INSTITUTIONAL ETHICS COMMITTEE

Maharashtra Arogva Mandal's
Sumatibhai Shah Ayurved Mahavidyalava
anl
Ayurveda Hospital - Sane Guruji Arogyva Kendra
Malwadi, Hadapsar, Pune — 411 028,

Phone No.:- +91-20-26098937. +01-20-26990405 Fax:- H91-20-26000447
Email: ssavu@rediffmai), com
Rel: MAM/SSA YL Date: 25012018

Mintes

24" Meeting of Institutional Ethics Commitcee

24" Jansiary 2018

Date :- 2401200 %
Time :- 1LO0D AM to 05,30 1Y

Venue :- Conference Hall, SGAK, Hadapsar, Pune

Meeting attended by hon’ble members on 24™ January 2018:-

. Dr. V.V, Devi plyesdde Chairman of 1EC

2. Dr.SM. Sathve Member of [1C

. D Yopm Kolkami Member of HEC

4. Dr. Satish Puntambekar Member of |EC

3. Dr. Dhananjay Mbasade Member of T

0. Dr. Rajendra |Huprikar Memiber of 116

7. Dr. Pallavi Jamadagni Member ol 11

£, Dr. Sangeeta Sangvikar Member of T

9. Dr. Vidya Undale Member Seeretary |EC

Following IEC member was absent on 24™ Ju nuary 2008 due to personal reasons,

L. Mr. Arun Gujar Member of [EC
2. Dr, Pranita Joshi-Deshmukh Research Co-ordinator

= Welcome Nole by Hom, v Vidya Undale, PG Co-grd inator. SaAM, Pune

r BL A W's. Sermatibhai 3hak Minutes of 28" IEC hald an 24™ fanuary 2018 || Page -1



Minutes of 24" Institutional Ethics Committee were accepted by Hon, Members.

*  Common Sugpeestions:
L. Seientific names of the drugs are to be mentioned comectly along with the narme of
authority
2. Part/ Parts used of the drug should be mentinned
3. Do not reveal identity by naming the institute {college, hospital and pharmacy)

PH.ID STUDENTS

Sigdad haimi

1. Dr. Bhushan Mhaiskar — 5

Comparative clinical study of the efTect of kaphashamak rasadeavya sanyng in the management of
Amajivina w.sr to ras viman addhgohta ras-dosha prabhar,

Title should be reframed w.s.r to be deleted.

Research question should be whether ekala & sanyog rasa dravyas are effective,

Aim should be reframed. As it is Saiddhantik H!ildj' it showldd reflect in aim. Evaluation of

congept of . ...

4. Sample of study &5 not proper, whether Aamajma or Doshvriddhi symptoms should be studicd
it should be elarifed,

5, Discuss with the puide and present again

tad Pk —

2. e, Asmnita Sutar — 5 I Sicled bz

Critical stady of Manuseript Ashtanghridaye sharirstanam chandranandan, Vicachit pacarth Chandrika
leeka,

I Refer work done by D Ciayated Deshpande TMV, Pune.

2. Research opinion should be considercd, Peculiaritics, similarties. dissusilirities of
commentary should be taken infe consideration.

J. €xTecial per mission of concerned autharities should be tnken and copy W the same should he
uttached with their terms & condition.

4. MName of Sanskeit expert should be mentioned.

2. Methodology should be mentioned. Number of experts, stastical text cte, sheald be elari fasd

6. What is the need of transcription as the camera print is clear? It might cliange orginal writing
format.

7o Authority letter and comments shoold be attached ( Kallapur).

B Establishment of year of manuseripts - Methodology to be menticned.

2. Reform primary objective i.e to study eritically.

10, Add — To study in comparison with other available texts in secondury objectives.

3. Dr. Rhavana Bhalme - Sambhita Siddhant

|, Title be reframed.

2. Mamthi consent form and information sheet for patients be added.
3, Exelusion eriteria Ape be deleted

4. Research question be melframed.

5. Spellings and grammar he rechecked.

a6, Dbjectives he rewritten

7. Diacritical mark for Saskrit words be gsed.
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4. Dr. Muokund Sonawane — Kriva Sharir

Assessmeni of effect of Pranava Pranayam on shabda and Roop praham samarthya in school going
male children w.s.r. 1o auditory and visual choice reaction time

. Shide numbers be given.
2. Study type | should be conceptunl descriptive be deleted.
3. Mo need to explain different Hypotheses for study ty pes,
4. Sample size to be increased,
2. Pilot study for perception or preparatory study instead of only pilot study,
6. Sample size should be |10 in cach group,
7. Previous work done to be studied meticulously,
Mo need of control group.
8. Randomization method should be precise. Systematic sampling method is used Random no

table be uzed.

9. Auvdio visual testing 1o be done prior to Randomisation to procure homogenous groups.

10. Page No.l 1 Exclusion Criteria DMX -

I'l. Page No, 20 CRF Gender instead of sex.

I2. Page No. 23 Consciousness X Conscious.

3. Marathi CRF simple langunge to be used. Terms to be simplited signs of willness and parents
be addediodocal guardian

14. Page Mo, 21 Socid economic status be deleted.

I5. Page No. 36 last sentence be dototed.,

16. Pranav Pranayam be explained in mformed consent form and CRE,

17, Control group be engaged in ofher activity,

5. Dr. Varsha Khot - Kayachikitsa
Randomized controlbed climical tril in Amrutsdi Y oun in evaluation of HTN,

I Inclusion criteria — Stage T HTN et be mentioned.

2. Telmisartan be given to control group instead of Hydroclorthiazide and Kecord of dose should
be maintained.

A Method of B.P. checking be mentioned mean of BP. be taken. Pasition.

4. Calibrated be deleted from VI methods of measurement.

2 Urine — be added in screening tes,

6. Dose, duration & Anupan be mentioned in Research question wnd Hypotheses.

7. Reference of Kalpa be mentioned.

8. Informed consent be attached should be prepared nsing [CMR puidelines.

9. Primary objective be reformed, changing

0. Secondary objectives, other than x untoward,

. Randomisaltion method should be reformed.

12, Exclusion eriteria, eritérion mentioned in inclusion be deleted.

13, Left hand thumb impression of patient be added on consent form

|4. Sheet should be prepared for drug consumption and given to patients,
13, Toxically study data be mentioned,

16, References should be given appropriate numbering.

17, CTIR registration is mandatory

b D, Shachi Dexai - Kayvachikitsa

Evaleation of Adjuvent effeet of Dhatei Nisha Vati i Madhumeha wori, Twpe H DM

ol

I As study with T trituration is already done what is the Novelty in this stusdy 7
2. Plagiarism is noted. Such data be deleted M. A M's
oy » Sumatibhaj
3, K berefommed. Ayurved Mahavidy ru-f.';.h
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Page no. 11 Mention of sponsors to be deleted.

Sample size should be 126 in each group.

Inclusion criteria should be specific i.e. KA/ DM <2 vears. Control drug should be

specified with dose.

/. Kshuoddha vriddhi in CRF- mention quantity to aahar and frequency.

8. [nstesd of 3 Bhavanes, | Bhavit drug can be studied with Serum insulin as eritecion of
AgRERsement.

9. Sample size be calculated again and represent AgAin,

10. Informed consent sheet be added.

7. e, Geentajali Karale - Rachans Sharir

Randomized controlled trial of Raktamokshana by siravidhi in Bahupitta Kamala w.s.r, to Yakrit,

2 L

i. Why clinical study if your subject is Anotomy.

4. Carrelation of organogenesis with this studly 15 net reffectling in this study. Instead aty
congenital anatomy can taken into consideration.

5, Relevance of clinical trial nat chear.

4. Topie to be changed.

B. Dr, Amit Bairngi - Rachans Sharir

A study of Asthi Dhatu as described in Sushrut Sambita

Title should be reframed. Dehadharan to reflect in titlo.

Coneept of Ashtimala and U pardhaty be taken into consideration
Concept of Dehadharan be clarified,

Correlation of AIDS not elarified

Change the Topic.

Discuss with guide & submit the copics

P T e B

9. Iir, Deepak Dobade - Rachana Shadr

Comparative sty oF different embalming thids on his 1o logical appearance of organ of embalmed
Alhinn Rt Cadaver

Clesiranee of animal ethics committee be attached.

NOC from Animal lab where animal trials will be conducted 1o be attached.

Will herbal drugs act as fixative apent?

Veterinary expert to be included in the stusdy,

Title be reframed,

EC will approve this study only afler Animal othics commmttec approval

Comparative study of herbal embalming Muids with convertional embalming Muid appearance
of organs of albino Rat Cadaver in Title and Aim,

Reference of different herbal formulations be added

Title of Thesis instead of Synopsis.

U e B =

=

M_A s :
- Sumatibhai 5n
Ayurved thlﬂdnu,.:h
Hedapsar, Pune- 411 028
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REPRESENTATIONS

L. Dr, Bhushan Mhaiskar - Sam hitse Shild hani

Cinly lakshanas of Kaphavriddhi will be considered irrespective of vwadhi Auamarna deleted
[nformation sheet be revised.

Objedtives drop validate.

Patol is used everywhere instead of Palata,

Exclusion criterin first 2 be deleted.

KACIO instead of having,

Matertal & Methods — Sampling technique be purposive sampling.

Method of selection of patients — Peayojya anga be mentioned.

S Ty A L B

L. Dr. Bhavana Bhalmey - Samhita Siddhant

Diesciptive study of Pittavriddhi Lakshana and its management with madhur Tikia kashay rasa wosr.
i Rasdravya Prabhar in Rasviman,

Tithe be reframed.

Marathi consent form and information sheet for patients be added,
Exclusion criteria Ape be deleted

Research question be reframed.

Spellings and grammar be rechecked.

Objectives be rewritlen.

Diacritical mark for Sanskril,

3. Dr. Shachi Desai - Kavachikits

Trial drug to be changed.

~Beba da B —

':.‘._1\"*_"‘ _ :
LCORS . sl
"'-,1_3;__.-- A i ) ;‘L.-
Member Secretary ' Chairman
S5AM, Hadapsar, Pone ; - SSAM, Hadapsar, Pune
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INSTITUTTONAL ETHICS COMMITTEE
Alsarrentr Aroeva Mamdals
Sumatibhid Shah Ayurved Mahavidyalaya
and
Ayurveda Hospital - Sane Guruji Arogya Kendra

Malwadi, I-I:u!apsar. Pune - 411 028.

Phone No.g- +#91-20-26599H907, +9 1-20-26999 105 Fax;- +91-20-26999 167
Envail: ssayu@@ reditbileom

Date: 19/04 /2018

Miniuites

25" Meeting of Institutional Ethics Committee
174 & 18% April 2018

Date :- 17/04/2018 to 18/04,2018
Time :- 10.00 AM to 05.00 PM
Venue ;- Conference Hall, SGAK, Hadapsar, Pune

Meeting attended by hon'ble members on 17" April & 18t April 2018:-

1. Dr.V.V. Doiphode Chairman of IEC

2. Dr.5.M. Sathye Member of IEC

3. Dr. Yogini Kulkarni Member of IEC

4. Dr. Satish Puntambekar Member of IEC

5. Dr. Dhananjay Mhasade Member of [EC

B, Mr, Arun Gujar Member of [EC

7. Dr. Rajendra Huprikar Member of IEC

8. Dr. Pallavi Jamadagni Member of IEC

9. Dr. Sangesta Sangvikar Member of IEC

10.Dr. Vidya Undale Member Secretary |EC
11.0r. Pranita Joshi-Deshmukh Research Coordinator

Following IEC member was absent on 17" April 2018 due to personal reasons.

1. Dr. Yogini Kulkarni Member of [EC
2. Dr. Satish Puntambekar Member of [EC

Following |IEC member was absent on 18% April Z018 due to personal reasons.

1. Dr. Satish Puntambekar emhber of IEC

M. A. M's, Sumatibhai Shah
Ayurved Mahavidyalaya,
Hadapsar, Pune- 411 028,



* Welcome hote by De, Vidva Unilale, PG Co-ordinator, $5AM, Pune

L
L3
L]

¢ Common Suggestions:

Scientific names of the drags are to be mentioned correctly along with the name of
authority.

Part / Parts used of the drug should be mentioned.

Do not reveal identity by naming the institute [college, hospital and pharmacy)
Patient informatian sheet shoulil be prepared a5 per ICME guidelines as gaicded by
Ho. Br. Mhasade.

= o g

PRESENTATION OF PG STUDENTS
DAY 1 - Date 17/04/2018

Timings: 10.00 am to 5.00 pm

< AYURVED SAMHITA SIDDHANT

1) Dr. Banashree Patil
Add ‘as hetu' in title, Drop ‘of’ & modify accordingly.
Translation of hetus in English to be done (Pg No. 15)
Patient information sheet to be made more fine.
Pg No. 16 - Left hand th umb impression.
Secondary objectives to be reframed,
- PgNo. 18 - CRF - Table of complains to be reframed,
- Inclusion criteria to be changed to - ‘Patients of Urdhvaga Amlapitta having
Kisheera Viruddha annapana & guantity as hetus.
Frequency, of Viruddhanna to be mentioned.

justify Eefiwa=rm’ of the hetus.

Authenticate the questionnaire.
Sample size to be recalculated after discussion with statistician.

identify Ksheer viruddha food products and to be mentioned in questionnaire.
- Redesign methodology.

2) Dr. Madhuri Ghogare
Duration of ‘Ratraujagrana’ to be mentioned.
Change title, Drop 'Hetus’.

- Remove 'Healthy volunteers from inclusion criteria,
Spelling & Grammar to be rechecked.
Information sheet to be added.
Specify 'Jagran’.

- Questionnaire to be authenticated.

Ldentify specific population for study. True
e.p. Bus drivers, workers or [T Prolessionals, ’i ';_:_",'Fn.—""
=} P
-. .l.. "", ‘um Eﬂﬂl

Ayurved Mahavidyal
Hadspsar. Pune- 414 ?ﬁ'




3) Dr Sneha Ghodake
Sample Size to be decided by counseling statistician,
Modlify Title.
Authenticate Questionmaire.
HHATE to be corrected,
Aye sroup to be changed 1o 20-40,
Seasons as a variable should be considered.

4) Dr. Aditi Borhade
Study rationale to be justified.
Information sheet to be added.
English consent form to be added.
Change the topic & represent.

5) Dr. Sayali Bendal

Title to be changed to.

"An ohservational study to evaluate effects of violation of aahara vidhi vidhan as
Grahani Dosh Hetu'.

Authenticate Questionnaire

Add information sheet.

Use word 'Hetu' instead of Nidan.

&) Dr. Rohini Kendre
Madify title so as to reflect proposed pilot study
- Methodology to be corrected.
Pathya Apathya aahar vihar to be mentioned.
Language in patient informed consent to be simplified.
- Page no. 38 - Viharaj Apathya to be corrected.

< REPRESENTATION

1. Dr. Aditi Borhade
- Drop the raw drugs which are not available.
Justify the reason behind droping the ingredients,
Add 'Bahirparimarjan Chikitsa Siddhant’ in tithe.
Submit 1 Corrected Copy OFf Synopsis for [EC Till 21/04 /2018,

w KRIYVA SHARIR
1) Dr. Mahesh Raut

- Study can be made elaborative by changing to experimental study.
Study rationale to he justified. ) ﬁll!
3
pal
M.A. M's, Ibhai Shah

Ayurved Mahavidyalaya,
Hadapsar, Pune- 411 678,




2) D Chilvag Chand

Wiy ey Tharmpay Lakshannr is comsideral fup s gy

=20 et ancient textsshouhd e considermd,

Pation: idormaton sheet 1o be ad decd.

Sample siz2e to be recaleulated by consulting statisticians,

Fitle can be - "An observational study to assess status of sharir dhatu in diagnosed

chronic alcohalic patients.

3) Dr. Mohini Narke

Conciept of “Sphutit not clear’,
Change the topic & represent.

“ REPRESENTATION

1. Dr. Mahini Narke
Term “Sphutit’ should be replaced by Paddari and proceed with the study.

< DRAVYAGUNA
1. Dr.Suraj Rawate

=

Inclusion criteria - BSL - fasting or pp?

Modify title - Patrachurna to be added.

Duration of study to be increased to 3 months.

Hb A1C should be criteria for assessment instead of BSL.

Glucometer should be calibrated.

standardization and Authentication of drug to be mentioned as per AP
Relerences of previous work done to be mentioned

Pilot study to be done for deciding dose.

Explain how your study is different from previous trials.

Hotanical names to be written in italics.

ldentification, Taxonomy, properties, physio chemical parameters of kaidrya Lo be
mentioned.

Toxicity study data, reference to be added.

Depasit sample as voucher specimen.

. Dr. Kajal Shah

Information sheel to be added.

3 groups can be formed as internal, external and both and modify title accordingly

Exclusion criteria - Pittaj Dushta Kushtha to be added

Washout period to be mentioned [1 week)

Standardization of trial drugs to be added

severity and duration of symptoms to be mentioned and diagnostic eriteria to he

quantified.

S50P of Best #7141 to be added,

Exclude patients on steroid therapy.

Plant part used to be mentioned. E
M. A, H'l.F Er'umluhhu Shah

Ayurved Mahavidyalay
Hadapsar, Puns- 411




3.

Ly, Prajakla Pasarkar
Do f it Soey shyoed et camseat Bare Lo g aciml,
senarate consent form L e added Tor Panciakirma,
Gaardian consent to be arlided.

Change the topic i wark has already been done
Method of administration to be corrected.

Consider age criteria tor ethical 1ssues.

. Dr. Mitawa Kanade

Mention whether source af hacteria is clinical or non-clinical,
NOC of concerned authority to be attached
Drug authentication to be mentioned.

<» REPRESENTATION

1.

Dr. Prajakta Pasarkar
Wark to be done under proper supervision and monitoring.

. Dr. Mitwa Kanade

Contact the concerned institute where proposed work will be done for permission.

< SWASTHAVRITTA

1.

Dr. Akshay Khandve
Parameters as per food science like physiochemical, organoleptic etc. can be added

(nmutritional value)

Dr. Poonam Kale

Remove 'exam studies’ from Group B,

Duration of study to be increased more than week.
Define duration of I and its frequency.

Elaborate assessment criteria.

Get the questionaries’ authenticated,

Study rationale to be justified.

Remove ‘College students’ from title and modify title accordingly.

Dr., Vijay Deme

Modify title remove "Excessive mental work.

Patient information sheet and informed consent to be added,
Mention Dhoomapana yidhi in title

Alertness assessment scale can be added

Page No. 10 - change the word 'Interrogation’,

Assessment of "Tandra to be added’

Assessment of verbal and physical responds to be elaborated,

P
M & M'e, Sumatibhal Shah
Ayurved Mahavidyalaya,
Hadapsar, Pune- 411 028,
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L

i Suraghunue Banga

Aty vest b o T cossidered st of paisia

Fxplain fony this stady is ditlerend fromy provious wios & o

Mention the amalytical tests tat wiil be done in laboratery and by the studens
byimesielL.

MOG of concerned laboratory to be attached.
Drop ‘optimum essential period’ from title.
Any other water sources can be added for comparison and represent tomorrow.

Criteria to assess pat ability of water can be added.

Dr. Atul Zolekar

Explain how your stucy is different from previous sticly.

NOC from the laboratory were praposed work will be done ta be provided.
Modify and represent tomorrow.

submit 1 Corrected Copy Of Synopsis for I[EC Till 21 ,/04/2018.

Dr. Saiprasad Rathod
Modify the title according to Ayurveda.
Restrict topic to particular hazard described in Ayurveda.

Remove ‘female’ from exclusion criteria.
Drop the word ‘interrogation’.
Change the topic and represent tomorrow.

REPRESENTATION

. Dr, Saiprasad Rathod

Get questionnaire authenticated.
Sample size to be increased.

SHALAKYA TANTRA

. Dr, Pratibha Chane

Drop ‘w.rt stomatitis’ from title.

Instead of Ghanavati include Panchavalkal kashay in the study and modify
accordingly.

Information sheet he added.

Dr. Anjum Metkari

Control drug should be mentioned in title itsell.
Drop ‘Allergic Rhinitis’ from title,

Information sheet be added.

Why duration of study is only ten days?

S0P of Taila Kalpana be mentioned.

S0P of Swedan to he added.

Define Bindoo Matra in ml or cc. l E ;:_j},,‘:
-

pal
M. A. M's, Sumastibhal Shah
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Hadagsar, Fune- 411 028,




e, Palbavi Vyavhare

Brop wards Mbcewine S it

Assussment Criteria for mEgrAine o e achied,
Mention contro] dirig in title,

Elaborate similarittes of Ardhavbedaka with migraine,
Add 50F of Taila & Nasya

Patient information sheet to be added.

. Dr. Rajnigandha Manwar
Drop 'w.rt. senile imnature cataract’ from title.
Elaborate similarities of 'Kaphaj Timir’ with ‘Senile imm ture catarnct’,
SOF Gutika and Anjana kalpa should be mentioned
Patient information sheet to be attached,
How,/Who will monitor application of anjana everyday?
Sensitivity assessment criteria to be added.
Feasibility in terms of follow up is not possible,
Change the topic accordingly and represent tomorrow,

5. Dr. Nirupa Ainlod

= Drop 'wert. simple myopia’ from title.
SOP of Shatavari Ghrita preparation and Netra Tarpana be modifisd,
Information sheet be added and mention what da you mean by ‘Tarpana’ in it

fi. Dr, Varshali Patil

- Drop‘w.r.t. corneal opacity’ from title.
How/Who will monitor application & se nsitivity of anjana every day. (Elaborate
monitoring technique)

- SOF ofvarti kalpana and Anjana kalpana.

- Change the topic as monitoring is not possible and represent tomorroiy.

“* REPRESENTATIONS

%+ SHALAKYA TANTRA

1. Dr. Rajnigandha Manwar

- Title presented today is accepted,
Patient information sheet to be added.

2. Dr. Varshali Patil
- 5UF of aschotan to be madified and made more fine.

“* SHALYA TANTRA
l. Dr, Chetan Pawar
Drop 'w.rt Sandhigatvata’ & add knee joint in title,
Page numbers not piven. bl * LA

L]
L

Principal
M. 5. W'e, Sumatibhal Shah
ayuryad Mahavidyeilay g,




{anpsseniast Yoo BV povdeat s o e L b ngda el

Sotenrie sime foy et Encee sl Tocdn cosgsadoriine thedy EIENG AN

Add SOP o Jalauga avacaraa vidhi

Menttoty oolerenee of X-rovessunination o dagnoesis of eariy 04
Mitterentiale carly O.A. with late DAL with specihic symiptoms,
Rewrite and represent again.

. Dr. Jayashri Karpe

Numbering of pages not done.

