this disease has tolled approximately 3 million
cases with more than 206000 deaths and have been reported in 185 countries. [4] In India, the
first COVID 19 case was identified on 30™ January 2020 in Kerala and by the end of April
2020, 27892 cases are confirmed with death of 872 infected patients.[3]

This viral pendemic has caused severe global socioeconomic disruption [6] having the
potential equivalent to that of ‘The Great Depressicn “that occurred in 1930 [7] This
sociceconomic disruption has affected both poor and rich countries and had adversely
affected personal income, tax revenue, large and small-scale industries. infrastructure and

development field, education system, entertainment and agriculture industry,

As far as treatment is concerned, i1l date no specific antiviral agent is approved for COVID-
[9. Over the counter preparations for common cold, fluid intake and rest have shown to
alleviate the symptoms. Depending upon the SEVErity, oxygen supplement, breathing support
or ventilation, intravenous fluids and usage of various pharmacological agents as per the

requirement are the only available options left with the physicians and intensivist treating
COVID-19 patients.

Considering the magnitude of this pandemic it is the need of the hour to develop a
standardize approach and remedy for COVID-19. In Ayurveda, although no specific
condition is described having exact resemblance with COVID-19 but few diseases have a

comparable presentation with the same. Hypothetically it can be stated that, a good number of

-—-E-_'__H_——-_E____;::
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classical drug preparations can be used against the COVID-19. In current clinical trials, a

specially designed drug regime based on classical Ayurvedic text have been proposed
depending on the present clinical presentation of COVID-19. All these classical presentations
are used by Ayurvedic physicians since ages and have shown very prismising resulls in

various conditions resembling with the signs and symptoms of COVID-19.

METHODS
It is known fact under the Drugs and Cosmetics Rules of 1943, that there is no regulatory

provision for clinical trials in alternative medicine. Therefore, the clinical research in
Ayurveda should also be conducted as per AYUSH guidelines and clinical research or ICME
gpuidelines. Consequently, after acquiring the approval by the scientific advisory bodies and

P Institutional Ethics Committee, the research protocol will also be registered with the CTRI,
the Clinical Trials Registry of India, [8]

Study Type : Interventional
Purpose - Treatment
Masking : il

Control : Controlled
Timing : Prospective
Mo. of Groups  Two

Number of Patients to be completed in the clinical trial (Sample Size) : 380 (190 Patients
in each group) The total active cases all over India on 27th April 2020 are around 27,000,
Considering this as a population, the sample size for the present research can be calculated as

380 using Raosoft® online sample size calculator [9] with 5% margin of error and 95%
confidence level.

Grroups: -

The subjects will be divided randomly in two groups {190 Patients in each group), viz, Trial
and Control. The Trial group (Group -1) will be administercd with Ayurvedic treatment
regimen for COVID-19 along with the standard modem medicines and control group (Group-

2} will be provided with the standard treatment protocol only which is followed in the
modern medical hospitals.
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TIMELINES:

Study duration . 3 months
Pre-trial preparation & medicine procurement - L5 days
Duration of intervention : 15 days
Follow-up 30" and 45" day
Statistical analysis : | month

In¢lusion eriteria:

b

All hospitalized cases above 18 years of age, clinically diagnosed with COTORA virus
disease 2019 and presenting with mild to moderate signs and symptoms of COVID-
19, quarantined at identified hospital set up.
Participants who can take medicines orally,

Patients willing to provide signed informed consent,

Exclusion criteria:

L.

I

s alelior G M

Cases of severe vomitin & which would affect oral administration of medicine difficult,
Cases of respiratory failure and requiring mechanical ventilation,

Combined organ failure requiring ICLf monitaring,

Pregnant and lactating women,

Subjects having an active malignancy,

Subjects giving history of significant cardiovascular event < |2 weeks prior 1o
randomization.

Subjects having a chronic, contagious infectious disease, such as active tuberculosis,
Hepatitis B or C, ar HIV,

Subjects having active metabolic or gastrointestinal diseases that may interfere with
nutrient absorption, metabolism, or excretion, excludin £ dinberes

Any other condition, which a5 per the investigator wounld jeopardize the outcome of
the trial.

__‘___—-E——m
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Withdrawal Criteria

a) The participant may be withdrawn from the trial if there is

* Any major ailment which necessitating the institution of new modalities of treatment.

OR

* Non-compliance of the treatment regimen (minimum §0% compliance is essential to

continue in the study).

b) Such cases will be immediately referred to the appropriate health authorities for further

management.

**The decision to withdraw a participant from the trial would be taken only by the Principal
Investigator, who will then have to set out a detailed justification and also indicate the line of
turther management-if needed. The same needs to be informed to the Sponsor and the Ethics
Committee within two working days.

Interventions

Group I: {Ayurveda as add-on to standard care as per guidelines)

Name of the drug | Particulars Details
| Dose | gm B.1.D.
| Dosage form Tablet
Bilwadi Yog E],m Hnutf:af Administration Cral
msh‘tang Hricyn. e Time of Administration After food
Shaa33) Anupana Shadangodak
| Duration of therapy 15 days
: Dase 3gmB.1LD.
Dosage form Avaleha
s rﬂmhh? (] Route of Administration Ciral
Sharangdhar Samhita ———— -
Madhyama khanda, 8 5.8 Time of Administration B-li_'rnl:'e fived
Anupana Shadangodak
Duration of therapy 15 days
Dose 40 ml B.LID.
Dosnge form Phant
Shadangodak [12] Route of Administration Oral
Charaka Samhita Chikitsa | Time of Administration As Anupana with other
Sthana L/15 medicine
Anupaing i
“Duration of therapy 15 days |

Group-I1: Conventional standard therapy

Authentication and Standardization of Research Medicines:

Raw drugs procured from the market will be authenticated by the experts from the
Department of Dravyaguna and Rasashastra be authenticated as per the guidelines of the

h
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Ayurvedic Pharmacopoeia of India (API) and compound formulation, will be prepared and
standardized as per the guidelines of Ayurvedic Formulary of India (AFI).

RATIONALE BEHIND THE SELECTION OF DRUGS:

The proposed treatment module was selected on the basis of the classical references and
indications of the selected drugs and also from the previous research studies published on
these individual drugs suggesting its anti-viral, anti-pyretic, anti-bacterial, respiratory
rejuvenator, Rasayan effects and immunomodulatory activities. [13-48]

OBJECTIVES
Primary Objectives:

+ To assess the efficacy of Ayurvedic treatment regimen in the patients of positive
coronavirus Disease. (Laboratory confirmation + Patients with uncomplicated
respiratory tract infection which may have non-specific symptoms such as fever,
fatigue, cough, anorexia, malaise, muscle pain, sore throat, dyspnoea, nasal
congestion, or headache)

secondary Objectives

* To assess the clinical safety of Avurvedic treatment regimen in the patients of
positive coronavirus Discase.

OUTCOMES
Primary Qutcome Measure
1. Clinical cure rate: Time to negative conversion of severs acute respiratory svndrome
corona-virus 2 (defined as viral load of respiratory specimen negative for twa
consecutive times when tested in an interval of two da ¥5)
Secondary Outcome Measures:

I. Length of stay in hospital »
2. Duration of fever and respiratory symptoms
3. Improvement in hematological and laboratory parameters (Hs-CRP, ESR. TC. DC,

Absolute lymphocyte count, LFT, RFT, [L-6, Ig E, Ig-G.Ig-M, LDH, Creatine Kinase,
Plate et count),

4. Frequency of ADR/AE

3, Number of cases that required oxygen therapy during the intervention,

Method of Randomization: Subjects will be randomized into either the interventional drug
group or placebo using a computer-generated tahle.

Eﬁﬁ
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OBSERVATIONS: -
Observations will be taken on daily basis until the day of discharge.
Grading of Signs and Symptoms: -
I. Temperature: - Temperature will be recorded by means of Infrared thermometer
{Temperature Gun),
2. Cough: - Cough will be graded by using Cough Severity Score and Frequency Score,
Cough Severity Score will be obtained by using visual analog scale and cough
frequency score will be graded as follows: -

Grade Sign
0 Mo Cough at afl

Occasional Hems

Mild iselaied cough without associated or additional Symptoms,

Maderate paroxysmal cough with additional SYMPLOMS.

| Sever strenuous cough sccompanied by chest discomiort.

bR —

L
| had

1. Shortness of Breath: - SOB will be groded by using Five-point Likert scale: -

[ Grades Signs
| Mot Short of breath

2 Mildly short of breath

3 | Maoderately short of breath
4

5

Severely short of breath
Severely short of breath requiring external assistance, |

i,_

4. Headache: - Headache will be graded by using Visual Analog Scale.
5. Sare Throat: - This will be graded by using Visual Analog Scale,

6. Hemoptysis: -
» Grade | Sgn |
Mild < 50m|
Moderate | 30 10 200 ml
Severa =H1iml
. Massive =600m|
SAFETY RECORDING

. Adverse Events

All adverse events observed or reported by patients will be recorded in the CRF with
information about severity (i.e.. whether mild, moderate or severe) and possible relation to
the study medication. Any serious adverse effects will be notified immediately to the study

menitor, Such cases will be immediately referred to the appropriate health authorities for
further management.