Ritiliography /Relerencing need Lo be coreected.

|Iypathicsss to be corrected,

Secondary objectives to be rewritten,

Group allocation method to he mentioned in methadology and study design
Mention how & where standardization of drug will be done.

CRF is incomplete.

0.A. knee joint to be reflected in title.

Assessment parameters and statistical test nat mentioned,

CRF to be corrected,
Patient information sheet is not as per ICMR guidelines.

Duration of study to be increased.
Rewrite and represent.

Dr. Ketan Garje

Add patient information sheet.

Sample size should be 30 in sach group.

Madify the procedure of ZrTEs,

Dr. Prajakta Undare

Explain how your work is different from previous work done.
Sample size should be 60 in each group.

SOP of drug preparation to be added.

Marathi questionaries” to be added.

Mention part of the drug to be used,

Reduce dose of Ela.

(iet the questionaries’ authenticated.

Authenticate and standardize the trial drug as per AFPL
Submission of voucher specimen.

5. Dr. Rohit Barmukh

Add patient information sheet,

Page no. 1, write H202 instead of HZ2504,

Explain how your work is different from previous worle done.
Mention method of Randoemization,

Sample size should be 60 in each group.

e
_r,_.-l'
Princhpal
M. A. M, Sumatibhal Shak
Ayurved Mahavidyalaya,
Hadapaar, Pune- 411 028.
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Authenticrie sl stanelaedize ths tial dropgs as per AN

“ REPRESENTATIONS
1. Chetan Pawar
Change the topic to avoid ethical issues,
Submit 1 Corrected Copy Of Synopsis for LECTill 21/04/2018.

2. |ayashree Karpe
.‘iEEESSﬂF}’ corrections not done.

PRESENTATION OF PG STUDENTS

DAY Z - Date 18/04/2018
Timings: 10.00) am to 6.00 pm

“* RASASHASTRA & B.K.

1. Dr, Siddhesh Joshi
Drop the term "Reverse Pharmacology' from title and modify accordingly,
Documented evidence of Lavangankar method to be made availahle.
- Previous work done should be in descending order.
Vancouver style to be followed in references.
Secondary objectives to be rewritten.
Literary review - Review of Literature should be related to somal and its shodhan
methods.
Statistical tests should be changed by consulting statistician.

2. Dr. Akshay Vaidya
Drop w.r.t and modify title accordingly.

- Secondary objectives should be other than analytical study.

- Methodelogy for Phytochemical assessment and TLC should be studied thoroughly.
Title can be ‘A Comparative Pharmaceutical and analytical study of Guduchyadi
Kashay' churna and Ghanavati mentioned in Ashtang Hruday'.

3. Dr. Richa Agarwal

- Change the drug as "Raktachandan’ is not available {authentic} and represent SOP of
lepa Kalpana to be added.
[nformation sheet is incomplete,

- Before applying lepa some internal medication should be administered.

X

M. A, M's, Sumatibhal Shah
Ayurved Mahavidyalaya,
Hadapsar, Pune- 411 028.
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1.

&
1.

e Suvidbn Gotlowinl

Vet thedyme ol Potaowenied welll B v
["hysicouhrmica) assessiwent shoghd Do doene ailes 50 Pata ok

Feest o elemaental assay o be mentiomed,

i, Deepali Bhalerao
As applicable to Suvidha

bDr. Amey Pokale
Feasibility of ditfusion of Ghrita should be coniirmed before trial

REPRESENTATION

Dr. Richa Agarwal
Use Substitute drug 'Ushir’ instead of Raktachandana & Drop "Kushtha' due to
unavailability.

AGADTANTRA

Dr. Pallavi Chaudhary

Animal Ethical Committee clearance and NOC of institute were proposed work will
be done should be made available,

Trial drug should be self prepared instead of using market sample,

Drop ‘LD-50" from title and modify title accordingly.

Change the trial drug as 'Manahshila’ is not available.

SOP of drug preparation to be added.

Drop Inclusive exclusive criteria and withdrawal criteria.

. Dr. Surajsingh Solanki

FDA clearance letter to he added.
Drop the word ‘Principles’ use “Ingredients’ and modify title accordingly.
Change the topic to avoid ethical issues and represent / Change topic.

Dr, Sagar Gorde

Animal Ethics Committee clearance and NOC of institute were, Propoesed work will
be done should be made available.

Change trial drug / Drop ‘Chandan’ from ingredients.

Change guidelines for toxicity studies.

Compare 2 methods of preparation

REPRESENTATION

Dr. Pallavi Chaudhary
Change the topic.
Submit 1 Corrected Copy Of Synopsis for IEC Till 21/04,/2018,

Lo

M. A. M's, Sumatibhai Shah
Ayurved Mahavidyalaya,
Hadapsar, Pune- 411 028



2,

'lll.:"':'l"i"i"‘: 1] b

(Il dir diper

Submit 1 Corrected Copy Of Synapsis for [EC TiH 23 /01 /2018,

Dy, Sapar Gurde

Drap the ingredient "Chandan’ from the trial drug and proceed with the stucdy,

The formulation should be self prepared.

ROGNIDAN

. Dr. Kiran Mangalge

Questionnaire to be authenticated.
lIse ‘Ajeerna’ instead of "Ajirna’
Drop Hypothesis.

Add Patient information sheet.

Dr. Pradnya Bharati

Drop ‘Skin related signs and Symptoms’ from title and modily accordingly.

g, No. A - Rewrite study design.
et the Questionnaire authenticated.
Add Patient information sheet.

. Di. Madhurani Garud

Get the Questionaire authenticated.

Assessment of Volunteers to be done during enrollment itself epg. Prakruoti

Parikshan etc.
Patient information sheet to be added.

. Dr. Bhingarde Pooja

Sample size to be increased.

Patient information sheet to be added.
Restrict age group from 18 to 7(.

Get questionnaire authenticated.

Draop hypothesis as this is observational study.

. Dr. Shweta Badarkhe

Drop exclusion criteria regarding Blood group systems.
Patient information sheet and consent form to be added.
Get the questionnaire authenticated.

Sample size to be recalculated and increased,

True Uo\p:’)
Pﬂ&: ;
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= KAYACHIRITRA

4.

. D, Rakesh Hingane

Attach English Consent (o,

Drop "Sponsorer from consent o,

Drug should be administered twice daily instead of 3 times a day.
Page No. 4 - Add appropriate references for selection of topic
Revise abjectives,

Sample size to be recaleulated considering error as 5.

Patient information sheet to be qdded.

. Or, Amruta Moare

Drop the term "adjuvant’ and modify title accordingly.

Pg. No. 17, drap 3™ point.

Sample size to be rectified.

Pg. No. 10, drop sheetajal as anupan,

Dose of trial drug to be recalculated and administered once a day.

Pg. No. 10 - quantity of drugs should be mentioned in parts instead of mg.

Dr. Sneha Hagwane

Use the term Fﬂﬁﬁﬁﬁﬂ instead of anxiety in title.
Calculate the sample size by considering error as 5%.
Add patient information sheet.

Madify age group.

Dr. Sanket Darawade

Add patient information sheet,

Add Marathi consent form

Pathya apathya should be explained in simple language

Dr. Shweta Lade

Drop the term "Adjuvent” use "Add on' instead in title

Drop with special reference to type 11 DM from title.

Add patient information sheet.

Range of HbALC to be taken as 6.5 to 7.5 in inclusion eriteria
Recalculate sampte size by considering error as 5%.
Confirm, procurement of authentic sample of ‘Kushtha’,

Dr, Foonam Tupe
Drop w.rt ostecarthritis From title
Page no. 27 - drop point no.d

Trus Copy
Add ‘Gender' in consent Form. &_,"-"ﬂ
/’-:/
Pri |
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3.

STREERDG & PRASETE TANTH

D, Bharati Zunjarrao

At paticn] relee dion shee? I botn vigaages [ Marathi & Eneslish)

Rewrlte materials and methods [Pe. Mo, 8)

Explain how vour work is different From previous work.

Give all relevant references,

Rewrite objectives.

Sample stee shoukl be 60 ineach groap

Mention duration of stucly.

Source of drug, authentication, physicochemical assessment shoulil be mentioned
voucher specimen ta be submitted.

Dr. Harsha Gosavi
Authentication and standardization of ingredients as per APl to be done,

S0P of Bastichikitsa and Taila preparation to be mentioned.
Separate consent form for Basti Chikitsa should be attached.
Add patient information sheet.

Drop "Paschat karma from mode of drug administration.
Add Abbreviations

Part to be usad of trial drug should be mentioned.

Dr. Shubhangi Kamthe

Attach patient information sheet.

Explain how your work is different from previous work done,
Add ‘wound' in title,

Authentication and standardization of raw material as per APL
S0P of taila kalpana to be written.

Dr. Geetanjali Vaiti

Mention duration of Dhoopan

Drop the word 'both’ from title and modify title accordingly.

Mention S0P of Dhoopan Chikitsa.

Explain how your work is different from previous waork done.
Standardization and authentication of individual ingradients to be mentioned.

Sample size to be recalculated.

Dr. Anita Waghmare

Change methodology and represent,

Add patient informatian shevt,

Submit 1 Corrected Copy Of Synopsis for IEC Till 21/04 /2018,
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1, . Nilakshi Deore
At et ieatirn aend stand srdization of sawe material to bedpme
SOP o) Modaka to be adilinl,

Add patient information sheel.

PROJECTS BY FACULTY MEMBERS.

< [y, Vaishali Deshpande

Pg. No. 14 - Should be "Prakriti Evaluation® instead of "Evolution”

|nelemnity to be attached.

Scientific names of drugs to be written.

Part of drug to be used should be mentioned.

Safoty study data if available of relevant extract to be mentioned.

\
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INSTITUTIONAL ETHICS COMMITTEE
Maharashtra Arogya Mandal's
Sumatibhai Shah Ayurved Mahavidyalayva
and
Ayurveda Hospital - Sane Guruji Arogya Kendra
Malwadi, Hadapsar, Pune - 411 028,
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Phone No.:- +91-20- 29522:.:]3 +91-20-29522504 Email; _&Eﬂ_‘;.-‘_].l@r'l'."{hff]'t'l'iﬂtﬂm
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Date: 08/03/2019

Minutes

26" Meeting of Institutional Ethics Committee
06t & 07 March 2019

Date :- 06/03/2019 to 07,/03,/2019
Time :- 10.00 AM to 05.00 PM
Venue :- Conference Hall, SGAK, Hadapsar, Pune

1. Dr.V.V. Doiphode Chairman of 1EC

2. Dr.5.M. Sathye Member of [EC

3. Dr. Yogini Kulkarni Member of 1EC

4. Dr. Satish Puntambekar Member of 1EC

3. Dr. Dhananjay Mhasade Member of IEC

6. Mr. Arun Gujar Member of IEC

7. Dr. Rajendra Huprikar Member of [EC

8. Dr. Pallavi Jamadagni Member of [EC

9. Dr. G.P. Prasad Member of |[EC

10.Dr, Vaishali Bhosale(Veer) Member Secretary |EC
11.Dr. Pranita Joshi-Deshmukh Research Coordinator

Prin
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Following IEC member was absent on 6™ March 201% due to personal reasons.

1. Dr. Pallavi Jamdagni Member of IEC
2. Dr. Vaishali Bhosale[Veer) Member Secretary [EC

Following IEC member was absent on 7% March 2019 due to personal reasons.
1. Dr.G.P Prasad Member of IEC

s Welcome Note by Dr. Pranita Joshi Deshmukh, Research Co-ordinator] PARAS).

e [Institutional Ethics committee member (ASU member) Dr. 5angita Sangavikar
is transferred to other CCRAS unit, Sowe requested Assistant Director Ol
Ayurveda, Regional Ayurveda Institute of Fundamental Research, Kothrud,
pune Dr. G.F. Prasad Lo be a part of our institutional ethics committee as ASU
member. He accepted our request & was present for 265 Institutional Ethics
Committee Meeling.

e New member Df. G.P. Prasad - Assistant Director Ayurveda, Regional Ayurveda
Institute of Fundamental Research, Kothrud, Pune was introduced to the
committee by Dr. Pranita Joshi- Deshmukh.

» Minutes of previous meeting read out by honorable chairman Dr. V.V, Doiphode
& unanimously accepted & approved by all the committes mem bers.

» Common Suggestions :

1. Botanical names to be written in scientific manner as follows :
2. Genus name should start with Capital letter.
h. Species name should start with small letter,
c. Genus & Species name should be in italics & underlined,
d. Scientist name should be written at the end & should not be in Italics.
2. Vancouver Style of referencing to be followed strictly.
3. Questonnaire to be validated.
4. Generic names to be used instead of brand names for e.g. "Povidone iodine’

instead of 'Betadine’.

\
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PRESENTATION OF PG STUDENTS

DAY -

1

DATE: 06/03/2019
Timing: 10.00 am to 5.00 pm

4 DEPARTMENT OF AYURVED SAMHITA SIDDHANT

1) Dr.Sneha Bedelkar:
s Study rationale to be reframed as per objectives,

[ ]

Hypothesis to he revised as we can not say that Lehan chikitsa siddhant is not
effective.

Present knowledge gap to be mentioned,

Justify why Maricha is selected in Vataj kasa as properties of maricha may
aggrevate vata.

Operational definitions to be mentioned.

Clinical application to be considered as secondary objectives.

Change the topic accordingly and represent,

Above suggestion should be followed & represent again 07 /03/2019,

After representation on 07/03/2019 revised title & synopsis approved by 1EC
Revised title ‘Literary study of Lehan chikitsa & Kasa ghna property of
Marichyadi Yoga lehan in Kaphaj kasa'.

2) Dr. Sarika Gavali:

L]

Knowledge gap to be mentioned.

Referencing style to be revised.(Vancouver 8,9,17).

Exclusion Criteria no.1 to be deleted.

Study Rationale - Why this s! udy model is used to prove shaman siddhant?
Dperational definitions is not in English.

Objective ‘3’ not required.

Literary study of shaman chikitsa siddkant to be elaborated [Primary ohjective)
Change the title accordingly.

Patient information sheet to be revised as per ICMR guidelines Informed consent

For minor needed.

1) Dr. Barakha Kulkarni:

« Methodology to be elaborated as per [ICMR guidelines,
e Give at least one example of similarities and difference, how are you going to

procead .

e Letter /NOC of the institute [Anandashram] to be produced.

M. A. M's, Sumatibhal
Ayurved Maha “ﬂ'l'll.‘m]‘:.h
Hadapsar, Pune- 411 028,




4) Dr. Shaunak Sane :
s Age criteria to be revised to 18-60 years.
e Title to be revised as ‘A study of Nasya Karma Siddhant’ and “Shirashoolghna
property of Ghrutimanda by Pratimarsha Nasya'.
s Clinical study to be considered as secondary objectives.
o Spelling & prammar to be checked in informed consent,
« Operational definitions of “hindoo’ to be mentioned.
s Drop ‘Profitable’ from information sheet,
o 'Left hand thumb impression’ to be mentioned in consent form.
» Research question to be reframed,
o S0P ol Nasya to be revised.
e Consider specific /diagnosed disease for this study , as screening is difficult for

exclusion list,

Above suggestion should be followed & represent again 07,/03/2019.

After representation on 07 /03,/2019 revised title & synopsis approved by [EC.
Revised title ‘A study of shirshoolghna property of Ghrutmanda in
Ardhavabhedak by Pratimarsha Nasya with special reference to Masya karma

siddhant.

5) Dr. Payal Sharnagat :
e Title to be revised 'Application of Guna Vishesh Siddhant with efficacy of 5ama
Shuktaardraka yoga in Mandagni'.
s Questionnaire to be validated. Refer "Appetite assessment & eating speed
published in International Journal of obesity(2003),
s References of shukta to be added and SOP revised,
s Rescarch question and hypotheses to be revised. It should reflect duration &

dose.

6) Dr, Bhavika Shinde :
» Knowledge gap to be mentioned.
« Delete ‘deposit or fee’ from compensation for participation, in Information

Sheet.
= Sample size to be increased.

I
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“ DEPARTMENT OF KRIYA SHARIR

1) Dr. Nimish Bapat :
= FPopulation to be mentioned in title.
= Inclusion criteria -Add more than 5 years continuously.
= Hypotheses to be deleted as study is nhservational,
& Sample size can be increased,
* (uestionnaire to be validated and mentioned in methodology.

2) Dr. Triveni Bisen :
¢ Hypotheses to be deleted as study is observational,
= Delete 'Cross-sectional” from title as study is observational . Instead of wsr,
to use "hy using Spirometry " in title,
= Dushti lakshana of Pranvaha strotas to be mentioned in operational
definition.

3) Dr.Shraddha Gajare ;
* Sample size to be calculated by considering ‘Raja suna bahulya’,
» Define, how to identify Raja guna as por classics,
* Title to be revised |
Revise title 1s approved by 1EC members on 07 /0372019,
Revised title * Effect of Dhyana (Sahaja Yoga Meditation) on Raja Guna
Predominant School going adolescents.

4] Dr. Rajeshkumar Gore :

* Remove 'Cross sectional’ from title as study is observational,

5) Dr. Pooja Dubey :
* Remove no.*2’ exclusion criteria.
» Sample size to be increased to 70 in each group.
* Screening form, Q. No. 1. Delete the word ‘Problem”.

6 ) Dr. Jai Suryawanshi :

= Letter/NOC of concerned authority to be produced otherwise remove
“Traffic Police' from title,

*  Minimum exposure te be mentioned in individuals.




#» DEPARTMENT OF RACHANA SHARIR

1) Dr.Tejas Metkari:
»  Modify as per suggestions given by Dr. Sathye on copy.
e Applied anatomy of the study to be mentinned,
e Lady attendant is necessary for female volunteers.

Above suggestion should be followed & represent again 07/03/2019.
After representation on 07 /03 /2019 revised tit le & synopsis approved by
[EC.

2) Dr. Sachin Narwade :
* Modify as per supgestions given by Dr. Sathye on copy.
» Applied anatomy of the study to be mentioned
» Lady attendant is necessary for female volunteers.
e Evalution criteria of Atideergha and Atirhasva to be mentioned.

Above suggestion should be followed & represent again 07/03/2019,

After representation on 07 /03/2019 revised title & synopsis approved by
[EC:

< DEPARTMENT OF AGADTANTRA

1) Dr. Sagar Awhale / Dr, Tejas Bapat / Dr. Shubham Londhe:

e Add appropriate reference why study model is 100 mg/kg body weight.

+ Mention the bulb of bloed collection.

s Animal ethics committee clearance is necessary, hefore commencing the
trial.

e Title to be changed to ‘anti nephrotoxicity’

F
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& DEPARTMENT OF PANCHAKARMA

1. Dr. Pradnya Kabra:
» FElaboration of specific karma and when patient should come to hospital
other than routine follow up to be mentioned in patient information sheet
e Information about Temperature of Pradeha to be ment ioned
e Research question to he simplified,
o Add duration of karma in hypotheses

2. Dr. Manisha Kakade :

s Duration of study to be mentioned in hypotheses,
e Calculated Sample size should be for one group.
e Mesh size of churna to be mentioned.

s S0P of Lepa/Paste to be added.

s Thickness of lepa to be mentioned in ‘mm.’

e Shioka of Arjun lepa to be added.
« Maodern comparative disease condition to be mentioned in introduction

3. Dr.Milind Kamble :
» Knowledge gap to be mentioned.
s Botanical names of drugs to be added.

4. Dr. Vishakha Patil :
e Title to be revised. Remove ‘Sandhigat Vaat” and replace with ‘Janusandhigat
Vaat',

5. Dr. Riddhima Ranjan:
» ‘Khalitya’ to he mentioned in lay term in patient information sheet.
e Specific temperature of oil to be mentioned.
+ Sample size should be 60 in each group.
« Delete ‘Bhrajak Pitta' word from introduction.
e SOP of drug preparation to be mentioned.

M, A M's 5
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% DEPARTMENT OF DRAVYAGUNA

. Dr. Prajakta Abnave:
* Recheck the reference for mention of ‘Guda' in processing of seed,

. Dr. Payal Jain

* Specific drug and actual avachoornan method to be added in Patient
information sheet,

* Patient information sheet in English to be added,

* WHO guidelines to be studied for using traditional medicine in clinical trial,

. Dr.Shweta More -

* Standard reference of Vrikshaayurved to be followed for preparation of
Kunap jal,

. D Kalvani Sant ¢

* English information sheet to be addod,

* Scales mentioned by Dr.5athye an synopsis copy to be added .

* Modify the title by mentioning specific karma or trial drug can be changed
to "Aragwadha’ .

* WHO guidelines to be studied for using new drug.

. Dr. Vaibhav Wani :

* Instead of Narikel tail use Tila taila,
< DEPARTMENT OF STREEROCA & PRASUTI TANTRA

- Dr. Tanaya Banodkar :

®  On page no. 11, Remove the invest igations (HIV,HbsAg VDRL) in last visit.
* On page no. 21, Mention specific disease,

* Rescue medicine to be mentioned in cage of corrosive reaction to patients,
* Sensitivity test to be done.

* Instead of single arm, study can be titled as exploratory study.

- Dr.Swaraj Borade :
* Remove no. "2’ exclusion criteria,
* Maodify the title, instead of Dhanyalk sharkara o it should be Dhanyak and

Sharkara. i

P al
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3. Dr. Tejaswinee Chavan :
e On page no.22, Explain Nashtartava in lay terms.
e Informed consent form in English and Marathi to be added,
o Age criteria to be revised to 1H-35 years,
e Parent consent to be removed,

4. Dr. Bhaktl Kharat :
» Marathi consent form te be added.
o Instead of Capsule drug can be administered in Ghana Vati form.
o Instead of "Wet' use Fresh' leaves in SOP.

5. Dr. Varsha Mhaske :
s Abortificent activity of Kankshi Jal to be checked
o Informed consent form in English and Marathi to be added.
e Purpose & method of study , revise 19 sentence (Page no. 23],

6. Dr. Supriya Patil :
e« Avold technical terms in Patient information sheet,
s Instead ol controlled elinical study, comparative study can be done.

PRESENTATION OF PG STUDENTS
DAY -2

DATE : 07/03 /2019

Timing : 10.00 am to 5.00 pm

# DEPARTMENT OF RASASHASTRA & BHAISHAJYA KALPANA

1. Dr. Rohit Gujrathi :
o [nstead of ‘Research gap’ use ‘Knowledge gap’.(Common for ali]
o Letter/NOC of concerned laboratory to be produced.[Common for all]
« Research question to be mentioned,

2. Dr.Vishal Chaudhari:
« Revise Primary objectives.
¢ Test for particle size estimation & elemental assay to be mentioned.

3. Dr. Vrushali Ghule :

s Latin name of Vasa to be ﬂhw Latin names of all the drugs to be

choecked

L
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o Specific tests for Avaleha & Kwath to be mentioned.
« Revise all the standardization tests.
e Remove 'statistical tests.{Common for all)

4. Dr. Swapnil Mundhe :
« Averape diameter of Ghanavati to be mentioned in standardization test.
« Mention ‘Angle of Repose’ for churna.
« How to decide which dosage form is better.
s Mention ‘Shahida Parikshan’ of churna (Agni) as mentioned in Dravyaguna.

5. Dr. Pranali Patankar:
e S0P of Parad shodhan and Gandhak Shodhan to be mentioned.

6. Dr. Ashutosh Todkari :
o Add shelf life study /stability study in further scope of study.

<+ DEPARTMENT OF SWASTHA VRITTA

1. Dr. Shruti Badhe :
e Title can be changed to ‘A Survey study of school going children as per
dincharya vidhi to find awareness of oral hygiene,
= On page no. 33 - Replace the word "Myselb " with 'T".
e lse Non-technical terms in questionnaire.
» Sample size can be increased to 400,
2. Dr. Saurabh Nikhade :
» Drop ‘Retrospective’ [rom title.
e Title can be reframed as *An observational study of Ahara Viharay Hetu
of Sthaulya in chidhood obesity”.
« Follow suggestion of Dr. Sathye mentioned an copy”.
3. Dr. Pradnya Vibhute :
= Questionnaire to be redesigned by using standard scale lor
depression.
o Follow suggestions of Dr. Sathaye mentioned on copy.
« Use the word 'Calculate instead of ‘Find” in title,

< DEPARTMENT OF ROGNIDAN &VIKRUTI VIDNYAN
1. Dr, Leena Dagade :

s (In pape No. 26- Use Non-technical terms. M}}r‘

M. A "'"-Tmn 10



2. Dr. Sajjala Jadhav :
* Replace the word * To establish “with ' To evaluate i title.
s (Ohservation table to he prepared for cases and controls,

3. Dr. Bhakti Kale:
« Use non- technical terms in informed consent form.

-
i.i

<+ DEPARTMENT OF SHALAKYA TANTRA

1. Dr. Darshan Dhage :
s Use non - technical terms in patient information sheet,
s Instead of controlled, study should be comparative.
» English information sheet to be added.
e Ape criteria to be revised to 19 to 50 years
» Refraction to be added in CRF.
e Remove 'one eved person’ [rom exclusion criteria.
e S0P of parisheka to be revised.
e Rescue treatment to be mentioned.

2. Dr.Shraddha Pandagale :
 On page no, 26- Purpose and nature of study - Rewrite line no.4,
o Study to be considered as comparative instead of controlled.
» Age criteria to be revised to 19 to 50 years.

3. Dr.Vinayak Shirsat:
s On page no. 26 — patient code no. ta be remaoved.
» Study to be considered as comparative instead of controlled.
o  SOP to be revised
e Specify severity and duration of shirshoola in inclusion criteria.
o Use K/C/O in exclusion criteria.

4. Dr. Privanka Bolke:
= Study should be comparative instead of controtled.
s Use non-technical terms in patient information sheet.
e Mention drug administration and Anupana in patient information sheet.
e Reference of comparison of Timir with Myopia to be added.

5. Dr. Rochan Sharma:
s Study should be comparative instead of controlled.
s SOP 10 he revised . Mesh size of churna to be mentioned.
e SOP of Vati to be mentioned .
s CTRI registration to be mentioned in Gantt Chart.

e Avoid Generic /trade name in title.
nl 11
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6. Dr.Suhasini Chaudhari

» Use non-technical terms in patient information sheet.
e SOP of drug preparation & drug administration use to be revised,

e Instead of '‘Chlorocol-H * use ‘chloramphenical with hydrocortisone in title.

« Sampling method to be mentioned.

% DEPARTMENT OF PARAS

Dr. Pranita Joshi -Deshmukh
Pl & Research Co-ordinator |

“ A Randomized, multi-center. double blind , interventional . placebo controlled study 1o
evaluate efficacy and safety ol ALIMFUS — Air barne low intensity multi-frequency
ultrasound | as an Add-on therapy to oral hypoglycenic Agent (OHA) i type 11 Diabetic
paticnis.

1. Calliberation of device after periodic interval will be done or not?
2. Insurance copy to be obtained with trial site mentioned on it
3. There should be link document on TIMER letter head mentioning

manufacture, sponsor and TIMER.

4, Previous preclinical data or publication.

< DEPARTMENT OF KAYACHIKITSA

1. Dr. Karishma Kadam :

English Patient information sheet to be added.

On page no. 23 - Left hand thumb impression to be added.
Remove exclusion criteria no. 1 & 5.

Specify type of diabetes | or L.

Inclusion criteria - Define HBALC in range,

Page no. 20 obhjectives criteria instead of * X "add * " wherever applicable,

Page no.9 - Remove "Accountability ',

Title to be changed "Add on effect ' of trial drug instead of ‘controlled trial’,

Part used of trial drugs to be mentioned.
SOP to be revised
Standardization of vati ta be mentioned.

Modity research question, ohjectives and hypotheses as per change in tithe,

e ooy
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2. Dr. Abhijeet Chavan :
» Spellings to be checked. [Sanskrit & English),
o [nstead of controlled, study should be comparative, modify title accordingly.
= Moadify research question, objectives and hypotheses as per change in title.
e Setting of Gantt Chart to be checked.
» Guda Nagaradi Yoga to be administered in tablet form instead of capsules.

3. Dr, Milind Upase :

= Ape group to be revised to 19 to 30 years.
s Name of scientist in latin name should not be in ltalics.

4. Dr. Ayushi Garge :
e Trial should be comparative instead of controlled.
= Age group to be revised to 18 to 60 years.
o Instead of anxiety, Ayurvedic term to be used in title.

5. Dr. Swati Rathod :
s Study should be comparative instead of controlled. Modify title accordingly.
e Page no. 28- Marathi informed consent form omit.
s Part to be used of Gokshura should be "Moola' instead of 'Frait’,
= Page no. 8, Inclusion eriteria, drop the word ‘'maximum’ from no 1.
= Standardization of drug to be mentioned,

6. Dr. Baig Mirza :
o Study should be comparative instead of controlled.
o I[nclusion criteria to be revised.
s Classical reference of trial drugs is not in gutika form. Classical formulation
to be used.
s On page no.15, Omit the shloka.
s Rewrite the synopsis with necessary changes.

<+ DEPARTMENT OF SHALYA TANTRA

1. Dr. Bramhanand Chavhan :
o Consent form for HIV ta be added
« On page no. 34 Omit profitable [rom Results of study.,
e Non-technical terms to he used on page no. 35.
o On page ne. 38 - Drop point no. 4,
s Patient code - To be removed from Page no. 37.

13
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o Instead of controlled, study should be comparative,
« Modify the title by adding lower abdomen surgeries’.

2. Dr. Amruta Dandekar :
» Onpage no.25 & 28 use word spacing.
* Onpage no. 24 - Replace appropriate consent with Informed Consent
* [nclusion criteria to be revised,
¢ Gangrenous wound can be included in study.

3. Dr. Suhasinee Kolte:
* ‘Dropw.sr. to acute cystitiz from title.
« Mention separate chart for 'Gokshura’,
= Add 'Guda in the chart,
= On page no. 13- Drop exclusion criteria of age.
= On page no.32 - Remove, Patient code no..
s  Mention whether Narikela will be Nava or Purana,

4. Dr. Bhagyashree Patil :
¢ Pageno. 28 Left hand thumb impression to be added.
¢ Use non-technical terms in patient information sheet.
= Inclusion criteria to he revised,

5. Dr. Kiran Panditrao
= Ifnodirect reference ol shatadhauta ghrita on vrana /Parikartika is
found than study to be done as comparative.

6. Dr. Vishnu Rankhamb :
¢ Un page no. 24 - Left hand thumb impression to he added.
* On page no.23- Reframe sentence (purpose & nature of study.)
e English consent form to be added.
s (Un Page no. 12 - Investigation - BSL, Remaove SOS.
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Minutes

31+t Meeting of Institutional Ethics Committee

Date :- 18/03/2020 to 18/06/2020
Online meeting of Institutional Ethics Committee.

After departmental presentation of title & synopsis in front of HOD's & guide
corrected copies of Synopsis of all the PG students admitted in 2019-2020 were sent to
Honourable [EC members on 18/03/2020.

Due to covid -19 pandemic crisis, meeting of IEC which was scheduled on 07, 08 &09
April was cancelled. Soft copies of all synopsis were sent through Mail to all the
honourable IEC members,

IEC members sent their suggestion through mail . on hard copy & also by personally
calling to the students, |EC members suggestions were forwarded to the students time to
time . Member secretary informed & discussed with 1EC chairman about all procedure of
synopsis evaluation , sugpestions received from 1EC members & corrections done by
students on 18,/06/2020. |EC chairman agree to give approval of title & synopsis of all
students. After that students were asked to submit the corrected synopsis , covering letter
to IEC chalrman regarding corrections according to suggestions of IEC member with
permission of HOD & puide.

IEC Chairman scrutinized all the corrected synopsis copies and approved all the title
& synopsis of Pre-MD students of 2019-2020 admitted vear.

Following Honourable [EC members given suggestions hy E-mail , On hard copies &
personal calling .

L. Dr. V.V, Deiphode Chairman of IEC

2. Dr.5.M. Sathye Member al IEC

3. Dr. Yogini Kullarni Member of [EC

4. Dr. Satish Puntambekar Menther of [EC

5. Dr. Dhananjay Mhasade Member of IEC

6. Mr. Arun Gujar Member af [EC

7. Dr.Rajendra Huprikar Member of [EC R

t. Dr, Pallavi Jamadagni Member of |EC P gl
".iA' M's - i
Hadapaar s 2¥idyaiaya,



9. Dr. G.P. Prasad Member of [EC
10.Dr. Vaishali Bhosale[Veer) Member Secretary 1EC
11.Dr. Pranita Jashi-Deshmukh Research Coordinator

* Minutes of previous meeting was acceptad & approved by honourable chairman Dr.
V.V. Doiphode.

* Suggestions given by Honourable IEC members
Commeon Suggestion

1. Botanical names to bo written in sclentific manner as follows -
a, Genus name should start with Capital letter.
b. Species name should start with small letter.
¢. Genus & Species name should be initalics & underlined,
d. Scientist name should be written at the end & should not be in Italics,
<. Vancouver Style of referencing ta be followed strictly,
3. Questionnaire to be validated.
4. Generic names to be used instead of brand names for e.g 'Povidone indine’
Instead of ‘Betadine’,
5. Correct spelling mistakes & grammars.
b. Include witness name & sign in patients informed consent form ifapplicable.

AGADTANTRA DEPARTMENT

ar, Mame of the

neries
P Student U

Please reformulate the title
Flease check sankrit qute |
In exclusion criteria remove 1 & 2 not necessary
Reformulate rescarch question and hypothesis |
Latin rames not written in proper format
Heference not in vancouver style
NOC ef animal house should be attached |
) R, APEKSHA GLUND Annexure 2 can e revised as per previous suggestions.
2 ' Operational Cefinations for Virudhha Aahar and its various |
_Categories can be explained in detail [(page 6], -
Explain |-:I'L{I‘.-'-'|E-:|j?,!" gain view af Shriram ras,
| # In agadtantra definition vividha in that bath vi should be | I
[ rlrasws .
= correct sanskrit |
| » Insecond objectives what is the methodology for caleulation of
DR NEHA MERER fatal dose as it mentioned in page number 132 is this correct
#  Latin pames arc not written in standard farmat Genus name
first capital specics name in small lettecs hoth are in italics and
scientists name after theses two and not to be writlenin ialics
st correct Latin names actardingly [
| = NOCof animal house where experiments will be done ls

DR, VIVEK GOPAL

YV Y Y Y Y v v

x|

. . = recpuired.
5 7 s
DR JAYATI NAYAL !'IIH'II'I.l ::-h|ec11w:- il |1|L[hl.'H1n.'+IrJ[.,;.r 18 too vague toimpleme ,1_|
e.r.-Ju-.m;.
W“f”ih:l rI.-I|I:.-II i ﬁhluﬂ: i |:|1_'- revised as por pir EVinS |
2
M.A w's, hai §
Ayurved Mahg '::.

Hadapsar, Puns- 411 p2g,



_Supgestions.

DE. ALFIYA SHATKH

~ Objectives should be refermulated
# Exclusion eriteria 2 and 3 should be removed not NECessary

= = NOC of animal house where experiments will be done is
required. -
B DR ANJUM SHAITKH ¥ Operational Definations for Virudhha Aahar and its various
' categaries can be explained in detzil
DRAVYAGUNA DEPARTMENT
Sr. Name ofthe | ;
No, Student Hnk
' # Good study
# Only useful part, leaf of Saptaparna is to be verified for
firther rule outon toxicity. When it is other than classical
. wse (part] directly elinical trail can be done or not to be
verifiad,
- DR. ROMAL G. BELE # Photographic assessment is not mentioned in the assessment
criteria and consent.
# Elaborate knowledge pap lkeeping (n view title and
objectives,
= Title should he reformiulate
= Fatient information sheet should in question answer format
~ References should be in vancouver style |
| P Good study
DR, AKASH PREM ’ S:J:im::s.:]alrl:T?l:;b L. may ke mere suitable. Please verify the
a CHAVAN = State reference of animal model used in the study, Justifiy use
' of Ashwagandha as standard control. [T it's used for
camparative efficacy purposes, the same is not mentioned in
tho title or abjective.
=~ Sulimit NOC from the animal study work site ]
r Nery good study
= Alter treatment with Madanaphala, colleceed tice if washed
antd dried and studied for HPLE to determine the
quantification of Madanaphala traces, it may he supportive,
Flease see the feasibility.
# Use english translation for the Samrakshalk Effect particularly
in the title,
. « Is there any alternative form of Madanphal to be used as
DR. TUSHAR P ;
Akhand madanphal may itself be damaged or with meisture .
" HHASKARRAD SHINDE and there will bea risk of fungal graoweth? |
; = Pilot study can be dene for testing the same.
= Sushrutekia reforence page no 4 correct sanskelt
=~ Latin not written in proper format Latin names at6 ok
written in standard formar Genus name first capital species
rame insmall letters both are in italics and seientsts name
alter theses twa and not to be written in ftalics so correct
Latin ndmes accordingly
= R ond hypothesis shauldl be reformiiate
F Objectives sliould be relarmulated
= I |~ Relerences are not in vancouver style :
i DR NEHA. N SHIVDE I

M. A. M's, Sumatibhai

Ayuryed
Hanaosa

Shah
(. Pune B biaya,

iy good study
he ased on Agnl, Bala, Pakruts, Dosha, Desha from dgm |




to gm is to be re think and {ustified
# USG based assessment is required during the md trial period
as any silent case can wrn symptomatic.
Rescue medications need to be mentioned in withdrawia
cTiferia.
Title needs to be modifled considering all three phases af
study.

LT

\.‘

W

Good study
+  Modern Agricultural Practices are not explained in detail,
Many Vrukshayurveda Agricultural Practices are nsed and

DR. GALUTAMI M. among therm which is used?
PHADKE # s the work of Dr Shwota More completed 7 [f not avoid
11 reference kn the knowledge gap,

= State Animal study model reference. s the reference 20
mentioned will be used in your study as well, If ves state
details. If not, state a detailed maodel in consensus with the
animal house.

Submit NOC from the animal study work site,

Good study

Please re think on Potassium sorbate use,

Elaborate knowledge gap keeping in view ttle and
objectives,

Title i not clear and shore.

Frimary objective is not being reflected In the title. Reform
title accordingly.

‘ » Add detailed Iiterary references on safety of Potassium

b L 1

b

DEEHUBHANKAR
MUKLIND NAIK

1Z,

Sorhate, Also justify its use, Is there any alternative ta
preservatives?

+Age group mclusian eriteria |5 6 to 40, Justify,

= Rescue medication |s not mentioned in withdrawal criteria,

KAYACHIKITSA DEPARTMENT

S Mame -n [ the

Na. Student Heries

»~ S¥nopsis can be mare specifie

= Amruta Guggulis is indicated in many ather dizeases also.
Bedy weight or other specific factors related diabetic
population mare suitable to Amruta gugguly may be
cansidered. In inclusion p 12 washout period?

13, DH. AMIRHAMIA +  Add on therapy for various contemporary medicines means

SALIM ATTAR | fionw it will be justified.

= Primary and Secondary research question mentinns
rechuction of hlood sugar as well as HbALC 25 main outcome
but title mentions as add on effect. |ustify.

~  Quality of life questionnaire needs validation reference.

r Good Study

= Reference of Ribhitakyadi churna? Whether it (=

DI MBELNAL :||1||_hhul;:1.rn|::n if s0 please Irnﬂnﬁ(:-n .'h:!w the cantrol |

CHANDRAKANT Deriphylline (s an .'|Ilcu|.1..uhu: drug and Is there any Allopathic

; : doctar 1o assess the effect apd to monitor the study, Please

KHILARE elarily,

Justily how your worl is differene than previous wark,

Trial drog has hikhitakyadi churna,Pimpali and Shunthi with

anupaa of madhu swhere as btle only mentions one churna. |

..... .




T

[ . » _Rescue medication is not mentioned
I . EfTTFHfT SHIVAJIRAD > Gaod Stidy
7 |ustify how vour work is different than previous wark,
| F o Good Study
| DR SADHANA SURESH -~ Amalaki loha seems to be anubhutayoga, Then how directly
l 16, R ANGHRICAR clinical study can be done. Please clarify.
#  Justify how your work is different than previous work in
reference to Amalaki
F TRescue medication le not mentionad.
* Good Study Wi
#  Kwath preparation for five days nevds preservation.
DR, ARJUN Dispensing and monitoring SOP are not clear. Justify,
17, ANNASAHEB SABLE # As per the formulation details it is more like syrup than
kwath Justify ar rename accordingly.
[ # |siteomparative triakor RCT? Justify or change title
. accrodingly _
= Good Study
& But as perthe reference claimed the usefal part of Aragvadha
and Kutaja are the leaves or bark? Please clarify
| #  Elaborate knowledge gap a per title of the study considering |
, application forms and route of administration.
. #  Washout petiod far previoos skin medicines fointment is not
' I mentioned,
| # [nresearch question and hypothesis vou have to write
. DR ABHINAY duration and frequency
LE, | RAVINDRA SONTAKKE F  Keep hypothesis two 1) null 2} dectarative
»  Keep only primary objectlve others are nat correct because
methodelogy used in the synapsis not accardingly
[ | = Study types comparative clinical trial |
= I sample size sample quated 33 and (n methodology 30 why
it is 50 I
= Soientific names not written in proper |
= References not in vancouver style |
= Patient Information sheet should be in question answer
L | Pmet .
) KRIVA SHARIR DEPARTMENT |
Sr. Name of the )
I M. Student Ngeries ‘
|
| r [refime Trika Sandharan Karma' in operational definition
[
« In9" guestion "Did vou experience sound from vour joints
after movement?
s, R MDA Whether in this question sound after movement ar during ‘
19. DARVATKAR A
the movement.... Please verify. |
= Trytocorrelate fragmental analysis of certain impartant
guestions and the output. ‘
i = The study was not correlated with Ayurvedic concepts. Effoct
20 HB AN LG IRAR af insamnia on CHP was already pruued.Ayurvﬂdirj:eiwnnce i
] - BPY inthe study is not highlighted, i
WAy
5

M. A.M's,
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(

91 DRELCARCHANA KHILARE

Y

b, i T

Add 'Status of Meda Dhatu ' term in operational definition -|

For certain questions four pptional answers seems not
matching, Please re think.

Try to correlate fragmental analysis of certaim mmportant
groups lilkke night watchmen, It professionals-etc,

Your study is obhservational so hypothesis will not be
applicable hypothesis will be generated after study so
remeve It

|n phjectives primary objectives can be two so keep other
objective as primary objective two

I Inclusian criterla fAirst criteria will be patients with age
graup irrespective of gender will be selected correctit

[ exclusion criteria oo 3 remove that point because when
vou decide that 50 and S0 age group you are taking then it 1s
obvious that others will be excluded

In pednt number 4 please specify which surgeries

In peint 5 please mention known cases of so and so

Some references are not in vancouver skyle please correct it
Patient [nformation sheetshould be in guestion answer
format so bilingually correct it

DR BHAGY ASHREE
22, KOLHE

Al

.-

Add "Status of Rasa Dhatu * term in operational definition.
Hypothesis should not farmulated is is nat applicable for
observational study designs

Howe wou ace going Lo disgnose stanyadushtt by symptoms
and stanyapariksha isn't & 50 send ehjective is not correct
Previous work done should be descending order micins
Z020-2019-2018-2017 likewise please organize
Ininclusion criteria yoi have 1o selact women with stanya
dushti stanya dushti

References nol in vancouver style

Tatient information sheet should be in guestion answer
formiat

DE. VASUNDHARA
24, MAHEWAR

G4 | DR, KOMAL THAKEAR

Page no 30 chart can be refered for operational defination af
Fast food as well as Ahitanhar:

Ma clarity on specilic steeet foods. Certain street fonds e
alzo healthy like (dly, pongal, Uppit, sabudana kichidi ete.
Generalized term (a8 food as Abikhara also bo be e
cansidered. Fast food in India 18 1o be defined and cannot he
conmpared to western worlil

Add 'Status of Rakta Dhata ' term in operational definition,
Systematically prepared synopsis.