H
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b. Clinical Laboratory Parameters
The following laboratory tests will be performed as per the study schedule,

The laboratory tests include:

Hs-CRP, ESR, TC, DC. Absolute lymphocyte count, LFT, RFT, IL-6, [g E, Ig-G, Ig-M,
LDH, Creatine Kinase, Platelet count). The laboratory test results will be recorded in CRF,

STATISTICAL METHODS

Clinical symptoms, Subjective parameters and Laboratory parameters will be subjected to
Univariate and multivariate analysis using Statistical Package for Social Sciences [SPSS)
15.0 version with appropriate statistical methods.

DEVIATION FROM THE PROTOCOL:

The trial will be conducted in compliance with the protocol. Deviations from the protocol
will not be made except when necessary to alleviate an immediate hazard to trial patients, All
the deviations from the protocol, including unplanned changes to interventions, examinations,
data collection and method of analysis will always be reported to sponsors and 1EC at the
earliest along with the exact reason for that deviation.

ADVERSE EVENTS
Any untoward medical occurrence that may present during treatment with a pharmaceutical
product but which does not necessarily have a causal relationship with this treatment.

ADVERSE DRUG REACTION (ADR)

Any adverse event if observed during trestment period or during follow up visits
characterized by the suspicion of a causal relationship between the drug and the occurrence,
.. judged as being at least possibly related to treatment will be clearly documented and its
appropriate and timely management will be done, Such cases will be immediately referred o
the appropriate health authorities for further management, The Principal Investigator will
report the same to the Ethics committee and the sponson(s) at the earliest.

DRUG COMPLIANCE
It there is more than or equal to 80% compliance, the participant would be continued in the

trial. The compliance will be assessed at each follow-up by investigator on the admitted
patients.

CONCOMITANT MEDICATION

Participants registered under the trial will be issued treatment cards with the entire treatment
regimen written on it. They will be instructed to avoid the use of any other drugs on their own
for any ailment and will be clearly instructed to consult the treating Investigating physician

e ———————————————————————————
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for any symptom or complaint, or if they feel anything unusual. The Investigating physician
will record any medication(s) he / she may prescribe 1o alleviate their ailments.

RESCUE MEDICATION

To alleviate any emergency and to relieve syvmptoms immediately, the use of rescue
medication is permitted as per the wisdam / discretion of the Principal Investigator. However,
the same will be documented in appropriate column in the Case Record Form,

DROP-OUTS
An attempt shall be made to record the reason for drop outs, if any during the clinical trial,

ETHICS
The trial will be conducted in accordance with ethical principles that have their origin in the
Declaration of Helsinki for biomedical research and ICMR ethical guidelines involving

human participants (2006}, and that are consistent with Indian / [CH Good Clinical Practice
{GCP) guidelines,

INSTITUTIONAL ETHICS COMMITTEE:

Institutional Ethics Committee (IEC) Scientific advisory committee approval s already
procured from the Institutional Ethics Committee (IEC) of Government Medical College,
lalgaon. (TEC Approval No. 3536/20 dt, 29.04.2020 — Anncxure-1) The research will also be

registered to Clinical Trial Registry of India after the final approval for the EMR from
Ministry of AYUSH and CCRAS.

PATIENT INFORMATION AND CONSENT FORM:

Written informed consent will be obtained from the subjects before the actual allocations in
the study. Those wha are not willing to participate in the study will be referred to appropriate
health authorities for further treatment. The consent will be procured in the vernacular
language. The format of the consent is attached herewith the proposal, { Annexure -2)

DATA DOCUMENTATION AND ANA LYSIS

Clinical symptoms, Subjective parameters and Labaratory parameters will be subjected to
univariate and multivariate analysis using Statistical Package for Social Sciences (SPSS) 15.0
version with appropriate statistical methods. All information regarding clinical trial should be

properly documented, carefully handled and meticulously stored in order to ensure its
accurate interpretation and veriflcation.