But how the guestionnaire of Dravata, spandana and Laghuta
are prepared T whiat is the bass should alse be mentione:d in
the synippsis

—_— C—

W

M. A Ms, Sumatibhal Shah
Ayurved Mahavidyalays,
Hadapaar, Pune- 411 028.




patients with menstrual problems uﬁl_j.r then Nul hypothesis
ar negative impact to alm cannot be recorded. Please see the

inclusion crlteria. L}
= Study rationale dand cutcome of project does not mention
the need ta conduct the survey, Need more clarification an
33 DR ALOLEGIRME the rachana sharir aspect
| 7 Assessment criteria mainly to be aimed an Ayurvedte
| - paramerers. ol - |
' = Add Sharir Rachanatmal {Anatomical ) effects /term in title.
94 DR. SONLA CEDAM = Many allopathic studies already established. This was already
) written in boaks. In this hypothesis nothing is appearing
I related to Ayurveda, Please rethink ]
RASASHASTRA & B, K. DEPARTMENT
Sr. Name of the A .
Dueries
No. Student
35 | DR SHRADDHA PATIL # "Why Sharangdhar Samhita is emphasized” needs to he
i justified in [ntroduction,
# Agar well Diffusion Method needs to be etaborately
mentioned with protocol for samples as annexures. Also
refer Clinical and Laboratory Standards [nstitute for bacteris
16 DR MINAKSHEI NARSALE and Yeast testing for addidonal info.
e = Will Antlmicrobial activity be assessed on Minimum
[nhibitory Cancentration if ves mention details (Fnot justify,
~ Title should be reformulate because tf your questicn is on
. anti-micrabial then question should be reformulate
| 37 DR ADITI MUDHOLEKAR | = How your study is different from previous research on
- bhaliataka parpati needs 1o be explained in detail, B |
18 DR, AKSHAY KARANDIEAR = "Why Ashrang Hridaya is emphasized" needs to be justified
' in Introduction. o
»  Agar well Diffusion Method needs to be elabarately
mentioned with protocal far samples as annexures, Also
refer Clinlcal and Laboratory Standards Institute for bacteria
and Yeast testing for additional Info.
| +  Will Antimicrobial activity be assessed on Minimum
| 21 DR, RUCHITA DOLAS Inhihitory Concentration if yes mention details if not justify.
e = Title can be write as Antimicrabial activity study af
l Rasaparpatl prepared by using samaguna Gandhak kajjall
apd Shadguna Gandhak Kjjali with pharmaceutica- analytical
| | study
| # Lheck sanskrit words
= References should be in Vancouver stele
i, LR GAURIDESAEANDE = Nocomments recelved from Email of [EC Member. |
ROGNIDAN DEPARTMENT
1
s - & '
o Wame of the [
N Etudent Queries
° |
. SR ]
41, J_HII. SHIVANI . Assessment criteria for Atisthaulya citn be added with fat 1

8




JIKARE

Pri
1mu';lummum

Ayurved M

_Criteria,

Rescue medication waeds to be mentionad i withdrawsl

Hadapsar, Pune- 411 ﬂl.

| BHAWAREKAR percentage.
¥ How Questionnaire validation will be done. Justify.
DR SHRADDHA ~ Assessment criteria for Medorog can be added with fat
42, CHAVARE percentage.
" { & How Questionnaire validation will be dane, Justify.
' : = Standaridse the questiennaire to assess lakshanas of syveal
a3, | DRSHIVAN RAISAMBE channeis vitiation on the basis of frequency, duration and
(mtensicy.
. #=  Methodology is not ciear In relation with title.
4. DR NIKITA KULWAL = Justify strotodushti with respect to selected population
suffering from abortion. =
45 DR MAYUR MUKUND #  |ustify rationale and knowledge gap of this subsect,
' # What outcome is expected in terms of Rognidana.
| # Kushtha assessment questionnaire and clinical evalyation
; may need evidences in terms of photographs of lesion.
+i, R RUCHIRA VIRKAR = Consent accrodingly need to mention that.
~ Questionnalre validation s needed, considering retrospective
. = assessment,
SAMHITA SIDDHANT DEPARTMENT
Sr. Name of the Hcries
Ko, Student
47, DR, TANV] AGALE * Operational definittons are not mentianed.
pre i 5"_!'“ B = Title Is too long and not specific to mathodology.
: ARAGE » Operational definitions are not mentioned.
DR. PRADNYA = 1
44, GAIEWAD = Rescue medicines are not mentioned in case of withdrawal,
i DR, AD ITI KULKARMI ¥ GEL rrakianat -:Iel'nltn::ns dre not mentioned,
o, :

» _Rescue medicines are ot mentioned |n case of withdrawal
a1, R LA Rkt » Rescue medicines are not mentioned in case of withdrawal,
52 et ikt =  How data from Questionnaire will be-analysed? |ustify,

[ SHALAKYA TANTRA DEPARTMENT
Sr, Name of the . Queries
M. Student =
»  Why Kwatha form / route of administration |s selected aver
standard of care with various ghrita fnasya, ustify in
rafionale or knowledge gap.
i PR DR SANDIP PATIL = Rescue medication needs to be mentioned in withdrawal

crateria.

= Group A has BID dosage and Group B HS, Justify in

| methodology.
= 18It RCT er comparative trial 7 Methodology seems
| DR MAHEIABEEN camparative also as per Hypothesis and objectives Need to
A change title accordingly.




55,

DR, SNEHA AIR

comparative also as per Hypothesis and ohjectives Need to ‘
change title accordingly.

36,

# Annexure 1.2 isnot clearly stating Vart preparation 50P
Elaborate |

*  Concomitant medicing 5 not used. Justify. '

# Titleshould net be in capital letters

# Previous work done should be latest first means first
2020,2019...... like wise

& conirel group reference shauld quote and methodology |
should be accordingly followed as per standard |

¥ photograph will nat be objective critena |

¥ Latimnames of medicmnal plants are not written as per
standard format

= Information sheet should be in question answer format

DE.SUFPRIYA
BHANDARE

LY.

7 Rescue medication needs to be mentioned in withdrawal
criteris

= Wil Mrudviliadi Vati need stability testings? Elaborate In

IR MANASI BORKAR methodology if not needed. I

& Consent dacument is not mentioning about orapharyngeal
photograph,

= Ohservation tahle needs to include abservations related to
aropharngeal status.

i 8

v Draksha Sidhha Ghrita my need stability studies, [ustify or [
| add in methodolagy.
DH DHANASHEEE =  Rescue medication needs to be mentianed in withdrawal
GOLE criteria.
& Detall S0P needs to be mentioned for Draksha Sidhha Ghrica
Aschotana from stpes of raw materials to packaging in [

Methodology.

SHALYA TANTRA DEPARTMENT

1.
Mo,

Mame of the

ri
Stadent | dueries |

59,

= SOPfor Nirgundi Caplet manufacturing and use need to be |
| added in stepwise details,
= [efine Postoperative conditions in operational definations
¥  Rescuemedication s nat mentioned in case of withdrawal,
= Study duration in consent document and main protocol is
different please chack,

DR. TE[SHREE
RAJENDRA CHAVAN

| i,

=~ [Dose was given as 20 ml Please see the clagsical kwatha
dose. | thinks it is less chan the minimum, As per the method
he selected (€ comes around 2.5 g course powder made to
lowatha. (p11)

DR, SNEHA DEORAG]I = lsitacomparative study between efficacy of Haridra and

KAPGATE Gokshur Ewath? Justife if not there 18 need to change
Hypathesis, objectives, methodalogy and title.

» Informed consent Docoment is not mentioning about
sonological investigations

| = Explain how yeur project is differont from previous studies

| i Knowledge gap. -

fl,

| = Non classical dagage form. Should besto died for skin
NR. VISHAL MOHAN Sarigtbhty busk:

PATOLE Page 7 Details of Shatadhaut Ghrita mentions reference 14

/t;\-hﬁ:ﬂ_gs_nm tracable.Please check .
1a

M. A_ M's, Sumatibhal Shah
Ayurved Mahavidyalaya,

_ull




in knowledge map.

# Study duration in consent document and main protocol is
different please check.

* lsitacomparative tudy between efficacy of Vata Twak

517 lustily if mat there |5 need to change Hypothesis,
aohjectives, methoddlogy and sitle.

b,

RATHOD dosage form. Should be studied for skin sensitivity test,

#  Expiain how yeur project is different from previous studies

Sidhha Ghrita and Shatadhaut ghrita {(as per Other sbjective

DR PRATHMESH P = Whether it is as per elassics or anubhutayoga. [ non classical

*  Rescue medication is nat mentianed in case of withdrawal.

63

» Infarmed consent docurnent 15 not complete and it is not
R AMRIN CHAND mentioning biood rests.

_in knowledge gap.

SHALKH & Rescue medication isnot mentionsd in case of withdrawal
»  Explain how your project |s different from previous studies

STRIROG PRASUTI TANTRA DEPARTMENT

Sr. Mame of the

Mo, Student Queries

e rT—

G,

DR EKTA V. ‘r’nn!.wap;lrl [ustify the knowledge gap,
= |ustify single arm study.
DESHMUKH = Methadaolagy can be changed to RCT or analytical tyrpe
considering study aim.
Objectives need ta be modified as per methodology,

.

¥ Selecting literary study is good, but there s noclear

many studies were done on garbhin parichary 171
[ mentianed in the ohjective revalidation of concepts al
garbbini pacichacya, With Iiterary review one cannot

DR SWETA RAJENDRA revalidate the things-directly and for that probably the

by working on specific goals
|ustify conceptual study design

Dhjectives nesdd totis arodified as per meathodelogy,

» How this study i5 dilferent from previnus research on Kaphaj

specification of the study and its putput, Mo novelty, already

- schodar wants to compare with others' works: But | sugges:
GADERAR the study should be with specific aim and objective and not
imgeneralized way, The aim and objective should reffectin
title. Please think if the study can conceptualized speci fically

Clinical study will be more effective in testing the hypothesis. |

.

0.

5 I B R |

Lagenaria siceraria (molina) standl. [s the accepted name
tumbl Please modify acZordingly.

-

3:{}?&”}%&2& GUFTA ﬁki_n h'a_fPr:.' testshould he r._nndllr.rerl an limited number,
. Qbjectives need to be modified as per methodology.
» How this study is different from previous resedarch on
[ I pisiotomy wound healing. Justify in the knowledge gap
~  Passible Wound infection Protocal and rescuc medicines
need ta be added in withdrawal criteria.
= Asper the shioki the AnUpana are » also Itawng |mpnrt:m|

[ADHAY “\H dasage form changed. Even then only chiirna is given in
talalet Form, [ence can be consiclerail.

| = ~  Methodolegy can be changed to BT pranalytical type

I A. -'I| lq.m-ll!lh-l Shah
Mahavidyaleya,
I-l:-t-n-.r Puns- 411 028.

o

When using drug other than classical dosage form it shiould
e tried For safety siudies. As itls used externally If possible

DR. ANURAG KISAN rale, See the feasibility of including the anupana, (o the study |

—

11



considering study aim.
#  Objectives nead to be modified as per methedology.
» How this study is different from previous research on Chardi
Elaborate in the knowledge gap.

DR KALYAMI
MITALKUMAR
MAHAJAN

ki N

W

Methodology can be changed to RET ar analytical type
canstdering study aim,

Objectives need to be modified as per methodolagy,
Elaborate the knowledge gap.

DR. PRIYANKA SUNIL
69 CHAUDHARI

viv-wv

See the feasibility of changing the title with snehan te

abhyanga and sweda specifically to nadisweda,

Specific Snehan and Swedan drugs need ta be mentoned in

the title

»  Howthis study is different from previous research on
Snehan Swedan, Justify inthe knowledge ga .

= Objectives need ro be modified as per methodalopy

¥

SWASTHAVRITTA DEPARTMENT

0. | RAMAKANT MURADE

Sr. Name of the Glierie
M Student %
il DR, SARITA

- BMDis costly-testand how the cost can be ||1J|’Er-r'pg studly.
~ State details of standard of care as calcium supplements [n
methodology [dosage, frequency etc]

DR. ASHWIN]

I MAROTIRAD # Reform title, delete word simple,

| 7L ~ Add “simple’ bhramarl in operational definitions.
aloadblsy # Questionnaire validation needs to be done.

fir= DR. NIKITA

7. MALAWADE

»  Add rescue management in withdrawal criteria,

| DR. BHAKTI BHAL
73 | MEHTA

»  Questioanalre validation needs to be done preferably in the
deaddiction cantar.

DR. VRISHALEE
74, SHRIRAM AMTE

= Add ojakshaya operational definition,
= Inclusion criteria of 30-70 vears seams too broad, fustify

. ale
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Maharashtra Arogya Mandal's
Sumatibhal Shah Avurved Mahavidvalaya
anet
Ayurveda Hespital - Sane Guruji Avogya Kendra

il T pMaiwadi, Hadapsar, Pune - 411 028;
Phone No.- +91-20-29522503, +91-20-29522504 Email: ssavu@rediffimail.com
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Minutes

320d Meeting of Institutional Ethics Committee

Date - 07707 /2021 to 20/07 /2021
[hitline meeting of Institutional Ethics Committee,

~ — e 8 — A — 8- - .- - - - - o 8 e 8 e

After departmental presentation of title & synopsis in front of HOD's & Guides |
carrected copies of Synopsis of all the PG students admitted in 2020-2021 were sent to
Honourable ITEC members on 07/07/2021 due to Covid-19 pandemic crisis. Hard copies of
#ll synopsis were sent to all the honourable IEC members.

IEL members sent their suggestions through e-mail & by hard copy. 1EC members
suggesiions were forwarded te the students [rom time to time . Member secretary informed
& discussed with IEC chairman about all the procedures of synopsis evaluation. Suggestions
were received from [EC members & corrections were done by the students until
23072021, After that the students were asked to submit the corrected synopsis A
covering letter to 1EC chairman was lorwarded regarding corrections made according to the
sigzepestions given by [EC members through the respective HOD's & guides.

[EC Chairman scrutinized all the corrected synopsis copies and approved all the title
& synopsis of Pre-MD/MS students of 2020-2021 admission batch.

Following Honourable 1EC members provided their sugeestions via E-mail / hard

copies.

1. Dr.V.V. Doiphode Chairman of 1EC

2. Dr. Anand V. Kalaslkar Member Secretary, [EC

a. Dr.5.M. Satlye Member of IEC

4. Dr. Yogini Kulkarni Member of [EC

5. Dr. Satish Puntambekar Member of IEC

6. Dr. Dhananjay Mhasade Member of IEC

7. Mr. Arun Gujar Member of IEC

8. Dr. Rajendra Huprikar Member of IEC

9, Dr., Pallavi Jamadagni Member of IEC

10.Dr AL M. Gurav Member of IEC

11.Dr. Pranita Joshi-Deshmukh Research Coardinator R

-—

N ayke. Sumatibhal Shian

Hadapsar m2vidyaiaya,



= M

inutes of previous meeting was accepted & approved by honourable chairman Dr.

V.V, Doiphode.
* Suggestions given by Honourable 1EC members -
Common Suggestion :

1. Botanical names to be written in scientific manner as follows :

a.  Genus name should start with Capital letter,

b. Species name should start with small letter.

c. Genus & Species name should be in italics & underlined,

d. Scientist name should be written at the end & should not be in ltalics.

Z. Vancouver Style of referencing to be followed s trictly,

5

Questionnaire to be validated.

4. Generic names to be used instead of brand names for e.g. Povidone ioding'

tnstead of "Betadine”,

5. Correct spelling mistakes & grammars,
6. Include witness name & sign in patients informed consent form it applicahle,

AGADTANTRA DEPARTMENT ~ ity
| Sr. No. N;:;E:J::hn (Hueries I
| Title- A single arm clinical efficacy.....

Page No. B - Primary objective time bound should he
mentioned. Other objectives should be deleted. ‘
* Page no. 10 sample size consider drop outs? ;

i E::‘:';‘I_fl{:mumn - PE'IJ::F‘ no. 12 Scientist name in Latin should not be in

Italic. '
= Pageno. 18, Reference style — should be in Vancouver |
style. '
» Page no. 35, Add “left hand” thumb impression of |
e = _Patient. B —— A
» Tite should be reformulated. M |
I Page no. 10 - Primary objective time bound shonld he |
| - R KURTKOT! KETAN mentiened. 6.2 secondary objective is not ref] ecting |
] = " in the title. |
' » Page no. 20, Reference style — should be in Vancouver |

= = : o W WY ) e G

. » Title should be reformulated.

3 DR NAKATE AMEBITA = Primary objective time bound should be mentioned. |
| ' * Reference style - should be in Vancouver style, .
| STENTREES | o eSS
| RTINS | = Tide should be r'l::'u.rmu[ntml. |
! i PEni AR [ = Primary ohjective time bound shonid be mentinped I

Raterence style - should be in Vancouver sivie.

t"’-ﬁutantcnl names are not correctly mentioned, it should
b with authority & correct spellings should be

DR, JAIN RUCHA

3 e Rt iz .=
M. A Mg, Eu:ni:.ﬂ:hu Shah

Ayurved Mahavidyaiaya,

ar, Pune- 411 028




mentioned.

Plant material collection is not clearly mentioned,
whether it will be collected from field or procured fram
market.

= Without atithentication of drug it shou ti.l fol be included

i e

e

HH .L‘.I.EJLEJHE FIJ.'E,..-EI. raton.
# How drug standardization will be done is not
mentioned.

I'.F'Z-

| Nameofthe |

| Stuclent

DRAVYAGUNA DEPARTMENT

Qureries

(8

| DR, BHANLUSHALI
| HARSIA

« Permission/NOC of lab where study will be
conducted to be added,

« What is rationale/ contribution to science by doing
such studies.

| DR. JADHAY TEJASWINI !

DR. LAKADE MANALI

—— ]

b

Ppwvn

= Page no. 06, Previous work done should be presented
in descending arder,

= Page no, 07, Primary objectives- These are not
objectives, they are the mandatory steps of the
projects. Ssecondary abjective - this is the primary
abjectives,

« Page no, 17, property of Mundi- Write scientist name,

« Page no. 18, Reference style - should be in Vancouver
style,

= Study rationale is not acceptahble.

» Title -Clinical study to explore the Rasaprayas
Siddhant in PV with special reference to amlapitta.

« Page no. (07, Pravious work done should be presented
in descending order.

« Page no. 12, Point no. 6.2 - W.S.R. Use longlorm.

« Pageno.13,Pointno. 6.3.3&63.4-7

= Page no. 16, Sampling technigue mentioned number
of patients.

= Page no. 23, Reference style — should be in Vancouver
style.

= Consent form to be added.

« What is rationale/ contribution to science by doing
such studies.

P...—-"'

MA M Rimbet o -




Page no. 6 study rationale in Rasa flowchart- Is it
conversion of Rasa?

DR KEHTRSAGAR
SUMEDHA

What is rationale/ contribution to science by doing
such studies.

Same general instructions as other departmental
synopsis.

Permission/NOC of lab where study will be
conducted to be added.

]
1
|

o, |

DR, GATEWAD [YOT]

Please search J.l'rruar‘rtri oned reference for dermal
toxicity study or skin sensitization studies of the
ingredients.

Same general instructions as other departuncotal
SYNOpsis.

Page no. 28, Add "left hand” thumb impression of
Parent{follow this suggestion in Marathi on page no.
29). |

KAYACHIKITSA DEPARTMENT

L7
M.

Name of the |
Student

Queries

11

DR MALUSARE
MADHAYI

» Sample size should be calculated using efficacy

Which drug is previously explored as Standard drug?
If so then title should be reformulated.

Patient information sheet should be 1n guestion
answer formal.

Page no. 13, Previous work done should be presented
in descending order.

Page no. 34, Reference style - should be in Vancouver |
style.

Scientist pame to be mentioned in Latin nama.

compare formula. |
Page no. 50, Add “left hand” thumb impression of |
Patient

Add English information sheet.

fEaT fAnxiety) E‘ﬁﬂ [remorse, bitter repentence].
There is ditference between anxiety symptoms &
anxiety disorders. (Chitto dvega, attatvabhinivesha?), |
You will have to correct inclusion criteriang, 2 & 3 :
Boreatiee many things ave repeated in 2 &3, .
Remove detatls of exclusion criteria no. 3, writo only
-!-']i!uh'.-:iml.,

Concentrate only on the anxigtly svmptoms Le. use

I
M. A M's, Sumatibhai Shah

Ayurved Mahavidusisus




SYIPLOIS,

only Hamilton's scale & Remove no, 2 of inclusion
¢riteria.

If you are considering Chitto dvega as synenym of
anxiety symploms

Remove evervihing on page no. 20 except anxiaiy

— = ——— e —————————

Remove page 28,4946 :‘x *'4-.-"

| DR, GHIMARE
RADHIKA

Patient information sheet should be in question
answer fermat.

Pase no. 17, Reference style — should be in Vancouver
style.

Scientist name to be mentioned in Latin name.
Sample size should be calenlated using efficacy
compare formula.

Page no, #, Previous work done should be presented
in descending order.

Primary objective should be time bound.

Delete Aim.

Page no. 28, 29 use simplified terms.

Page no. 10 remove inclusien criteria no. 4

13

| DI NAIK JAVERIYA

Which drug is previously explor ed as Standard drug?

[f so then title should be reformulared,

Patient information sheet should be in question

answer format.

Page no, 13, Previous work done should he presented

in descending order.

Page no. 34, Reference style - should be in Vancouver

style.

Scientist name to be mentioned in Latin name,

Sample size should be calculated using efficacy

compare formula.

Page no, 25, use simplified terms.

Page no. 4 study rationale needs some more
information.

Page no. 10 if Goghrit is Anupan, write detail

separately.

Page no. 8 & 13 "Pandu Vyadhi Lakshnas” do not

match.

MCV & Hb are mentioned on inclusion criteria, Write

separately on page no, 14 & 21 under assessmont

criteria.

14,

DIL FAWAR MUKUL

Which drug is previously explored as Standard drug?
If 50 then title should be reformulated.

Patient information sheet should be in question
answer format.

Page no. 13, Pravious work done should be presented
in descending order,

i
M. A. M's, Sumatibhai
Ayurved Mahavidyalay

HIII'I




DR. BHOJANE ANUJA

1k

LR MAMYWAR KOMAL

* Page no, 34, Reference style - should be in Vancouver
style,

* Scientist name to be mentioned in Latin name.

» Sample size should be calculated using efficacy
compare formula.

= Page no. 27, mention route of drug administration,

= Page no. 28, Add "left hand” thumb impression of
Patient.

» Add English information sheet.

* Ininclusion criteria no. 2 write minimum 50% i.e. at
least 5 symptoms must be present to confirm the
diagnosis of Urdhavaga amlapitta & not one or more,

» Page no. & dose of quath should be either 20m] or
15ml in both cases,

= Which drug is pr E_!‘-’H:UEJ}" explored as Standard i Lp?
If so then title should be reformulated.

= Patient information sheet should be in question
answer format.

» Page no. 13, Previous work done should be presented
in descending order.

= Page no. 34, Reference style - should be in Vancouver
style.
Scientist name to be mentioned in Latin name

» Sample size should be calculated using efficacy
compare formula,

» Page no. 27,28 Why both forms are in English?

* Pageno. 14 - Goltshur not mentioned.

= Page no. 25 - Why repetition of strotas parikshan?

= Which drug is previously explored as Standard dr ug? "
It so then title should be reformulated.

« Patient information sheet should be in question
answer format,

« Page no. 13, Previous work done should be presented
indescending order.

* Page no. 34, Reference stvle - should be in Vanconver
style,

= Scientist name to be mentioned in Latin name,

= Sample size should be caleulated using efficacy
compare [ormula

» Page no. 28, matter is copy pasted.

cmcAddl Marathiéconsent form:

ICRIYA SHARIR DEPARTMENT




| PR LM BANE ASHWINI

Maamne of thé
Student

DR WAGHMARE 54l

e

Querias |

Title = Why only literary study? |
Add interview with vaidyas or same observational '
sty Lo Bnd relathon of Vi ii o & Palowasnava.

This I8 o Merary study 50 - reqearch question?
Hypothesis H1 & Null hypothesis NA.