Study Schedule

Screening
pié N NEEEE
Intervention) 1
Informed consent & PIS Y e = e o e
Medical history Y = e = - E
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I'ﬂlr any symptom or complaint, or if they feel anything unusual. The Investigating physician
will record any medication(s) he / she may preseribe to alleviate their ailments.

RESCUE MEDICATION

To alleviate any emergency and to relieve symptoms immediately, the use of rescue
medication is permitted as per the wisdom / discretion of the Principal Investigator. However,
the same will be documented in appropriate column in the Case Record Form,

DROP-OUTS
An attempt shall be made to record the reason for drop outs, it any during the clinical trial.

ETHICS
The trial will be conducted in accordance with ethical principles that have their origin in the
Declaration of Helsinki for biomedical research and ICMR ethical guidelines involving

human participants (2006), and that are consistent with Indian / ICH Good Climical Practice
(GCP) guidelines.

[NSTITUTIONAL ETHICS COMMITTEE:

Inetitutional Ethics Committee (IEC) Scientific advisory committee approval is already
procured from the Institutional Ethics Committee (IEC) of Government Medical Coliege,
Jalgaon. (TEC Approval Ne. 1536/20 dt. 29.04.2020 — Annexure-1} The research will also be

registered to Clinical Trial Registry of India after the final approval for the EMR from
Ministry of AYUSH and CCRAS.

PATIENT INFORMATION AND CONSENT FORM:

Written informed consent will be obtained from the subjects before the actual allecations in
the study, Those who are not willing to participate in the study will be referred to appropriate
health authorities for further treatment. The consent will be procured in the vernacular
language. The format of the consent is attached herewith the proposal. {Annexure -2)

DATA DOCUMENTATION AND ANALYSIS

Clinical symptoms, Subjective parameters and Laboralory paramelers will be subjected to
univariate and multivariate analysis using Statistical Package for Social Sciences (SPSS) 15.0
version with appropriate statistical methods. All information regarding clinical trial should be

properly documented, carefully handled and meticulously stored in order to ensure its
gecurate interpretation and verification.

Study Schedule
Screening e 3
Particular (Before n:}' D:‘.'-’ 1135} [;5:]}' I::ﬁ}
Intervention) 2
Informed consent & PIS Y - s . = -
Medical history | Y = | = L=

#
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Laboratory Investigations

Chest Xray

Clinical Examination

1

Concomitant Medication

Assessment of ADRs

Assessment of Medication compliance

=== =]
=== y=al !
ot ||
] < |

Temperature Chart/Blood Gas analysis

Daily thrice

Lahoratory Examination:
¥ Hematology

* Haemozlobin ;

gidl

LR I .

{ Gu.mm,

o DLC N Yo E

Y B %a WM __ %

* Absolute lymphocvie count .
mm (at the end of 17 hour)

« ESR;:
* Blood Sugar: Fasting
» HbAlc

mg%a

=  Bin-chemistry:
» Blood Urea;
# Serum Urie Acid:
& Serum Creatinine:
* 5.0.0T(AST)
* S.GPT.(ALT):
* Total protein:
= S Albumin:
# 5.Globulin:
& ASC ratio:
s Serum Bilirubin;

*  Conjugated bilirubin

mgdl
mg/dl,
myg'dL
oL
= lENTE
gm'dl
— i
gmy'dl

_ mgdl

*  Unconjugated bilirubin mg'd]

= Serum Alkaline Phosphatase:

* Hs-CRP

LI [P

#EE

™ IE-'G

* Jg-M

* LIH,

*  Creatine Kinase
F  Chest X-Ray-PA view

[LIVL

F  UsG-while abdomen

-

(kPa, normal range 10.6-13.3)]

= Blood gas analysis [pH (nermal range 7.33-7.43), PCO2 (kPa, normal range 4.65-6.0), P02

h
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Budget

The expenses associated with the proposal of the research project submitted herewith would
be approximately Rs, 10,00,000 (Rupees Ten Lakh only). The details of expenditure head and
the amount required to respective head is provided in the table below.

ﬁ:" Expenditure head | hg:::::;"
1 | Raw Drugs (Medicine) 500000
2 | Prepamation of Medicines | 200000
3 | Remuneration i 100000
4 | Stationary L 30000
5 | Contingency 35000
6 | Printing 50000
7 | Travelling 35000
8 | Liability Insurance 0000
. Total 10,00, 04K |
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All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on

CIRCULAR

24/10/2020 at 3.00 pm

All members are requested to attend meeting

Copy to all members

Sr Mo

Name

Dr. Ravindrakumar L.Bakal

Dr. D, R. Chaudhari

Dr. (Mrs) Maya N.Arvikar

D, Ammut Mahajan

[r. Milind P. Joshi

Dr.Nilesh Bendale

Dr.Rahul P.Bhavasar

Adv, Satish Gadge

| | el | S| e L | —

Dr. Prashant M. Warke

Mr, Prabhakar M. Jangale

—_ | —
—

Mr. Sandesh Y. Patil

B}
Dr. Ulhas Patil Medical
College & Hospital, Jalgaon
kh.