Page no. 4, Previous work done should be presented
in descending order.

Page no. 12, Secondary objective point no. 2 -
Methodolegy not mentioned in the synopsis,

Page no. 15, Reference style - should be in Vancouver
style,

Grammatical & MS Word correction suggested.

When all organ names are written in Sanskrit, it
becomes difficult to understand the concepts.

['._LI’:‘._. no. 38, Add “left hand” l']'l].[]‘.l'lL‘r:I[Hp]’t‘b‘;-H] 1 of
volunteer (follow this suggestion in Marathi on page
. 39);

Page no. 5, Previous work done should be presented
in descending order & should not he in Vancouver
style,

Page No. 5, Point no. 5 - Hypothesis not applicable,
Page no. 11, Point no. 7 - Secondary abjectives should
be formulated again.

Page no. 15, Reference style - should be in Vancouver
style.

Grammatical & MS Word correction suggested.
sample size calculation not given. How 105 sample
size?

Plzase use English terms where possible.

19.

DR CHAVAN POOJA

Page no. 62 check spellings.

No shortforms used in title. Why two designs
included in one study please make it simple.

Page no. 6 - Correction in shortform w.s.r, Write
effects instead of effect. *

Page no. 7- Previous work done should be presented
in descending order & should not be in Vancouver
style.

Page no. 17- test to be applied- in which type of data,
Page no. 24, Gannt Chart should be prepared after,
Title does not explain the study.

Please use English terms where possible,
Grammatical & MS Word correction suggested.

20

DR PHALE
DHANASHREE

ll-mge no. &- hypothesis not applicable. Previous

orldone should be presented in descending order.

M. A, M's, Sumatibhal

i F

atibhal Shah

Arurvlu Ilﬂl'll'lﬂrlll'l'l.
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Page no. 12 you can enguire no. of female police in
cpecific area & then take sample accordingly.
Formula for collection of sample size?

Page no. 13 - Exclusion criteria - K/C/0 - temale
traffic police,

Page no. 17, Reference style - should be in Vancouver
style.

Page no. 24, Gannt Chart should be prepared after
Please verify sample size calculation.

Please review inclusion & exclusion criteria.

How will you compaee if you exclude police not
suppressing the urge approval of synopsis 18 months. |

2T,

DR WAGHULE
SWARALI

Page no. 31. Add "left hand” thumb imprassion of
volunteer:

Page no. 4, Previous work done should be presented
in descending order.

Page no. 13, Reference style - should be in Yancouver
style. |
Page no. 33 Gantt Chart?

What is rationale of the study? Based on only
ohservation how it can contribute the science,

PANCHAKARMA DEPARTMENT

&r.
M,

mame of the
Student

22,

DR BANGA SUMEERA

Querics ‘

. . .
Informed consent docament should be formulated in
question answer format.

compare formula,

Sample size should be caloudated using ethicacy ‘

s Page no. 57, 58 Revise Marath: questionnaire.

Pageno. 54, Add “left hand” thumb impression of |

Patient [follow this suggestion in Marathi on page no

56). |

s
L

[ KATEAR SHWETA

i

M. A M's, Su
Ayurved Mah
Hedapaar, Pune-

Rl

Pageno. 52, Write "OIET * instead of "&edre". |

Informed consent document should be formulated in
question answer format.
Sample size should be calculated using efficacy

compare formula !

Page ne. 59, Add "left hand” thumb impression of
Patient .(follow this suggestion in Marathi on page no,

b b

el | |

Remiove Subseripnt Famplisations from page no, 5%
Pame no. 57, Reframe sentences of point no. 4.
Remove fakshanas mentdoned on page no. 30 & 37,
Write only “vataj grahani” Iakshanas.

2| = Vataj grahanilakshanas mentioned on page no. 37 do |

8

Pt




not tally with subjective & objective assessment

criteria on page no. 49, 50, 51, 52,

Visuchika in Vatsj grahani is gastroenteritis,

lnformed copsent document should be formul

question answer lormart, I

Sample size should be calculated using elficacy |
|
1

1

ated

N = compars lormula.
. iR R NS e Page no. 54, Add "left hand” thumb impression of
Patient {{ollow this suggestion in Marathi on page no.
53).
« Page na. 53, use simplified terms.
I e Informed consent document should be formulated in
| question answer format.
' -« Sample size should be calculated using efficacy
| compare formula. |
| Dt SONWANE e Paseno. 55, Add "left hand” thumb impression of
) 25 SNEHAL Patient [follow this suggestion in Marathi on page no.
F | 56).
| » Page no. 51 use simplified terms, |
| e Add separate consent form for using Kukkutanda
' . Pinda swed.
b e Page no. 17 check for spellings & grammar. |
[ | . Informed consent document should be formulated in
question answer format.
« Sample size should be calculated using efficacy
' . compare formula,
26 D GUETE R « Page no. 59, Add “left hand” thumb impression af
patient .{follow this suggestion in Marathi on page no.
' 60
« Page no. 57 & 58 use simplified terms for avbzhuka. |
o - » Page no. 39 repetition of inclusion criteria no. 485, |
R o RASASHASTRA & B. K. DEPARTMENT
s | Name of the Quieiies i
M. Stdent |
|
DR JATEGADNEAR | = Page no. 6-table no. 2 HPLC?
27, | ASHUTOSH « Pageno, 7, Reference style - sh ould be in Vancouver
style. |
« Page no. 8 - Analytical Study ?
p [RERMAHANTY i = Pageno. Y, Reference style - should be in Vancouver
style
« Page no. 6, Previous work done should be presented
gy | DR KULKARNI SNEHAL in descending order.
' e Page No, 8, Test - Physico-chemical parameters -
Angle of repose.

g

M. A, M's, Sumatibhal Shah

Ayurved Matay

Hadapsar, Pune- 411 :.:ll'I




| = Page no. 9, Bibliography - Reference style - should be
in Vancouver style MRS

= Pageno.ld1, Point no. 7 - Secondary Objective should
be deleted These are steps of research.

= Page no. 13, Material latin names not in proper

OR. BHAVSAR HIMANI format as Scientist name is not mentioned.

= Page no, 18, Analytical test table - HPLC
methodology?

= Page no. 20, Bibliography - Reference style - should
be in Vancouver style

= Page no. B, Previous work done should be presented
in descending order,

| = Page nod, Point no. 6 — Secondary Ubjective should

3y | DR TUPKARI SHUBHAM be deleted These are mandatory steps of research.

| = Page No. 15, table no. 2 - Physio chemical

| examination = Viscosity -7

= Page no. 21, Biblivgraphy - Reference style - should
be in Vancouver style '

30,

= Same general instructions as other departmental
SYNOpPSIs.

= Page no. 7, Point no. 8.2 - Secondary Objective should
be deleted.

DR TAKWALE
32 | GEETANJALI

ROGNIDAN DEPARTMENT

! 5r. Mo, Name of the Student Duerics

, = Page no. 3, Point no. 3 Which type of Kushthavyadhi.

| = Pageno. 3, Point no. 4 Pomary hypothesis not

' applicable.

| a5 DR. MIRGAL EKTA | = Page no, 12, Point no. 6.1 Secondary objective no, 1 - |

| 2 Reformulate it should be other than--- |

| = Page no. 22, Reference style - should be in Vancouver

| style.

L. | = Pageno, 40, check speliings. _ r

| = Page no. 2, Point no. 4 Primary hypothesis not

| applicable.

| Nk Page no. 11, Reference style - should be in Vancouver |

| style. i

| | R BT R b Page no. *}spncit']_,r "E}huessivg”. For thi_s HE,EL.I I:L.r h:.ew_- :

| M | oradation & scoring chart with quantity & frequency, |

| [ Attached with this).

| « Why are vou considering "doshaj lakshanas™ when |

| | _E-u.'laany;.; .!EJE:ihL:IJ:iI:L:i, AFE.MICHHONEAas Per. youT e, —|
| -+ Loneentiateon “Sadyelanaka Hetu” & Pratishyaya

| — l. Luyadht, STy B .

| ar L SAVALE MINAL Bogy - 0. 2, Point no. 4 Primary hypothesis not |

[ & Wapplicable. LS e L W |

IA“WIHIH

Ayurved :
o babenis) gty iy




SAMILITA SIBDUANT DERARTIGENT

Pase no. 12, Reference stvle - shauld be in Vancouver |

style,
Title is different on title page & footer.

Page no, 23, check spellings.

o
s,

‘ Mame of the E

Student

Quertes

A

DR, VYAS MONALL

S — Y

v Include Hetus - Excessive loss of blood fat, Kapha &

Vayu {Ref to Su.U1.25/9,10).

How much quantity & frequency should be treated as
excess, moderate or less? Write it for each hetu,
Prepare eriteria fur clinical assessment, Gradation &
seoring for dictary ete. {Ref to Ph.D. thesis by br.
Urmila Pitkar “Vikeut Sharir Kriya & Cancer- A Study”
available at Dr. Sathye's Residence] till then "Seti
karivyatako -—--- Nidanam" not possible.

Use upper case "S” instead of s in Shiroshool.

Cross sectional study to find the correlation in Hetu of
Raktadushti in Shiroshaol with special reference to
Hetu siddhant.

Page no: 5, Previous worlk done should be presented
in descending order.

Page no, 10, Point no. 7, Objectives - should he
formulated primary & Secondary nhjectives,
Objectives no. 1 & 2 can be cancelled. Point no. 4
Primary objective. *
Page no. 17, XII- X2 test

3.

D MULLA SIMBAN

L]

Change the title starting with * Study of efficacy of ™ in
place of “Use O,

Attach Patient Consent Form.

Attach Patient Consent Form.

Study desizn should be mentioned in the title.

Page no. 6, Point no. 3 research question - s Eranda
Sneha (5 ml} with shunti kwath (50 ml] for 7 days
useful in katishool?

Page no. 6, Point no, 4, alternative hypothesis 1 - is
Eranda Sneha (5 ml) with shunti kwath (50 ml) for 7
days is significantly effective in katishool?

Page no. 6, Point no. 5, null hypothesis Hi- is Eranda
Sneha (5 ml) with shunti kwath (50 ml) for 7 days is
not significantly effective in katishaal?

Page no. 7, reference drug - part used?

Page no. 8, Shunti - Scientist name? Part used?

Page na. 10, Reference style — should be in Vancouver
style.

Page no. 12, Fermulate Primary & Secondary

M. A Ms, Sum
Ayurved Mahavidy

alava,

11



objectives not aims & objectives.
= Page no. 15, Point no, 3 should be in exclusion. Point
no. 5 Patients having age 30-60 ircespective of

sender, l
- Latin name of Shunti should be written along with |
Authority. — r
» Write vishesh samprapti of * Atichinta Hetu " only.
[Page no. 11).

» Ref tosutra "Tel T Hpd -——- Sgal dogeadl’,
Atichinta leads to Agnidushti{For vishesh samprapti).
If interferon is less it leads to chinta (lmmunity is
less), it is a destructive stress, Attach patient
information sheet,
= Chinta leads to heart disease [ Duke University,
America, Psychosomatic medicine publication).
= Can test for anxiety PAT (Phimatic Applac section '
test) possible 7 Chintan 1s chintya for low stress
| tolerance examination of prakruti | satva, saar |
' essential,
| = Remarkbydepartment. - ,
* Minimum three lakshanas of Gridhrasi to conlirm i
diagnosis with or without 5LE.
= Prepare criteria for clinical assessment gradation & I
[
|

DR DESHMUKH
38. POONAM

I scoring for aahar vihar et

= Frame proper guestions for o9, 3¢9 hetus m
guestionnaire (Low calorie food 7).

= Pageno. 9, Point ne. 6, Aim - should be formulated
primary & Secondary hypeothesis,

| = Pageno. 21, Point no. X1 - Specific statistical test
should be mentioned.

» Pageno. 22; Reference style — should be in Vancouver

| . stvle,

— ; ey = (

DR HINGANE
39, PRANJALI

" SHALAKYA TANTRA DEPARTMENT

Mame of the

teries
M. Stuelent il

|
|
| = Scientific name of al! drups used should be
imcorporated in the proposal.

| » Please clearly mention the name of Antioxddant
. Capsuleused in the study.

| DR PHOPALIYA | = Patient informarion sheet should be in question
| A | MEGHANA i answer format.

I S At Aames shoutd BEVTHITED 10 standard format

| = Sample size should be calculated using efficacy

coimpare formula.
Primary objectives should be time bound.
Dose & duration of study drug to he mentioned in.
12




research question & hypothesis.
Page no, 37, use simplilied teruis,

Page no, 13, Remove exclusion criteria no. 5,

inclusion criteria- write Age 18 years to B0 years/90
vears/ 1{10years etc.

Madhu mentioned o page no. L8 s nok mentioned o
page no. 34, Why?

Vavakashar- botanical name should be written
correctly,

Authority of plant should not be in [ralic.

Patient Infarmation sheet should be in questian
answer format

[atin names should be written in standard format
Sample size should be calculated using efficacy
compare formula.

Primary ohjectives should be time bound.

Dase & duratien of study drug to be mentioned in
research guestion & hypothesis,

Page no. 15, Remove exclusion criteria no. 5.

Add Parent consent form.

Page no. 7 Gilaya samprapti - [t should be "Amalaki
Asthimatra ” -

£ it is a controlled study vou need not write “Yashti
Madhu Ghan Vati * in the title. IFthis is in Peer
reviewed journal, mention it

Page no. 14 inclusion eriteria does not tally with signs
& symptoms mentioned on page na. 16.

You may add lakshnas of chronic ronsillitis as
mentioned with the title,

See pape no, 22 & 23 also, The inclusion eriteria &
asspesment parameter must tally.

Consent of parents necessary if the age of patient is
below 18 years.

41 '_ (3, NAWALE SOMAM |
|
._ |
| e
DR VISHWAKARMA
44 PALLAVI
| 43, DR PATIL SAYALI

Proposal to be drafted scientifically.
Batanical name of the Bhringraja should be written
with authority.

Please use modern synonyms to Avurvedic
conditions.

patient information sheet should be in question
answer format.

Latin names should he written in standard format.
sample size should be calculated using efficacy
compare fermula.

Primary objectives should be time bound.

Dose & duration of study drug to be me ntioned in
research question & hypothesis.

et & scientific name of Drug should be
ntioned. |

M. A. M's, Sumatibhal Shah
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Patient information sheet should be in question
answer format,

Latin names should be written in standard format
Sample size should be calculated using efficacy
compare formula.

Primary objectives should be time bount.

Dose & duration of study drug to be mentioned in
research guestion & hypothesis.

In the title write Randomized controlled & whether
“Saptamrut Lauha” is confirmed as treatment for
Hypermetropia in Peer reviewed journal or
elsewhere,

44,

DR, SWAMI MANIUSHA

Patient information sheet should be in question
answer format.

Latin names should be written in standard format.
Sample size should be caleulated using efficacy
compare formula,

Primary objectives should be time bound.

Dose & duration of study drug to be mentioned in
research question & hypothesis.

Page no. 32, use simplified terms for Viddha Karma.

Sample size is very small.

45,

DR HILE DIVYA

SIALYA TANTRA DEFARTMENT

Botanical names should be written with autherity
Authentification of plants not mentioned.
Quantity of plants or drugs not mention.

Please use modern synonyms to Ayurvedic erms
Page no. 5 - best among the rest ?

Page no. 15- inclusion criteria — Point no. 4 not

required. Exclusion criteria - Point no. 3 how will you |

rule out 7

Page no, 17 - Route of action 7

Patient information sheet should be in guestion
answer format.

Latin names should be written in standard format,
Sample size should be calculated using efficacy
compare formuia

Primary objectives should be tme bound.

Dose & duration of study drug to be mentioned i
research question & hypothesis.

Sample size is small.

L

M. A M's, M::hu Shih
“yurved Mahavidyslaya,
Hadapsar, Pune- 411 028,




BMame of the
Sindent

Queries

inclusion criteria differs from signs & symptoms on
page na. 16, may he correlated.

Page ng, 19 Ohservations — You may write sign &
eymptanis gl Acite Cystitisin bra £KEt, -

ks criteria * Post catheterization infection ™ mandatory
for inclusion ? specify.

Add Marathi consent form.

Page no. 25, Rectify the matter which was copy
pasted

Page no. 22 & 24, use simplified terms fer
Mutralkriccha

Is it Standard controlled trial 7

e 1fsatitle shoutd be change accordingly
46 BECIAERAR VMBI « Latin names should be written in standard format.
| « Patient information sheet should be in question
]J answer formal,
. « Page no. 7, Previous work done should be presented
in descending order.
e Pageno. 32, Reference style - should be in Vancauver |
style
e Sample size should be calculated using efficacy
compare formula.
f « Primary objectives should be time hound.
| « Remove secondary objective no. 3.
« Dose & duration of study drug to be mentioned in
. research question & hypothesis.
« The title & inclusion criteria difters.
| + Define dushta vrana as infected wound. Page no. 8,
' « Write criteria on page no. 19 in inclusion criteria.
« Use simplified terms for dushta Vrana, Page no. 25
B,
» Page no. 21, Add "left hand” thumb impression of
patient.
« [sitStandard controlled trial 7
47, DE. BHANUSE VISHAL e If so title should be change accordingly.

Latin names should be written in standarid format.
Patient information sheet should be in question
answer format.

Page no, 7, Previous work done should be presented
in descending order.

Page no. 32, Reference style - should be in Vancouver
style

Sample size should be calculated using efficacy
compare formula.

o]
| gl
pal

M. A. M's, Sumatibhal Shah

Ayurved Mahavidyalaya,

Hadanasr Boyna. 494 A
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Primary objectives should be time hound,
Remove secondary objective no, 3.

Dose & duration of study drug to be mentioned in
research question & hypothesis.

Latin name of the drug should be written in scientific
manner.

Authentification certificate should be obtained
before preparation of drug.

Ethically it will be wrong to write the primary
objective as - To see the adverse effect of agnikarma.
When you evaluate efficacy of Agnikarma with Guda,
You may Come across some adverse effects in some
patients & you have to note the same during
observations.

Write an inclusion criteria - as signs of ostecarthritis
in knee joint one or both.

Write SOP for agnikarima by Guda (Jaggery]). Will the |
agnikarma be [or 7 days daily 7 {
Use simplified terms on page no. 0.

Is it Standard controlled trial ?

If so title should be change accordingly.

Latin names should be written in standard format.
Patient information sheet should be in guestion
answer format.

Page no. 7, Frevious work done should be presented

in descending order. J
Page no. 32, Reference style — should be in Vancouver

Sample size should be calculated using efficacy
compare formula. |
Primary objectives should be time bound.

Remove secondary objective no. 3. (
Dase & duration of study drig ta be mentionad in |
research question & hypothesis, |
Please check Latin name of Gudaflaggery).

R PARDESHI "
H PRIYANKA *
»
L]
L
style
| =
i :
L]
L ]
| -
-
-
-
DR. KHANDERKAR
3. OMEAR a

Page no. 26, use simplified terms for Vatashthila. |
s it Standard controlled trial 7

If g0 title shouldl be change accordingly,

Latin names shouid be written in standard format.
Patient information sheet should be in question |
answer format.

Page no. 7, Previous work done should be presenied

in tdlescending order. |
Pase o, 12, ReTerente style - should be in Vancouver |
style '
sample size should be caleulated using eticacy
compare formula. |
Primary objectives should be time hound.

I i
M. A. M's, EHM:H.I&M'I Shah

Ayurved Mahavidyalaya,
Hadapsar, Pune- 471 028,



——

'| « Remave secondary objective no. 3.
|« Dose & duration of study drugto bie e

e
i

earch question & hypothesis

nuioned in

« Add English consentiorm

|« Plantmaterial will be ok OF © iected please |

_specily, — .

« Please specily from which institute authentication !

| | ctandardization will be done.

[ \ » Please mention the current hotanical names of the
|

07—
» Romove word control group fromm methodology. '
» 1t inclusion criteria what do you mean by Diabetes
Mellitus ?

' e Add "known case of  HIV & immune compromised

patients in exclusion eriteria,

| « 15 it Standard controlled trial ?

« 1[so title should be change accordingly.

. e Latin names should be wrikten in standard format.

« Patient information sheet should he in question
answer formal.

« Pageno. 7, Previous work done should be presented
in descending order.

+ Page no. 32, Reference style — should be in Vancouver

style
| « Sample size should be calcutated using elficacy
| compare formula.
: « Primary objectives <hould be time bound.
| « Remove secondary objective no. i B

« Dose & duration of study drug to be mentioned in

| research question & hypothesis.
I e lngredient of Goghrut nat mentioned.

« Botanlcal name of prushnaparni should be written
with authority, ]

| o [fitisa controlled study you need not mention

Shatdhautghrit.

« Remove inclusion criteria no. 4 as it is repeated on
page no. 2.

« (Questionnaire appears [0 he part of patient
information sheet, 111015 50, artach English version of
the same,

« Papeno. 31 check spellings.

« Pageno. 12, Use gender instead of sex.

« Pageno. 25, Purpose & pature of study does Aol
match the title.

« |5 it Standard controlled trial ?

« 1 sotitle should be change accordingly.

« Latin names should be written in standard format. |

=1 LONDHE SAYALI

T E:#

[
M. A, M's, Sumatibhai Shah

Ayurved IW
Hadapsar, Pune- 411
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= Patient information sheet should be in question
answer format.

 Page no, 7, Previous work done should be presented
in descending order.

» Page no. 32, Reference style —should be in Vancouver
style

» Sample size should be calculated using efficacy
compare formula,

= Primary ohjectives should be time bound.

« Remove secondary objective no. 3.

» Dose & duration of study drug to be mentioned in
research question & hypothesis.

« Please mentioned Gopyadi Ghrita & Shatdhaut Ghrita
ingredients and preparation procedure.

D _——

T STRIROG PRASUTI TANTRA DEPARTMENT

HT.
M.

Mame of the
Student

ueries

pal
M. & M's, Sumatibhel Shah
Ayurvod Mahavidyalars,
Hadapsar, Pune- 411 028,

i DR, GADHARI NEHA

——

» Botanical names of all the drugs should be written in
scientific manner,

= All the drug should pet authenticated &
authentification certificate must be incorporated in
the final report.

s Informed consent document should be formulated in
guestion answer format.

e Subjective & objective criterias should be separately
elaborated.

» Page no. 7, Previous work done should be presented
in descending order.

= Page no. 8, Reference style - should be in Vancouver |

style,

« Secondary objectives should be to observe adverse

effects if any.

« Scientist name to be mentioned in Latdn name.

« Dose & duration of study drug to be mentioned in

research question & hvpoethesis,

= Why the study is single arm?