Godavari Foundation's
(Registered under the Bombay Public Trusts Act, 1950}

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH & (Jalgaon-Bhusawal Highway]

lalgaon Khurd ( Dist. lalgaon) M. 5. Phone: (0257) 2366657

Pin - 425 309 Fax: (0257) 2366648

IEC/ 06 / 2020/ Minutes of Meeting DATE: 24/10/2020
Location: Dean's Office

Recorded By: Dr, Chaudhari
1 MEETING ATTENDED BY

[ Sr. No. Member Name Designation Signature
1. | Dr. Ravindrakumar. L. Bakal Chairman
2. Dr. Déueudra R. Chaudhari Member secretary

) CF Dr. (Mrs) Maya N. Arvikar Member

[ a, Or. Amrut Mahajan - Member ki

5 | Dr.Milind P, Joshi Member “fﬂL’
6 |Dr Nilesh Bendale Member A== >
7. | br. Rahul Prakash Bhavasar Member L:_;E_:_-:F___
B Adv. Satish Gadge Member ? A%
9. | Dr, Prashant 5. Warke Member : p_%? :ﬁr
10. | Mr. Prabhakar, M. langale Member ‘

PEEES Mr. Sandesh Y. Patil Member 7

e

2 MEETING LOCATION
Dr. Ulhas Patil Medical College and Hospital Jalgaon (Kh) at Dean's Office

3 MEETING START TIME
Meeting Schadule Start: 03.00 pm

Meeting Actual Start: 0305 prm




4 AGENDA
4.1 To discuss the research study of MISS. DHARMISHTHA N. SONI titled “COVID

- 12 IMPACT ON MENTAL HEALTH OF STUDENTS — MEDICAL AND NON
MEDICAL - INDIAN SCENARIO. "

Minutes of meeting: -

1.

Topic of research study was discussed under — title of the study, aims and objectives of the
study, research plan and methodology, guestionnaire, inclusion and exclusion criteria,
interpretation of data, implications, risk factors, references, any sponsorship by the
commitiee members.

The study will be conducted by them from Oclober 2020 to Decermber 2020 Tha implication
of the study assets the improvement in student’s performance after assignment given to
them.

It was ensured that study was undertaken as per ICE guidelines.
The parmission was granted to conduct the study by the committee members.

Application form for permission of research project was duly signed by Chairperson and
Member secretany.

Meeting ended with thanks to Chairman and All Members.

5 MEETING END

Meeting Schedule End: 04.30 pm
Meeting Actual End: 4.50 pm

7"

Dr Devendra R, Chaudhari.
Member Secretary
DUPMCH
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- Appendix ||
INSTITUTIONAL ETHICS COMMITTEE

DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAON, DIST. JALGAON. 425309 MAHARASHTRA

OFFICE: Member Secretory-IEC, Professor, Dept. of Ph armacology
Phaaha. He, [Cifkoe)

[257-2 365457 [Fax) D257-2300080 Weharte, htp: dupme acind
— %

=

Ll
APPLICATION FORM FOR PERMISSION (ETHICAL CLEARANCE)

OF RESEARCH PROJECT (§IOMEDICAL RESEARCH ON HUMAN)

N.B.:* Tobe submitted in TRIPLICATE. One copy will be returned to the department
after approval,

{*To be preserved by 1EC for minimum 15 vears. |

1. Title of the Research Project/ Dissertation

- x
Sﬂ D?ﬂgﬁﬂfhﬁummiﬁwﬂ’m Maoli af

2. Name of the Principal Inwestigator/

B—
Under/Post Ef-i:illiltl'!;.'il-ﬂﬂ nt: . .
M_EMML}W

Mol Mpge T ,;Imlv-mf

.
3. Name of the un-lnufng:tnr,i

b Vhiabio 02 Mgt fadled
i} Signature of Principal investipatar/
uG/ps studept:

4,

] 1 ':

H} signature of co-Investigator/ y -
UG/PG gulde/Trial monitor:

i) Signature of HOD of Principal Investigator/UG/PG student:
{vAth seal) s

!
[ Prﬁfgs%ra HOD

Dept. ot Pathology
Or. Uihas Patil Medical College & Hosplta!
Jaulgaen Kh, Jalgaon




{For IEC Office use only) 5r. Na

= - D

1) Date of Recajpt by IEC [submissi—an of application] .
2| Date of resubmission to IEC
3] Date of IEC meeting ——

! 4] Decision of [EC: APPROVED/ RESUBMISSION,/ REJECTED.

o 5] |ECdecision conveyed on date: 0 . P -

CHA on MEME ARY
W " LEC, LE.C.