+ Page no. 31, Add "left hand” thumb impression of
Patient [Follow this suggestion in Marathi on page no.
33).

o Mo need ol el nand thumb unpression ol person
laking consent. (Page ne. 31 & 33]

Papge no. 27, remmove left hand thumb impression.
» Pape no. 7, exclusion criteria no. 7 to be removed,
e Page no. 26 write dose 50{img twice/day for 90 days.

18




| = Page no. 28 check Marathi spellings. _ _
« Botanical names of all drugs should be written in
scientific manner.
« Authentication certificate should be obtain prior ta
i . pruceeding for drug preparation. .
i o Informed consent document shoudd be formulated in..
I question answer format

' + Subjective & ohjective criterias should be separately
elaborated.

! « Page no. 7, Previous work done should be presented
! in descending order.
53, | LR HENATIEA » Page no. B, Relerence style - should be in Vancouver
style.

! e Secondary objectives should be Lo observe adverse

, effects if any.

' |« Seientist name to be mentioned in Latin namd,

o Dose & duration of study drug to be mentioned in

! research question & hypothesis,

» Why the study is single arm?

e Page no, 34, Add “left hand” thumb impression of
Patient.

- Page no. 33, check spellings & use simplified terms. |

e Latin name of the drug should be written with
authority.

« Authentication certificate should be obtained.

» Which drug is contrel drug? Or Both are explored &
only you want to see comparison?

e Informed consent document should be formulated in
question answer format.

» Subjective & abjective criterias should he separately
elaborated.

e Page no. 7, Previons work dene should be presented

| in descending arder.

{ | DR KALOKHE « Page no. 8, Reference style - should be in Vancouver

54. CHARUSHEELA style.

« Secondary objectives should be to obscrve adverse

effects if any,
« Srcientist name to be mentioned in Latin name.
« DNose & duration of study drug to be mentioned in
research guestion & hypothesis,

« ‘Why the study Is single arm?

= Page no, 27, Add “left hand” thumb impression of
Patient [follow this suggestion in Marathi on page no.
28).

» Page no. 25 & 26 use simplified terms.

« On page no. 14 wrile completion of 8 days of

-3 treatment. |

M. A, s, bhal Shah 13

Ayurved Mahavidyalayn,
Hararaar, Pune- £ 078,
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Ayurved Mahavidy
Hadapsar, Puna- d*lm.

All the drugs should be collected from authentic

SDUTCES.

Identification & Authentication should be done from
reputed Institute.

Please write correct botanical names of the drugs,
Page no. 2, Change word recreation in introduction,
Page no. 4, hypothesis, please write details of the
basis / the hypothesis on which this work is based.
Page no. B, Please write grammatically correct

SENtences.

Page no. 8, Ongoing previous workdone- elaborate
the references properly i.e. if ongoing, where? How
many patients? if completed what are the results?
Page no. 11, material & methods point no. 6

secondary objective - 1. Remove within one month -,
Page no. 11, point no. 7 - How this prevalence & Z

values are collected.

Page no. 12, llow chart = How will you diagnosed.

Scientist name should be non [talic in Latin names.
Page no. 32, Add "left hand” thumb impression of
Patient [follow this suggestion in Marathi on page no.
33).

Page no. 31, Use simplified terms.

Informed consent document should be formulated in

auestion answer format.

Subjective & objective criterias should be separately

elaborated.

Page no. 7, Previous work done should be presented

in descending order,

Page no. 8, Reference style - should be in Vancouver

style.

Secondary objectives should be to observe adverse
elfects if any.

Srientist name to be mentioned in Latin name.

Dose & duration of study drug to be mentioned in
research question & hypothesis.

Why the study is single arm?

Page no. 8 write where the work had been done.

Whether ongoing or previous work is done.(no. 3]

Botanical names of the drugs should be written with
authority.

Authentication certificate should be cbtained &
enciosed i thefinal repore:

Which one s slandard dirug 7

informed consent docoment should be iorimlated in
question answer format,

Subjective & ohjective criterias should be separately

20




elaborated, |
Page no, 7, Previous work done should be presented |I

57,

| in descending order, |
I '« Pace no.8, Reference style — should be In Vancouver
| I HT}III. |
L =5t _« Gecondary ghjectives <hould be to ohserve pdvers? |
| | eitecis il any.
. ¢ Ecientist name to be mentioned in Latin name.
|+« Dose & duration of study drug to be mentioned in
! research question & hypothesis.
« Why the study is single arm?
e Page ne. 35, Add "lefl hand” thumb impression ol
Patient {follow this suggestion in Marathi on page mo.
36}
+ Pame 33 &34, use simplified terms.
l 8 On page no. 31 write patient information sheet in
! place of inform ed cansent document
« [nformed consent document should be formulated in
quESTION answWer format.
« Subjective & ohjective criterias should be separately
elaborated.
« Page no. 7, Previous work done should be presented
in descending order.
» Page no. 8, Reference style — should be in Vancouver
style.
o Secondary phjectives <hould be to ohserve adverse

OR. BHADAMGE ANIKET |

e Scientist name to be mentioned in Lann name,
« Dase & duration of study drug to be mentioned in

effects if any.

research guestion & hypothesis.
Why the study is single arm?
Page no. 24, Remove ™ legally acceptable
representative’

Page no. 24, Add "left hand” thumb impression of
patient.[[ollow this suggestion in Marathi on page no.
25].
Page no. 12, Operational definition of Vomiting to be
rectified.
Page no. 1Z, Mate rial - Patients?
Sample size is too small.

Page no. 7, in present kmowledge gap reform the
gentences in correct English.

“allow Vancure style for previous work done.
wWhat is the difference hetween "Talisadi Vati " &
“I'atisadi Gutika” 7

g

M. A. M's, Sumatibhal Shah

Ayurved Mah
Haaonedr Bihe. 4949
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5T,
Mo

Num.l; of the
Student

Oueries

58,

DR, GATKWAD KOMAL

» Page no. 5, Point no. #- hypothesis not applicable.

= Page no, 14, Reference style - should be in
Vancouver style.

= Page no. 33, remove "Foreseeable effect & risl of the
study” from point no. 2. [Follow this suggestion in
Marathi page no, 32).

« Either remove the word “Pranvaha Strotas” & write
Respiratory System or include Moolsthanam of
Pranvaha Strotas exam in the case paper Hriday &
Mahastrotas , Rasavahi Dhamanya.

| 5.

DR, TANPURE SAYALI

| tld,

M. A, Me, Sum
Ayurved Maha
Hadapsar, Puna-

« Title design of the study should be mentioned in the
tithe.
« Page no. 5, Point 3.1- Dose, duration should be

mentinned. | '

« Pagenob, 4.1 & 42 Write Ho & H1 should be
formulated & gm medicine two times in a day for 30 |
days. |

« Page no. 7, Sanskrit check for shlok, |

« Page no. 12, Scientist name should be mentioned in |
Latin name,

s Page no.zl, Gratistical test Mann-Whitney U test. |
Group is only one then? How? -|

- Pape no. 36, Add "left hand” thumb impression of
volunteer.(follow this suggestion in Marathi on page |
no. 37).

« Check spellings Page no. 36 & 37 i

» Change the title to “Study of the =" |

« Remove the word “Detail intervention” from page
no. 8.

+ Provide patients a chart of diet to be consumed & at
what time such as breaklast, meal, evening snacks &
night meal with options.

» Details about Swasthavritta regime given to the |
guards should he meantioned.

e Same COmmon Lorrections as per other
Swasthavritta suggestions. |

= Pageno.52, check spellings.

« Page no. 50, Add "left hand” thumb impression ol
yvolunteer.[ follow this suggestiion in Marathi on page |

« Papeno 6 & AB add simplified term for Midra
Vegavrodha.

« Are thers femnale security guards? Correction on

 page no. 15 needed about gendet.

e = e

22
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= Mention on page no. 13, when the followup will be
e | done. o l
o If possible call me if you want any clarilication.
! « Pagerno 3, 4.1 & 4.7 Hypothesis not applicable.

e Page oo, 3, Previous work done should be presented
in descending order, e

¢ Page no. L7, Reference style - shuuld be in
vancouver stvle. Ll

o Page ne. 37, Add “left hand” thumb impression al

| yolunteer.( follow this suggestion in Marathi on page

| no. 38).

« Page nn. 36, Point ne. 9 - Remove the word T

o Refer the atachment,

e Same commoen corrections as per other
Swasthavritta sugpestions.

e Page no, 3, 4.1 Hypothesis notapplicable,

« Page no, 35, Add "left hand” thumb impression of

DR WADATRAR valunteer.

62. | MRUNAL e Page no. 34, Point no. 6- Remove “RramliF 2g *

o Papge no. 29, check spellings & use simplified terms.

‘ ‘ e Page no. 23, Qu.No. 4 - Use simplified tarms,

I

]
S W——

|

I

1L MANTE NIKESH 1

« Page no, 9 add both gender in inclusion eriteria.
- Page no, 29 Marathi language correction, (b). _]

| K
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INSTITUTIONAL ETHICS COMMITTEE

naliG e Shan Ayuryed Mahavidyalaya
.:i'..:
yf et it R G S el s B e e

Malwaull, Hadapsar, Pane-411 (128,

PAVLZAGRE, V-20-29542 509 Email: ssayu@redilimail cam

o e e i B B e e R R T RS B S B S S s b e e e e o

fidinutes

Sav fdeedng of Institutional BEthics Commities

At - 24 032022,
LGDT de To oo pr

Yedinnlt- SEANE  HAT N T,

ol ol Title ond synapsisof Pha3, 2019-2020 Batch.
tended by Honourable IEC members on 24 /03 /2022
. 2y gt el Chairman of 1EC
b o drhand Member Secretary
B A Sahye Member of IEC
B ol Kulkaeni Member of IEC
uaimlackar Member of [EC
| e B AYraieiay Mbasade Member of IEC
i SHETHRY Member of [EC
e ik Rsjeadis Hopeikar Member of IEC
. Ry Palave famadagai Member of IEC
Lo, o M Dy Member of [EC

B Peanita Joshi-Deshinukh Ressarch Coardinatar
e Preetam har Minute Writing Fellow

Soiphesde could nol attend the meeting due to personal reasons, so Dr. Sathye
apastted s chatroan oy taday's session,
wins note e e Vandana Avhad , PG Co-ordinator, SSAM, Pune.

= Udean G b weeting alter Covid- 19 Pandemic.
s

M A hm i
AYUrved Maha i IE.Q



= Sugpestions given by Honourable IEC members -
Commaon Suggestion

1. Power point presentation is compulsory for PRD. sy nopsis prosontition
2. Botanical names to be written in scientific manner as fallows

a. Genus name should start with Capital letter.

b, Species name should start with siall lettorn,

c. Genus & Species name should be initalics & anderimed,

d. Scientist name should be written at the r*:}:I & shoatled nol bein tal
3. Vancouver Style of referencing to be followed strictly.
4. Questionnaire to be validated.

'|.'U.n.||.'n'\..|. Renrfiia= i
LR Ay anada bl

5. Genericnames to he used instead of brand names for o.g.
instead of "Betadine’,
6, Correct spelling mistakes & gramimars,
7. Include witness name & sign in patients informed consent feem iPapption
8. Include left hand thumb impression of patient is cose recor fommn
9. Previous work done to be written in chronolopicad ordor.

10. All the documents related to the chinical study (o be prepared as per ILED
mpidelines (CRF, information sheet cic).
11.Qualification of Ph.D. student & Ph.D. guide to be mentianod an title popge

SAMMETA SIDDHANT DEPAR THEN

Pame of the

(Jucrics
Stodent Jucries

| . I-'ELnLrlt intor m.mﬂﬁ shigest Lo b ackdod,
s Why hyper cholesterolemin i considarod fin s s
[ = References quoted are incor et
s Detailed description ol all the study drups tobe wadtion
B Praveprang.
o Research question 1o bo relormodinded o momdog o
miacle ol peiriniseeation, duadallon ok
a Exclusion criteria no. 1 Lo b dyleted
= Objectives to be as por 5MART eritoia.
| = Add operational definition of ihe ¢xcessive thirsi
a Dther lipid levels can be consliderms
o Authentication of rave stitdy drug to b
= Control drog should be peosed Dy Ut saet e
as your study, Conteal deup can he
Operational definitions el océle ,_| ST LR
Aim tobe deicted.

| . Prajakta Bodakhe

[T ]

l".l'r Varen Savwant

& |

| 4t e Eas T b twnnd
r [ deeeriit e g plpbanoed

L

| D Rupa!l Mhase | o Gongle form can he arepired

Mirimum Curition ol practice for vailyis iy
increased o 1 wars, L

- TUMLAL M,
A

yurved Mahavidy
Hadapear, Pune- 411 Gon



TACHANA SHARIR DEPARTRMIENT

e ol Lo
Lhrepias r

of i3] avii

Hei il |I'|||||"||1"""I.|.||" B prenared ._.':-1"-]'|1M|~

i Tir RIS |
ulv.n_|-JI-.'l- dll-=|| |1|'.'r|_l i il Languase.

v Denele f@ctors to be mentoned i RS on critern

= Additional data of patients who continued the

VIE, birsdiami --:.|In.,1| Pk

pregnancy can be added.
«  Sample size can be increased,

= Mention counseling of patient will be done before
INEervice
: = Dhe more r:-;.'.|‘..|'4_, can be incduded.

Title to be revised, Mention Snehan 5 Swedan in title,
Can be collsborated with NIN [National institute of
Naturopatfny).
« Bl Y% of patients to be registered in admitted college and
L S Mare . 40 Y patienis can be registered in mother collage,

[

« Page no. 21, omit the word "Compensation”. Use
“henelit” instead,
= Hw will you decide acupressure points? Co-guide
vicupressure experts) can be included.
= Howwill you rile out lizaments tear? Whether MEI will
l be done?
il ‘ilud_'.' desian to be mentioned in title,
* leyise 3l clinical documents as per ICMR guidelines,
= Add HIV consent documents,
« Mention lemale attendants will be present while
examining the female patient in consent documents.
« Mention whether withdrawal patients will be replaced
or not!
¢ Discrepancy in lakshanas is seen on Page 14 & 26,
» Mention whether patient will be replaced if withdrawn,
+ Patient infarmation sheet to be added.
= Usesimple languase in consent form,

oy Mfaiad

L o EE I AER S

| = Revise consent form, - ]
HRIYA SHARIR DEPARTMENT '
Maae of thy Student . QLLEITI-&S i

; ;--i;};go oo, 13 and Page no. 20 discrepancy is seen in

' duration of use of smart phone.
= How will yeu justify this study by Kriya Sharir point of
T Blelkh Misha vigw?
atient information sheet to be added.
Hypotheses to be deleted as it is observational study.
M.A M3, 8 3
Ayurved Maha

Hadapsar, Pune. 411 das




—m—
= Shukra Parikshan from !"'Lj.fllr'nfl:_‘.liii;: potnt el view 1o i
clabarated,
* There are many ethical isstes in this study, 5o, wher
j= Gnlle the topic and Feprosent.
. _|"ﬂgE na. 37, meﬁ-tln-n bty weight In K instomd o
pounds,
= Page no: 44- Reference ma, 44 (o be elbosim
= Page no. 6l - Ashli Saar faboshana o Soowritienay &0t
aranthokts parameters.
B Dir. Savita Sudewsad = BMD can be deleted and Se. Ca can e gdded o
authenticity of BMD test 1o be verifiod bofves
| commencing study,
= Fage no. 54, Delete Upehar, Add sipnatare ol B
the end of paze.
= HRevise Fatient information shoet |
= Remowp " Ll::lmpl_nﬁ io 1" from |1.|J'| ey, 4 i
. This study is .EIJI‘E h:h' vl.'fﬂﬂr_.‘“l“l_f-.-'. AP (T H T I
department of Swasthavidola
= Validation of Raag from muss exprert T bedon
= Raag Bageshree can he replacod wilbi anut s o
i Oir. Vitthal Khandare study design can be chansed to comparitive
= Raagcan be selected as por criteria cegquived Tar s I
: Discuss with Dr. Yogin Hullarn
» How will you verify whether patient = aetiully s |
te the Raag?
Cl- ME!.‘linnm |::-:11|]':._LL-|.|--'| it b coevlydiioe .
‘! o Use dm' otherapproprinte word for Vsl Han
hras} can be used,
o & LDAC software for Prakeit] assessmeni con be sl I|
1. | D Aditi Pimpalkhare | = Ek doshaj prakriti ean be considered. e
| i = Remove the word Lompensabion from codsend
| documents, |
! | = Subgroips within - :|I.'| yrears ol age o be e |
« Page no. 17- Botanical names to bewrillen in '.m.--
12, | Dr-Yogesh Shewale | “’_’ mat,
»  Title to be revised; mention igterve i it Lst
l_ _ . = Remowve "Early” from titto,
| - [ . [-‘nll_n_ﬂ.-_sa._u_.nE:Et_:_cnsuln.--_ Suthyee vttt
! ! = Justhfy wity this particulnr popudation [ e
'[ Dy Payal Gaikwiite. | ’_-'f"‘-“'".""""’- _
[t : = Tgackess D junior colien
| { r (Higstionnaire to be vl bt Pese i
| | PSyoiniogsh can be doge,
il P ) e CDAC soltware for Manas Prakrit asscssmici can b
i referred.
M.A M, | Shah ,



Recansider the topic (Dr- Crurav),

MAVACHIKITSA DEPARTMENT

PHE B IRAFTATE

Marf Firali i

e Wiaataxemi Patit

Dopy

M. A My, i Shah
Ayurved Mahavidvalsus

Qe

ftrnEinn I'1.'.II' .-et;]n_ﬂrr:rrr}s-.nﬁ:n nbstirdy drig ﬁmhrf |:_ln.-1 0"
&5 por APl

Mention Cardinal sign af DM that will he conzsidéred for
studyt i inclusion eriteria,

Range of HBAIC can he taken ashShtwis

Mention specific OHA for control group,
Ulijectives to be revised as per SMART format,

Fage no, 29, 41, 43- Discrepancy is seen in assessmont
eriteria.

Pape na, 49- Correct paiai no. 3.

Mention rescue medication in case of adverse efiects.
HEL to be informed within 24 houis ip case af ADR,
Relerences of preclinieal study ta be addad in review of
Hiorature,
Reform ro 5E4 rnﬁﬂsﬁur - S
hevise Marathi Consent, speliings of drugs.

Page no, 19, 20- Botanical names to be written in proper
(ot

St of drug preparation to be added.
As there are modifications done in the study drug, it
shauld be considered as new molecule.

Toxicily study should be done?

Change the topic & represont,

Matient information sheet should be i simplified
lanpuane,

Use: [ICMR guidelines for clinical documente.

Sample size to be caleulated usin gappropriate formula.
Mention Cardinal signs symptoms of anxiety thar wifl
he cansidered for inclusion criteria. (More than 50 %)
Follow suggestions writte n by Sathye Sir on SYRopsis.

fustily why this control drug is considered. Add
apprapriate references,

As study drug is not textual, mention whether baxicity
study will be done or if data is available ad d it
Menation that standardization will be dane in
authenticate GMP certified lab,

Mention appropriate references wherever applicable.




PANCHAEARMA DEPARTMENT

A No, [ Mame of the Student

::: Mame of the Siodent Gaprios
= i o Whether methodology mentaned it standacd )
b used or not?
o SrL!ﬂ_'r' E|{'5iﬁn 3l hﬂ‘ l.f:1.'1rls=:{" Loy perrrearab e
18, Dr: Sumedha Kotangale = (Objectives to be as poe SMART criteri
= Define Rasayan Kaal. Montion proper eeforence
= Page no. 34- Remove the word "Compensation® ;
“enelit”,

20, Study Title: A Double blind , Melti center, Randomized Prospoctive, Intmatiodul, ol

[sesies

* Pagene. 38, last point omit "profitahle”,

controlled, clinical study to Evaluate Efficacy and Safety of Yesaka Plus Tablel i phlnie

diagnosed with Type2 Diabetes mellitus.

Protocol No. : YSKTAB/DM/SHPL/2022, Version 1.0, 26™ Felwuary 2027,

Hard copies of above protocol was distributed toeafl 150 Members o

et

Membeor cecrotare

S ——

Al # e

i Fiu i B | B

oy
wtill] JG S

snstititeesnet| | | Fare
L ' W o - R
N -|...: . -

FREPRFf. ™ = 5 mw

= TS e
i 8 ¥ el

T T R LT ey g

= Title can be revised Lo a comparative clinnal 1
Madhutailik Basti amd Lelchan Basti in Sthanh

o Page no. 17- Textual referepee (o b adedod
e Page no. 9 - Mention writlen informen] v
be taken after selection of patient,
e [, Priyanka Keram -
DBl s s Mention procedure consenl will boe taken,
»  Mention duration of study as 30 days on Pape
and 39,




INSTITUTIONAL ETHICS COMMITTEE

Maharashtra Arogya Mandal's
sumatihhai Shah Avarved Mahavidvalava
and
Avurvedas Hospizal —Sane Guraji Aragva Kondia
‘Malwerds Hadapsar Pune™=111 028,

Phone Nou-+91-20-295Z7 507, 4+91-20-20522504 Email: ssavu@redifmail.con

Minwvtes

35% Meeting of Institutional Ethics Committee

[ETHE 26092022 to 287092022,
Time :- 10.00 am To 6.00 pm
! Venue:- S5AM, Hall No. 7.

For approval of Title and synopsis of Pre MD - 2021-22 Batch & Ph.. 2019-2020 Batch.
blecting attended by Honorable IEC members on 26,/09/22 to 28/09 /22

L D V. Doiphode Chairman of [EC

2. Dr: Nilesh Phule Principal, Member of [EC
3. D Vandana Avhad Member Secretary

4. Dr.Yogini Kulkarni Member of I1EC

§. D Satish Puntambekar Member of 1EC

6. Dr. Dhananjay Mhasade Member of IEC

7o M Arun Gajar Member af IEC

d. Dr. Pallavi [amadagni Memberof [EC

9. Dy Pranita [oshi-Deshmulkh Research Coordinator
10, Br. Prectsim Ienar Minute Writing Fellow
11. br. Rita Mandle Minute Writing Fellow

« Or 5 M. Sathye, Dr. Huparikar, Dr. Gurav could not attend the meeting due to personal
rEAS0n
« Welcome nate by Vice Principal Dir, Kavita Deshmulkh.

P

M. A. M's, Sumatibhal Shah
Ayurved Mahavidyalaya,
Hadapsar, Pune- 411 023,




* Suggestions given by Honourable IEC members -

< Common Sugzestion:

Follow Vancouver style for references.

Review of literature- Sequence should be latest to old.
Remove word "title' from text box on cover page.

Title should be in sentence case,

Botanical names to be written in scientific manner a5 follows -

4. Genus name should start with Capital letter.

b. Species name should start with small letter.

.. Genus & Species name should be in italics & underlined.

d. Scientist name should be written at the end & shouid not be in Ttalics.

Academic year - 202 1-2022.
Folow the suggestion given by Dr. $.M. Sathe.

sr.

Mo,

Name of the Student

SAMHITA SIDDHANT DEFARTMENT

(uerics

L

| Dr. Sneha Chitali

* Mention standardization and SOP finished product as per

AP AFL

» Primary objective - efficacy, Add assessable objective as

Mandal sire ere
= Other in secondary objective.
* |nclude ADE in objective and also mention in CRF,
» Modify information sheet in simple fanguage of locai
persan.

Dr. Rohini Dhokane

—

1

br, Seema Sathe

___ controversy

= Spell check IEC
= Mention only 92id  Remove Botanical name for

= Remaove title word from texe box,

= Objectives should be time bound, mention time clearly
+ Page no. 28" Nisha Kale' transiate exactly,

* Remove secondary objectives.

b, Utkarsha Kulkarni

[

| Ur. Shubbang Mashcam

* Add Vatacakea chikitsa siddhant in detail,

* Studytext book of psychology for questionnaire on
intelligence,

* Pageno. 50, Remove "HT9TS.

« Remove Random sampling.

= Modifr statistical tese for correlation

= Hemove hypothests,

= Remove secandary objactives / Hypothdsis

Zhilizht objectives as per chikitsa siddhant

M.A. M's, Sumatibhal Shak
Mahavidyalaya,

Ayurved
Hadapsa

r. Piune. d14 noe

il




| S Nal

|
i

KRIYA SHARIR DEPARTMENT

Mameof the Student | (lreries

= =1 —— 'L — = e =

b li o Weite spppenoe i reviews of literature latest to oid

O Gl an Rermalis - .
' v Sampling method - Remave Handom sampling.

— « “Operational definition - Add newhrexercises

« Remove hypothests as it Is an observational study.

»  Remove 'title’ word from text book,

« Remave hypothesis as it s an observational study,

« f{uestionnaire - Remove ' Song 70 add 'Omkar’ or other
word,

« Relrame Questions make 1t more specific,

= Modilv patient information sheet to be simple.

o Modify Statistical test as per stidw.

Dr. Wiliita Shelele

e Title - Remove' Non randomized’ mention ‘Rakta Dhatu *
instend of "RaktaSarta’.

Mention wash out period.

Replace ' Rakta Sarta’ as ' Rakta Dhatu'.

Ohjective - Modify and reframe and all should include in
CRE.

Mention drug standardization and S0P in material, method
as per AP1, AFL. Remove it from objectives.

Explain Hb method technique/instrument

Spell check - will he.

Exclusion- in between study (f patient not willing or
palatahility [ssue, patient not taken medicine,

Modify - Dbjective & Subjective criteria.

Attach patient information sheet,

Muodify - Statistical test as per study.

[ir. Hareshwear Shirsat

L

L]

|
Dr. Pooja Vaidya

le-u_]::rm: permission from IT company.
Remove hypothesis.

Page no. 23, mention & clarify HTATATOTT AL

Reform questions.
Marathi language maodification.

14

Remove hypo r.hesu;
exclusion eriteria - congenital anamaolies.
Mention, clarify vyana vayu, karma in simple language.

Dr. Sonutal Shinde ‘

KAYACHIKITSA DEPARTMENT

e
M.

Name of the Student Queries

11.

= Title - Remove w.s.r.
Capy -ntion proper instrument name, model name.
N e should be upto 45 vears.

Dr. Vaibhav Badpujar

llirk iul'.lII Scmi bhai Shah
H.HFI:‘EH Funﬂﬁ:l..




» Mention female attendent will be present,

= Remove sponsor Page no. 45,

= Spell check, Diabetic ete, Capital.

= Medify- Primary research question - only mention
duration, other should remove.

Hypothesis - Mention as "difference’ 'not more'.

Title - Compare the efficacy ... I.

Execlude Pitta Prakrutl. Page no. 35.

Modify the synopsis if not then change the topic and
represent.

= lustify properly How study is different from pre vious one,

12

13.

Dr. Akshada Matey

= Justify how will you monitor drug prepration and
administration.

» Add these details in patient information form. |

* Mention duration clearly in objectives add this in primary |
ohject.

= Modify previous work done latest to old, !

= Descyphylline detail from British Pharmacopia.

« Mention method of authentication and standardization as
perAPIAAFL

Dr. Kalyani Thote -

* Add information sheet.

= Spell check, Marathi fanguage modification.

= Modify, correct all inform consent documents.
» Mention specific modern drug treatment.

Or. Dhanashree Thirhe

= Title- "Randomized control clinical study to evaluate both -
------ drug with control drug --—--- in Dadru. Madify title as
per above.

= Follow reference article.

= Modily all other points as per that article.

= Keepage Hmit 40-60 vears

« Primary Objective - To study the efficacy.

* Modify Research Question - as equal effect,

= Follow common sugzestion,

D Mrudula Katake

» Title- Remove w.sr. to urinary track infection: specify only

= Inchide - Culture sensitivity test if treatment not effective
tor Fimel specificity.

= Exclugion criteria - Mention as known case of DM, TR et

= Research question - 1s their any difference in effcacy of Gud
- Compare with Gokshur for 7 days in the management of
pittaf mootrakrucha. |

» Inciude shlok in synopsis TEAE reference.

|

|

I

Fittaj Mootralruchha ,l
f

||

e

. D, Lubna ihan

e —

# Al UTaGon A research Guestion. i

= Montion Hme exact duration in objactives

+ Validate subiective criteria scalp,

+  Relrume statistical test,
PANCHAKARMA DEPARTMENT




——

_Er. M.

|

. Tejal Patil

Mame of the Student

Queries

. ]';‘im;ry research fuestion “is ;1_',; effect of Nagkeshar
churna ndd on effecl with Panchprasutil bast”

= Mention ihternretation of previous warkdone.

= Bention review ot literature in detail

« Consent form - add detail gbout phote used, prior
permission to use photos specify it

« Spell check , grammar check.

« Mention - method of randomization in detail.

« [n Rugna mahit patrak - mention follow up days praperly.

= Exclusion criteria - Remove W8 no need to mention,

« Follow common suggestion.

18.

Pr. Mohini Nagre

« Mention- Method of Randimization in detail (allogation -
NAJ.

= Mention Vegetarian diet for sansarjan Karma after 5thand
also same diet for Non-vegeterian.

« Follow commaon suggestion

« Exclusion eriteria - Mention hyperiension fracture,

« Remove g from exclusion criteria.

19

20

21,

v, Bhagyashree Barse

Dr. |ayashree Waghmare

» Title- "Comparative clinical study to evaluate add on effect
of Nabhibhasti with shaman snel in the management of
Amiapitta.

« Mention follow up days in Rugna mahitl patrak O - ¥-'15.

* B ﬂi]ﬂ'i.‘." common suggﬁttnn

- Pu%L ne. 27 rhe::}-;ifst mention other investigation means
what.

e Trial - Open/flabelled.

= Mention in detail emergency tray, medicine with dose and
criteria.

= Follow common suggestion,

Dr. Prerna Gadhe

|
|
F
!
|
il 1o

« Title - Same as Bhagyashree " cumparatwe clinical study to
evaluate add on effect of--.

o Use egs ATEIW"  instead of poultry egg.

= pxclusion - if patient [Vegeterian) not willing for egg
treatment.

« Follow common suggestion. |

SHALAKYATANTRA DEPARTMENT

L Mo,

Name of the Student

ueries

24

Or. Dipali Katwate

Dr. Gauri Badhe

« Try ta find out % of ingredient in kwath.
= Follow common suggestion.

= Remove w.sr to,

« Mention only 9ete (No species name).

* Follow common suggestion.

Dr. E-I:.].i.;r_raf Yansure

= Add reference 5.1 Sathye on myopia. 3 i,pd"_g‘..____..

i -

M. A. M's, Sumatibhal
Ayurved M m:.n
Hadapsar. Puna. 411 nve




Follow commaon suggestion,

25,

Dr. Pooja Chavan

= Exclusion criteria - Remove Murchita patient-and other

term known case of anemia,

Add cohexidine comparative in object,

Primary hypothesis is onl y one " To study efficacy of---—e-—
i

* Use only one term either Mukhpak or stomatitis as pEr

suggestion can used both,

Follow common sugpestion.

26,

Dr. Sharayu Gawande

Remove wsr to .
Mention ingradient as equal quantity.
Follow common suggestion,

L]

27.

Pr. Neha Marathe

No suggestion,
Follow common sugeestion.

SHALYATANTRA DEPARTMENT

| S, No.

28

Mame of the Stu dent

 (ueries

D Akshay Sirsat :

« Mention time in objective -—--
parikartila for 7 days.

» Secondary objective - Add ADE and then add ADE in CRE,

Reform Marathi consent.

= Add lady attendent,

» Add efficacy ratio of freretT Hd then find sample gize.
» Use software "Winpepi”, "Epiinfo”.
+ _Follow common suggestion.

= 1n the manazement of

£9.

07, Tamanna Sharma

Dr, Dipak Patil

« Attach consent form + HIV consent,

« Mention proper useful part of medicinal plant,

= Justificetion of Arkapushpa,

» Allocation consent- Mention procedure of blindin #ete if
not NA,

_Follow common sugpestion
Attach HIV consent,

= Mention lady atteandant. '

= Follow commuon sueeestion

-ll-'

Dr. Unnati Chaudhari

* Add reference of Kokhur proven drug,

= Add reference of Tulasi Beej for Tapawe.
= Mention appropriate statistical test,
Follow common suggestion.

3.

tr. Devyani Chalakh

| T Thijiea 15} 5 i
3..."- | !j...._.h].-'.._:T_:' _._.|_.=.T.r_.

&r, No, '

fMame of the Smﬁnl‘

Ay

WASTHAVRITTA DEPARTMENT

* Mention proper SOP for eintment procedure.
= Add HIV consent.

* Do pilot stedy for ointment preparation.

« Follow common suggestion,

+ Decrease sample size by calculation.

» Page no. 21 Medico Renal disease mention, proper term
“Medicing |- sp—— -
*_Poilow cormmon sugpestion,

—

_ _Qnerres }
)~

M.A Ms, Sumatibhal 88
Ayurved l_giuﬂdflﬁrl.-l



Remove w.s.r. from Litle.
Time bound + objective outcome body weipht.
Page no. 29 (Remove witerd e,

Take prior permission of schoal for study.

Take sample - Sanwe age group of 6-7th standard,
I"age no, 24 - Menbion proper tero for STe.

Take control group it possibie,

Follow commaon suggestion.

| Dir. Pramita Gadewar

Remove w=IEE W=

Uuestionnaire in Marathi, exclude mobile used anger
patient.

Change - Sampling methiod only purposive sampling, |
Title- Remove - Randomized sample.

Check siatistical test apply appropriate test
Add reference far wes shemr,

Follow common suggestion.

Dr. Vaishnavi Kulkarni “

Page no. 37- Remove srevrsitar e, |
No sugaestion.

Dr. Hajal Morande

br. Kishigandha Patil

Use ane term either T2DM or Prameha. Mostly use
Prameha term with BSL, HbAYC for diagnostic criteria.

Mo supzestion.

349,

[

‘ Dr. Asawan Upadhye

Add objecoive parameter - Neck movement, degree of pain.
Exclusion- Sinussitis.

Incinde pilot study and mention that study sample is base
an pilot study.

Patient should be of only neck pain no duration. Remove
duration of & months.

Follow common suggestion.

STREEROG PRASUTI TANTRA DEPARTMENT

Br NG,

MName af the Student |

tueries

A0,

[, Misba Chaudhary

:;-'Iuh:mn detailed procedure of pessary use in patient
imfarmation sheet.

Objective - mention time duration

Mention objective parameter for evaluation of disease on
the basis of strav fandu.

Research question - whether treatment is effective after 7
days.

Remave- Ayurvedic terminological definition from
aperational definition.

Maodify - Statistical analysis.

4.

br. Shaheen Shaikh

i o9

Title - "Comparative study of twa different sevan karma for
mucosa and skin in healing process of Episiotermy as per
REEDA scale”,

Hypothesis and research question modify,

Secondary objective- Remove NA, add cosmetical purpose
in secondary objectives.

M. A,

M's, Sum

bhai Shan




» |Ise sentence case for Research question and objectives,

= Mention matra of dhawan as 0-5 instead of 500ml.

Dir. Pranali Shelot s Mention what kind of drug allergy? in patient information
sheet.

= Mention adverse effects will be noted in CRF.

= Modify statistical test
Review prewiﬁls worl done thorpug ghiy.

A3, br. Aashika Prajapati . Henh_un ﬂu-:_lt pn_tlent vnll_ be sepsitized regarding use of

scale in patient informatien sheet.

| » Remove secondary objectives.

« Don't use 'etc)' in exclusion criteria.

42,

8k br. Prachi Pardeshi » Why DM is excluded?
* Rewrite information consent.

« Follow common suggestion.

= Application of drug - clockwise,

s Inclusion criteria - Remove 4 months & add in exclusion
na Dr. Prajakta Pardeshi e 1
= Mention duration of 4 months in objectives.

« Follow common suggestion.
hhﬁﬂTﬂﬂTHﬁ DEPARTMENT
| 5r.No. Name of the Student Queries

| = Modify study.
| 44 | Pr.Chiranka Ghorpade = [Case control study - Two groups - Arsh and non arsh
| ' patient having Viruddha Aahar Sevan.
|
|
I

= Modify synopsis as per abave

| » To perform Acute tﬂmerug:cal study use two species 1.
. | 3 h s

47 ¢ * Justfication for 300 mg. dose as starting dise.

| | = Add previous studies then modily as per guideline OECD,

1 T = T 1 i
g, | Pr-Shivani Kotmire | * Same as Shweta Khanapure. \

|
—— e . i |
49 I: Br. Sayiee Nikam » Same as Shweta Khanapuore. ;

| [¥r. Nilam S{mwilrrr;'
50,

« Same as Shweta Khanapure.

! « (Clear the concept of MNC and Consumer coust,
= Mention latest 2022 act.
Dr. Pratiksha Gujar | « Reform categories of neglegence.

i
i
|

2 « Modify the study, '

= Read book- Y.V. Singh. |

, | | =« Study area/location Include state court |
' e Y AR AS HAS T RAT DEPARTMENT— ———
Srltio _ Wame of the Studeni | (ueries B |

Title - "Ghruta with its antimicrobio act Lt 1 PR |
e Agdd & mention Primary Research Queslion as |

g2 | Dr. Vidh Somaiya

 LLRe PR e B

Pri
M. a. .l-n h mm

LYurved Mahavidyalaya,




r Mok 1] |_'|‘| !
5:‘_ | [:'- E.."'I.-..l f~._1 j il

pharmacutical,
« Mention in detai] Agar media and technigue,
* [nclude Bacterial identification method [or authentication
of hacteria. Find exacr hacreria and then use thar harteria
{or study,

"=~ Write PI| proporly. —— " . _,

«  Mention lang form of all short term XRD, PSD etr.
»_Follow comimon suggestion, T

* Research question - Use * finding” instead of "standard”.

* Include 'time period required’ for each processing.

= Mentign clearly that all phytochemlca! test before z2nd afier
procedure if possible add more essential phytochemical
fest,

* Follow common susoestion.

o Dr. Moanal Dhaware

+ Mention all rest methed clearly, reducing sugar finding test
Bl

* Mention table of useful part of medicinal plant,

+ Follow common supzestion,

» Primary objective - add ‘to observe' tnstead of to conduet'.

|

!
|
!
I

B Yarsha Pawar

= Mention method contimicrobial activity clearly in
derail

« Do antimicrebial activity of both Kwath and Siddha Gruta.

* Follow common suggestion.

* Include Bacterial identification methed for authentication
of bacteria. Find out exact bacteria and then use it for
study.

= Mention all charateristics of microbog.

57 | Pr. Mangesh Shinde

* Include ail bacterial and fungal identification method for
authentication of microbes,

* Mention charactoristie of all bacterial and fun mal.

« Do antimicrobial, antifungal activity of both Kwaili and
Siddha Gruta,

= Follow common sugpestion.

DRAVYAGUNA DEPARTMENT

Sr No, Mame of the Student

Queries

58, Br, Asmita Baraskar

* Anti- Diabetic Capital.

Remove Secondary Research Question.,

Mention- clearly for gene expression, Random Sampling.
Mentlon animal weight, try to keep wei ght 200-250gm.
Madily Reference style, follow Vancouver atyle.

Try to follow Nicotinimide STZ madel.

- 8 F &

54, Dr. Pratima Dolas

= All suggesrlmﬁ likke Dr. Asmita Baraskar.

60, Dr. Vishakha Kadam

M. A M,

Ayurved M

* All suggestions like Dr. Asmita Baraskar,

Hadapsar, Puns. 4414 ane




61 Dr. Rajeshri Khedelar » All suggestions like Dr. Asmita Baraskar. _]
gz | Dr.Pooja Sanvatsarkar » All suggestions like Dr. Asmita Baraskar,
ROGNIDAN DEPARTMENT
63 | Dr Pratik jadhay * Remove hypothesis,
: » Questionnaire to be validated.
Dr. Rajnandini
64 | Deshmukh =  Questionnaire should be validated.
65 | Pr. Rutuja Jadhao *  Remove hypothesis,
y » Validate questionnaire.
66 | D Ankeeta Dahiwale = Page no. 9- Remove modern terms.
i = Fage no. 13- add including both gender.
- Mention clearly relation or correlation and then mingify 1
g7 | Dr.Radha Khaddakar test. [Statistical test). '
' * Frimary Research Question - Remove significant, only
mention relation.
Ph.D. DEPARTMENT
5r. N, Name of the Student (Queries __l
»  Modify & add en information sheet as per ICMR. I
Br. Ritesh Damal * Add Marathi Information sheet,
GB; | PR HERRLAmRle »  Page no. 18, Remove sponsor,
»  Modify written consent.
= Trytodoall lab investigation at one lab [Same lab.) I
gg | Dr. Sushrut Deshpande =  Nosuggestion, |
' -
*  Mention - inform consent form. |
20, | Dr. Trupt Gawade = Mention- Yonipichu, consent form as only consent form
' | % Mention- Pharmacevigilance, ADR information. j
L __ B Sy ___* Mention Inform to IEC (both] within 24 hrs, !
1 Dr. ¥Yopesh Narkhede = Mention dose properly - mg,/kg. |
= Nootheér suggesiion. |
| = Mention - Cadaver st dy sample. == |
*  Modification reguired.
* Mention three different research questions for 3 steps i
T & =0 i e, rrteal ol
Wl = 3 *__ypothesic only applicable ta-clinical study.
| /4 BeePnomum-Desmuih » Consent form, three polnt, remove I I
| ! . « Pageno, 28 -spell check
. | ' = Add Marathi information sheer. |
| | » Attach HIV consent.
| | | ® Checkspollings, SR
M. A M Shakl
Ayurved Mahavidya

Hadapsar, Pune- ﬂ‘lh#r‘!'l',
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I : INSTITUTIONAL ETHICS COMMITTEE

e S L ST T N S I I S IS S e e e s L T

Maharashtra Arogya Mandal's
Sumatibhai Shah Ayurved Mahavidyalaya
and
Ayurved Hospital - Sane Guruji Arogya Kendra
Malwadi, Hadapsar, Pune - 411 028.

____________________ e e e o e L B B

Phone Mo.- +91-20- wszasns +91-20- 29512'3:14 l"ma:l iLm@mdLiﬁmdmm

J6t Meeting of Institutional Ethics Committee

~ Date :- 28/0B/2023 to 30/08,/2023.
_ Time :» 10.00 am Te 5.00 pm

Yenue:- 55AM, Hall No. 7.

R IREE R Y P — =z iz

For approval of Title and synopsis of Pre MD - 2022-23Batch.
Meeting attended by Honorable IEC members on 28/08/23 1o 30/08/23.

1. Dr, V.V, Doiphode Chairman of |EC

2. Dr, Ramesh Ujwale Member Secretary
3. Dr. 5. M. Sathye Member of IEC

4, Dr. Rajendra Huparikar Member of 1EC

& Dr. Yogini Kulkarni Member of 1EC

6. Dr. Satish Puntambekar Member of 1EC

7. Dr. AM. Gurav Member of IEC

8. Dr. Dhananjay Mhasade Member of IEC

9, Mr. Sanjay Maniyar Member of 1IEC

10. Dr. Pallavi Jamadagni Member of IEC
11. Dr. Pranita Joshi-Deshmukh Ex-officio, PARAS
12, Dr, Rita Mandle Minute Writing Fellow

*  Welcome note by Vice Principal Dr. Kavita Deshmukh.

M.A, M's, Sumaltibhai Shah
Ayvurved Mahavidyalaya,
“adapsst. Pene-411028




w

« Supgestions given by Honorable [EC members ¢

< Common Suggestions:

« Tittle - not in upper case, write in senplence case.
» Referencing style - Vancouver style.
« Font- Calibri-12.
« Donotuse short term e.g. W.SR |
s Drug - authentication and standardization of drug as per APl and should prepare herbarium
of each drug.
s Write proper SOP of drug preparation and standardization of finished product as per AFL |
e« For Clinical studies- Mention toxicological studies of every medicinal plant with proper ,
reference from peer review journal and also classical references,
« Botanical name (Ttalic or underline)- species and genus name should be italic, scientist name
- non italic {e.g. Rubia cordifolia Linn.] |

« Sample size calculation for comparative study — use WINPEFI sample size calculator {:'
software.

e For control study - mention control group, drug in research question, hypothesis and '
objectives.

« Mention study duration in research question, hypothesis and objectives.

» (Consent form -
Age Parent Consent required

0-12yr One

12-18yr Two

Above 1Byr | No parent consent

« Statistical test — mention statistical test chart as per qualitative, quantitative data.

« Modify Gantt chart up to Dec 2025,

e Dhjectives should be SMART and time bound.

» Validate questionnaire

s Information sheet should be in question- answer format, include sign and left hand thumb
impression of patient.

« Previous work done should be in chronological order.