-

3} Place where research work will he earrled out

=
-

] &

X
VARIAL DUPMCEH (B) Outside DUPMCEH.
(Permission letter to be submitted if outside DUPMCE H)

' 9 (DUPMC&H ~Dr. Ulhas Patil Medical College & Hospital) s

-

6} Time period required for completion of research project and It's an alysis:

2 wnaiallhg

7 Risk facter for the patient (give details); }-{m ;

-
4 Al Procedurall;
— —

v




o

B} Adverse drug reaction (ADRs):

@

# Ty
a -
C) Invasiva Investigations (if amy): '

e

D) Explain the measures to countar the above rigk factors:

B) Details about research project - EW aﬂ%ﬂu.d ’

(a) Ohjectives:

(&) Current knowlstige sbout the research subject:
(c} Research plan:

{d) Implicatians: -
{e} CoMflict of Interest:

(f} Risk factors:

(e] Bibiography/Lst of references: R

3) Details of financial burden involved and how Rwill be met: M 1|

|
10) Whether the research praject s sponsored: ¥PTIND

Sponsaring authority: (1) Industry (2) Government (3) University (4) icnmR
(5} Any other (give detaiis),

11) Any other relevant information:




c‘l

nelosyrps:

* 4 coples of respareh Protocol (on A-4 size paper onky) Wﬁh;ppnndlr.ﬁ
(As per Schedule ¥ of Drugs & Cosmetics Act) should be enclesed j.e, detalled
Infarmation about investigatidgal p'?ndmui

(a) Patient Information sheat.

-
bl Informed consent farm for subject particlpating in clinical trigl
{in English/nia rathi/Hindi} (appendix V).
(e} Case Record Form (CRF} v -
{d) Undertaking by the investigator {Appendix i)
(e} Stability testing of new drug (Appendix 1x)
(f) Content of the proposed pratocol for conducting chnical trial (Appendix X)
{g) Data elements for reporting Serious ADR/ADE occurring in dinlcal trial,

[Appendix i) ;
{h) Study Flow Chart if any,

(I} Mews paper Publication matter for subject recrultment if any.

li} Funding datalis of spensor or permission Ietber.nFur;hErln5timuuns if any,
regulatery clearance Jike DCGI/FDA approval for drugs not marketed s Indla,
ICMR approval for Elobal mult-centric trial,

(Strike out which Is nat enclosed).

-
b ]

I declare that | shall follow National and international Gaod Clinical
Practice (GCP) puidelines in conducting the above dinical research project.

Signature of Principal Investigatar,

i) Principal Investigator should be Prepared to give 10 minutes Presentation an
OHP/Power paint to 1EE when called,

2 Involved Traditional Medigne Doctor as Co-dnvestigator for research en
Traditional Medicine.

-



ﬁppendix I

L
Through Propap Channel Only
4
To -
The Chairperson,
|EC DUPMCH, e
lalgaon,

Sub: Submission of Synopsis of research pmtu-r.il for Ethical
Clearance.

Respected Sir/Madam,

e gl " g
. | the undersigned, E!IrL.t:.”""'‘''""""'""""""II"‘."'| ........................... ereby submitting
synaopsis of my research protocol/ Pe-disseration-for ethical dearance, Kindly
- consider it far approval from ethics committee,

; | am submitting herewith™Mite of Synopsis as mentioned below & as
suggested by my aforesald Guide.
Title of Synopsis s
Cﬂ"i'il;lql Fi- L H W&ﬁ'amiuﬂ;'

A ook ) L g : ' o Ceelaie Aad |
L]
Kindly do the needful.
= L]
% } -—
“{Candidate name and signature) :
e 4 Dlecido ghfta Ceed
#f +|‘| .seal)
pt. of Pathology
mlmmtcmhu- & Hospital
Jalgaon Kh, Jalgaon
o