MA, M= Sumaiibhsi Shah
Ayurved Mahavidyalaya,
Hadapsar. Pune-411028




SANSKRIT SAMHITA SIDDHANT DEPARTMENT

i Name of the Student Queries
| Page no. 16 -add list of Hetu.
Objectives should be SMART in the format of primary &
secondary objectives,
Mention prevalence properly with year and proper
, | Dr.Priyanka Bihade reference.
' Mention Diagnostic criteria for Palitya.
Mention study design -prospective stutly or retro spective
srudy.
Also include extra hetu other than Ayurveda.
Follow common suggestions.
[ « Add critical /comprehensive study instead of analysis.
« No hypothesis to observation study.
V| . v  Keep primary objective and add nidan.
| 5 | Dr Vaishnavi Jawalekar « Remove secondary objective, if study of chikitsa incl uded
then add as secondary objective.
» 15 references must
s Follow common suggestions.
e Add eritical/comprehensive study instead of analysis.
» Mo hypothesis to cbservation study.
Dr. Nivedita Mane e [Keep primary objective and add Adhyaya number with
reference
s « Remove secondary objective, if study of chikitsa included
then add as secondary objective. 1
» 15 references must.
e Follow commen suggestions. —
i « |nformation sheet - Use vernacular language for Pandu.
« Title- Mention cross sectional study.
« Mention-"to find relation” instead of "to access’.
« Modify ebjectives - Objective should be SMART. Mention
specific name of Samhita for literature study.
. Dr. Mahesh Kullarni e List of Lakshan and specify minimum number of
Symploms.
« Remove 'Hadapsar'.
» Sampling method - purpoesive sampling.
« Check questions and erder of question nu mbers.
» Follow commen suggestions.
s Add Research question. T if;ﬁ
e Dr. Aditi Mahajan « Mention Takrakalpa at every point. Q. ¥
« Title should be more descriptive. PRINGIPAL
B » Mention study in objectives properly. M.A. M's, Sumatibhai Shah

Ty ahavidyalaya,
“'adapsar. Pune-411928



Detail objectives.
Follow common suggestions.

KRIYA SHARIR DEPARTMENT

Sr. No.

Name of the Student

Queries

Dr. Nikhil Bhavke

Add duration- contact time of Agni Seven.
Questicnnaire- Reframe in proper language & validate.
Include how much heat contact percentage or any
measurable heat contact.

Follow common su ppestions for all PG students.

Dr. Sneha Deokar

Add SET 3T AR
Add reference of HTTEH,

Previous work done references in Vancouver style.
No hypothesis- write NA,

withdrawal criteria- remove not willing.

Add guestionnaire.

Concise secondary ohjective.

Fallow common suggestions for all PG students.

Dr. Rajkumar Jaiswal

Reform research question & hypothesis.
Follow common suggestions for all PG students.

Dr. Pooja Kadam

Page no, 37, remove werd " cyst's
Write operational definition of jewelers.
Follow common suggestions for all PG students.

10.

Dr. Pooja Munde

Do mot use short form.

Validate questionnaire.

Revise objectives.

Page no. 33- change question no. 6.

Follow common suggestions for all PG students.

11

Dr. Mrunali Bhoyar

« Authentify questionnaire. -

Follow common suggestions for all PG students

-
KAY

ACHIKITSA DEPARTMENT

ST, |

M.

Name of the Student

Queries

12.

Dr. Sneha Chavan

TRUE COPY

S

hiai

Title - Remove w.sr. Add - Add on effect.

Age group - above 18 years, 19 - 60 years. Mention age
group properly.

Mention Objective criteria properly.

Mention line of reatment clearly whether bath
medicines at a time or after interval. Interval time
specify properly.

Mention proper inclusion criteria for Rajyakshma or
T.B.

Use common term as per title efther Rajyakshma or
7.1, and then modify inclusive criteria and specify it.

Mention Ayurvedic lakshan of Rajvakshma.

Bypryod Monhavidyalaye,
“igdapaar. Puie-411028

d




Page no. 5- chemotherapy - remove it

« Remove word adjuvant, use -add on word.

Modify study rationale, specify it as pfr‘;llf'lfﬁi
reference.

Page no, 23, investigation criteria, mention ESR
method properly with references.

Mention Sputum examination properly (Sample
collection method and all).

Mention X-ray findings, time before- after, view FA
specify it

Follow common suggestions for all PG students.

13,

Dr. Revati Dhawadkar

Revise title = Randomise control clinical trial to
evaluate....

Mention time duration in research question then
carrect alternate hypothesis as per research guestion.
Mention- Gender M/F/ both.

Mention sign, symptoms of hypothyroidism in
inclusion criteria.

Revise- Primary objective and secondary objective,
should be time bound.

Page no. 15 Ayurvedic word in ltalic, mention proper
collection of drug, mention specifically Vijaya as
Haritaki.

Page no. 22 not required Pathyapathya.

Follow common sugpestions for all PG students.

14.

Dr. Jyoti Jaiswal

e Title- Mention only one term either " "or
Dengue, try for dengue.

« Modify inclusion and exclusion criteria. Regarding
platelet count, 1gG, 1gM. Inclusion criteria - Mention
platelet count 30000 to 100000 with reference.

» Page no. 21, Dose form of Drakshphal (Remove term

aTIs goT).

Exclusion criteria page no. 13. - known case of HIV.

IPD patients compulsory, No OFD patient.

Follow up daily.

Modify sample size as per Dengue prevalence.
Follow commaon suggestions for all PG students.

Dr. Vidya Jatti .
TRUE COPY =

WVLA, M's, Sumatibhal Shah .

Revise title- ‘Randomized control clinical trial to
evaluate add on effect of Tagar vati in the
management ...

Page no 15- remove age from exclusion criteria

Page no. 10 = menation properly group A- Tagar vati +
beta blocker and group b - only beta Blocker
Mention instruments which will be used and add
calibration certificate

Previous work done not in table,

Remove Aim, literature on Hypertension if not

Magapaa:, Puae-411020



| Fequired so remove from objectives,

* Mention known sjde effects of beta blocker a nd in
objective mention that- will see add on effect of tagar
vati on that,

* Mention in selection criteria as patients with raised Bp
with beta blocker treatment will Include,

* Exclusion criteria- mention in term a5 Known case of

* Follow common suggestions for all PG students,

L6

Dr. Nikhil Pati]

— |

* Fageno 23 remove drug addiction.
* Exclusion criteria- mention in term as Known case of

= Mention -SOP for kwath preparation, Patient will get
drug in powder form and will give S0P for kwath
Preparation.

= Change Aushadh sevan Kal as Apana kal,

17.

Dr. Shruti Shelke

* Age 18-60 years,

* 3ign symptoms- use word F‘ﬂﬂtﬁﬁ in proper term.
Mention properly as per Tejlgg reference,

* Mention reference for 15 days treatment.

* Modify drug formulation material - Eﬁﬁ%ﬂn‘;

* S0P for kwatha propartion for patient,

* Pageno. 16 operational definition for Tafgem EELIE
T modify it

| = Fallow LOMmon suggestions for al) PG students,
PANCHAKARMA DEFPARTMENT

o1, No.

-l_i'-'ame of the Student

Queries

18.

Dr. Dandavate
Padmashree

* Mention list of laks hana of vyadhi with reference
* Pgno23- remove dj fferential diagnosis.
* Follow commaon sy Beestion for all PG studente.

19,

Dr. Sumit Dhengale

TRUE &?\P

PRI AL

Fiahavkdyalaya,
Alarvee L ,f.,fq 17K

P hega e e

» Mention list of lakshana of vyadhi with reference,

* Mention Vatrakta chilkitea sutra with reference,

* Mention dose of Trivrittlehs,

* Remove pharma company name,

= Justify virechanaa narh - why required in study,

* Mention snehayy ktavirechana, proper drug preparation

j/ and include Charak chikitsa sutrs with reference.

* Specify drop out criteria,
» Mention duration of karma starting from snehapan to

sansarfan karma, |

* Follow common suggestions for all PG students, -

—y “—

-




» Follow commen suggestion for all PG students.

20.

Pr. Ankita Nikantha

= Mention list of lakshana of vyadhi with reference J

« Mention and elaborate Goniometer measuring parameter, |
range.

= Mention Goniemeter scale range for inclusion criteria.

= Follow common suggestion for all PG students.

21,

Dr. Srujali Gat

* Mention list of lakshana of vyadhi with reference.
= Mention dose 8 bindu as - 2.5 ml,
» Follow commen suggestion for all PG students.

22

Dr. Pratiksha Yadav

23,

e

» Mention list of lakshana of vyadhi with reference.
» Mention dose and sevankal.
» Follow common suggestion for all PG students,

Dr. Bhagyashri Kale

e Mention list of lakshana of vyadhi with reference
« Modify title,
» Follow common suggestion for all PG students.

SHALAKYATANTRA DEPARTMENT

5r. No.

Name of the Student

Queries

2 Common Suggestion:

Age group - 19 years to ...
Remove date of birth.

» Ubjectives - Primary objective should be comparative, Secondary objective -
other than primary objectives.

» Modify Gantt chart with year wise. 22-23, 23-24. ...

» Authentication, standardization and S0P of drug & formulation.

» Mention microbial (contamination) load examination.

4.

Dr, Akshay Bade

# English terminology in Information sheet

# Lse full form in hypothesis.

» Revise sample size using WINPEFI software.

» Mention study duration in hypothesis and objectives.

Add authentication & standardization, SOP of drug as
per APl & AFL

Exclusion criteria - remove ﬂm

Mention why excluded diabetic & hypertensive
patients.

Inclusion criteria- mention cardinal symptoms for
selection.

« Mention 0% day assessment
& Follow common suggestions for all PG students.

Zehs

: Dr. Supriya Divekar

TRUE C

» Give proper reference for e o, [Peer review).
» Revise hypothesis and research question.

= [nclude standard drug in title, research question,
L hypothesis and objectives.

‘k_, ﬂ/‘i" Frocess of randomization.

[ 9

WA, Ms, Sumtatibhal Shah
Ayurved Mahavidyalaya,
dnnens Puna-411028




» Mention question-whether there is effect or not,
» Mention Tension headache description in
introduction.
o Add -TE &I'Ef,ﬂ?ﬁ ErFITzuT check list, 79 consent form.
» Revise statistical test. Use Manwhitney U test.
* Follow commen suggestions for all PG students.

246.

Dr. Yogesh Narute

= Remove ws.r.

e Apthya - Remove tobacco,

» Revise alternate hypothesis,

Page no, 48, mention proper translation of term fornix.
Withdrawal criteria - remove blur vision

Mention - Glg,ﬁﬂ'[gcunsent.

Exclusion criteria - remove "patient not ready.”
Follow common suggestions for all PG students.

)

Dr. Pallavi Nimalkar:

» Removew.r.t

= Proper range of fever.

» Mention term HTR0] a5 THE, o

+ Mention study duration in research question, ]
hypothesis and objectives.

= Mention peer review jou rnal reference for :"Fﬁﬁrlfﬂ

if not published then change standard drug.
Follow common suggestions for all PG students.

24,

Dr. Karishma Pote

 Page no. 13, withdrawal criteria- remove blurring of
vision ----— gxtreme cases.
» Follow common suggestions for all PG students, |

25,

Dr. Prachl Sartale

e Remove w.ar., use only one térm modern or Ayurved.

» Check standard drug.

» Mention microbial [contamination) load examination.
= Follow common sugges'l:in'r':s for all PG students,

SHALYATANTRA DEPARTMENT

Sr. Nao.

Mame of the Student

Queries

30

Dr. Sumit Gaikwad

Page no, 12, remeve second point of Eusol. Mention as
disinfectant,

Modify research question & hypothesis. Mention stady
duration (time],

Remove secondary objectives, can modify primary
objective.

Sample size calculation by WINPEFP] software.

Page no. 26, 27 informed consent, sign & left hand
thumb impression.

» Follow common suggestions lor all PG students.

J L

'l .4

Dr. Sneha Auli

Ci

P Y¥e Change study methodology -Group with Diclophenac
& group with agnikarma.
s Add information sheet.

x | -
-"-'!.A- M's, Bumatibhai Shah :
Ly urved Mahauidyalara.
‘Hansar Puna-d411008




« Consent form in both languages.
+ Follow commen suggestions for all PG students.
| « Mention "Shatavaryadi Kalp” name as "Shatawari™
' ' o Add study duration in research question, objective and

Dr. Niranjan Dusane hypothesis.
» Mention only null hypothesis and alternate hypothesis.

« Mention proper statistical test as per objective criteria,
« Follow common suggestions for all PG students.

s  Must have daily attendance of patient.
«  Add study duration in research question, objective
and hypothesis.
33, | Dr. Sagar Patil »  Mention only null hypothesis and alternate

. hypothesis,
«  Mention proper statistical test as per objective
criteria.
. = Follow common suggestions for all PG students.
SWASTHAVRITTA DEPARTMENT

|' Sr. No. Name of the Student Queries

32.

s Single arm study of Lajasattu or group 1- antacid +
44, | Pr.Snehal Aher lajasatty, group 2- only antacid.
« Follow common suggestions for all PG students.

| » Cross sectional study,
= Validate questionnaire.
s Sample size- those who are willing or Ayurved
| 35, Dr. Vishal Devade faculties 60 % prevalence. |
e Remove HIAET word.
o Add health status questionnaire if possible,
» Follow common suggestions for all PG students.
e Title- Not all capital, in sentence case.
« Specify statistical test.
» Follow common supgestions for all PG students,
« Title- Not all capital, in sentence case.
T L « Specify statistical test.
s Follow common suggestions for all PG students,
. » Cross sectional analytical study or case control study
for those which are studied previously.
3. | Dr.Kiran llay « Information sheet - add patient sign.
= Statistical test mention properly.
= Follow common suggestions for all PG students.

yg, | Pr-Ashiya Goverd

e Use term only menopausal.
¢ 'Write page number at lower side.
« Add study duration in research question and
19, Dr. Sonal Tinaikar hypothesis.
TRUE COPY, prim, objective should be time bound.
Statistical test mention properly.
PRI L * Modify Gantt chart.

WA M's, Sumatibhai Shah ’
e Mahavidyalaya,

o




e Replace AF as kilometer.
s Reconstruct questionnaire in simple language.

« Follow comman suggestions for all PG students. '
B STREEROG PRASUTI TANTRA DEPARTMENT \
Sr.No. |  Name of the Student | Querles
| = Spell check in primary research question.
= No hypothesis.
¢ Page no. 29- Mention JaE®, Haalfee as per MLC
| Check this.
a0, |Dr-PrachiBari e Study design - observational study.
+ Title- Observational study to find relation between
etiological factor of THEM in relation with JUGR.
« Statistical test- correlation test.
+ Follow common suggestions for all PG students.
« (bjective- Add time duration.
41, Dr. Sonal Mugdiya s Remove secondary objective, Keep last objective. ke
« Follow common suggestions for all PG students.
42 | Dr.Pooja Sawai: * Rewrite Latin Name.
' s Follow common suggestions for all PG students.
+ Tryto keep one Research Question and one hypothesis,
| Dr. Jigisha Tanna simple objective.
: e Page no. 13, Age 18-30 years.
+ Follow common suggestions for all PG students.
« Authentication & Standardization of every drug and
44, | D Priyanka Tekriwal finished product.
 Follow common suggestions for all PG students.
B e Revise- Statistical test as per Qualitative data
45, Dr. Chaitrali Tikhole s No Paired "T" test.
« Follow common suggestions for all PG students,
AGADTANTRA DEPARTMENT
Sr. No. Name of the Student Queries
Mention proper term Schedule E
Dr. Bande Vishal Revise statistical test [before after, interrelation , in
46, between groups)
s Attach IAEC certificate.
= Follow common suggestion for all PG students.
Dr, Bhujbal » Mention proper term Schedule E
Mirmitees » Revise statistical test (before after, interrelation, in
AT, bebween groups)
e Attach IAEC certificate.
» Follow common suggestion fer all PG students.
0 Dr. Patil Aniket = Mention proper term Schedule E
49 L O ¥ Revise statistical test (before after, interrelation, in
wi  between groups)
« Attach IAEC certificate.
E IPAL

WA, M's, Sumalibhai Shah

“wurved Mahavidyalaya,
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Follow common suggestion for all PG students.

/

44,

D Wale Manali

Mention proper term Schedule E

Revise statistical test [before after, interrelation , in
between groups)

Attach JAEC certificate,

Follow common suggestion for all PG students,

a0.

Dr. Poonam Gosavi

# Pgno B revise web references

* Revise study duration

+ Mention Amikacin standards as per
pharmacopeia and check reversible action of
Amikacin,

= Prim. objective - to compare. Remove secondary
objective.

» Follow commen sugpestien for all PG students.

51,

Dr. Ganesh Vakle

#« Pgno 8 revise web references
Revise study duration

» Mention Amikacin standards as per
pharmacopeia and check reversible action of
Amikacin,

» Prim. objective - to compare. Remove secondary
objective,

» _Follow common suggestion for all PG students

RASASHASTRA DEPARTMENT

S, Mo,

5.

Mame of the Student

Dr, Ankita Agarwal

Queries

Mention Null & alternate hypothesis.
= Include study duration in hypothesis, research
question.
» Reference style - Vancouver style in sequence.
= Define objectives, should be time bound.
» Primary objectives- Mention after lepa [ cream).
» Inclusion eriteria - Remove willing point, include
patient with FEGYET in respective of gender/age.
= Exclusion - not Malignant - use term known case of
# Operational definition - keep only cream term,
* Page no. 23- remove where,
= Include grading scale in subjective parameter.
+ Follow common suggestion for all PG students.

a3,

Dr. Dhanashri Gore

s Dbjective- Pharmaceutical analytical parameter.
+ Follow common sugeestion for all PG students

54,

Dr. Shubham Mohite

o Title- Remove HUH el only use d31.

» Mo hypothesis- Write NA

= Study design - observational study.

= Write 50P long form.

= Follow common suggestion for all PG students.

ah,

Dr. Mugdha Phadake

s [Dbjective- To evaluate Pharmaceutical analytical
parameter of ... . TRU A 4
+ Mention - methodology in review. !
* Remove operational definition @

s Mention procedure in details. PRI

WA NM's, .ELHT'IHI.II:II‘IHJ ahkh

Aariruad Dlahmvidvalava




» Follow common sugzestion for all PG students.
» Objective- Pharmaceutical analytical parameter.
g, | D Sharayu Shinde * Follow common suggestion for all PG students.
A
“'-
B Al g s (Give reference of Ghrut oil preparation antimicrobial
57 i R activity.
» Follow common suggestion forall PG students,
— DRAVYAGUNA DEPARTMENT
Sr. No. Name of the Student Queries
Dr, Sampada Bankar.
58.
z Common Suggestion for all.
Dr. Pratiksha Biradar : o
59. » Sample size should be in Triplicates of 6 =18 sample.
» Concern statistician for sample size.
Dr. Dhanashree
50 Bishiaien # {bservation - add External appearance - Leaf surface #
g o st area [Apply formula for quantitative data).
Dr. Poorva Joshi + Add active principle finding by test (HPLLC...).
&1 o Revise hypothesis & research question.
) # Add Havonoid assay in Pharmacognostic study.
Dr.Shreya = |dentification of plant, specimen voucher number
compulsory.
bZ. Kalyankar = Follow common suggestions.
Dr. Rohini Kamble
b3,
ROGNIDAN DEPARTMENT
< Common Suggestions:
= Remove hypothesis,
» Validate Questionnaire,
s [nformation sheet in Question-Answer format.
» Previous work done not in table format.
» Study Design- Cross sectional study,
» Mention etiolegy factors of Charak only with
64, Dr: Mohic Blhosate references.
» Follow common suggestions far all PG students.
= Mention list of all Mukh rog, Danta rog.
¢ | Dr.Vinaya Pawar « Mention TPYE either HEFTHUT / HETT FEY.
- + Revise- Primary objective.
« Follow common suggestions for all PG students,
» Mention - Diagnosed patients of ﬂm confirm with
Dr. Tejashree Kupekar » Page no. 33- Mention Ayurvedic Lakshanas and l
B, _
TR BPY  modern sign & symptoms seperately,
‘i « (Jperational definition - Remove
» Mention clearly prevelence as per Hospital records
=33 L =
A M's, Sumalibhai Shah 12

ol BlahaislAssmlmnim




L

then calculate s".'é?ﬁ'ple size.
Remove Aim, only mention primary objective,
Follow common suggestions for all PG students.

Dr. Neha Shende

Remuove operational definitions,
Page no. 9- mention lakshana in order.
Follow commaon suggestions for all PG students.

68,

Dr. SIaya.Ii Shinde

Follow common suggestions for all PG students,

B4,

Dr. Nishant Taralkar

—

Revise Research question & objectives.
Remove Aim.
Follow common suggestions for all PG students.

BALROG DEPARTMENT

sr.No.

Name of the Student

Queries

70,

D Asmita Chaudhari

Group insurance

Mention that pilot study done by prior permission of
BORs

Mention drug, scientific name and part used in chart
format

Muodify consent form.

Withdrawal criteria- mention that if missed two
follow ups then will be Withdrawal,

Modify inclusion criteria, mention & specify weight
parameter [IF wt 2.3kg mention included or excluded).
Remove parent point from exclusion criteria.

SOP for massage treatment- detail methodology,
hygiene, preparation etc.

Prim. objective- mention comparative group coconut
oil.

Revise consent form as per age group.

Follow common suggestion for all PG students.

71,

Dr, Vivelk Chothe

Group insurance.

Inclusion criteria mention sign and symptoms of
vyadhi,

Pg. no. 22 mention separate list of vyadhi lakshana,
Mention stambhana chikitsa reference for baby and
old age person.

Revise cansent form as per age group.

Follow common suggestion for all PG students.

Dr. Sakshi Narsing

Group insurance

Remove pre-school age - use 3-6 yr

Revise dose (1 gm/ day in two divided dose)
Use full form of SEM

révise consent form as per age group

Follow common suggestion for all PG students.

73

Dr. Mangal Pati

L
hI!.A. M's, ﬁunamhaf Zhah

Group insurance.

Tittle = mention add on effect.
Modify objectives, should be SMART, remove other
objective,

13




=

-

Mention sign and symptoms of vyadhi
Try to mention intervention parameter
Revise consent form as per age group

Dr. Rutuja Patil
T4,

w @ & ® %

Group insurance,

Mention separate list of vyadhi lakshana.

Research question —include word efficacy.

Include study duration in research question,
hypothesis,

Add cardinal signs of kaphaj kas.

Correct word "trial’.

Remove calculations in seconds.

Mention separate subjective and objective criteria.
Revise consent form as per age group.

Mention useful part of each drug.

Sampling method- computer generated allocation
random number use for study

Simplify dose method, dose technigue, use of dropper
and fix dose for age group

Follow common suggestion for all PG students. |

Dr. Nikhil Pawar
75,

Group insurance.

Spell check of 'agni’,

Attach calibration certificate.

Mention krimi in hetu and alse include stool
examination to find out krimi.

Mention control group drug in objectives.

Try to use standard drug [Ascorbate).

Mention clearly control trial or standard contrel trial
and why?

Remaove etiology and sec objective.

Use term for honey (Agmark honey] in anupana.
Include study duration in research question,
hypothesis.

Follow commeon suggestion for all PG students.

b

Member secretary

TRUE COPY _
2

PRINGIPAL
M.A M's, Sumatibhal Shah
Ayurved Mahavidyalaya,
~adapsar. Pune-411028
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Chairman
Institutional Ethics Committee
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Chairman
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