
Curriculam: Ph.D Course Work

The basic purpose of any education is to enable a person to widen his
horizon of knowledge and develop skills necessary to comprehend and
handle his life situation better and make his life and that of his fellow beings
more meaningful happy. It is a well known fact that life situations change
every day and every moment so it demand continuous updating of
knowledge, exploration of new dimensions and search ofnew solutions to
make necessary adjustmetrt. Obviously it is the area of research methods
which provide us guidance to explore new knowledge and frrd out solutions
of problems. We already have been relied on it for long to hll the gap in
knowledge and extension of knowledge. There are many areas (education,
culture, health etc) in which academic and immediate solutions of problems
are required. Lr this regard various PhD programs have been conducted by
different universities all over the world as well as in India for a long. To
Strengthen and improve the quality of research in various fields and
corresponding subjects the University grant commission of India has
instructed the universities of India to conduct a six month PhD Program
(must include research methodology, statistics and knowledge of computer
applications and publication ethics) for the PhD students selected through
entrance examination.

To develop a deeper undentanding of research methods,
research designs and their application in testing hypotheses.

To give students the fundamental as well as advance knowledge
of statistical methods which help them in analyzing research
data with proper unders tanding.

To increase the awareness about the publication ethics and
publication misconducts.
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5- To provide knowledge of computer application

Keeping all these points in mind the course content of the PhD
program for the students of Psychology, Yoga Science, Indian Culture &
Tourism etc. have been developed with the following objectives.

1- To impart the accumulated and the most recent knowledge with
a view to develop proficiency to such level that the student
should be capable of independent and critical thinking in regard
to research problems and issues.
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Sr. no. Course L+T+P
01 Research

Methodology &
Statistics

06+2+0 08

Computer
tr'undamental,

Research &
Publication Ethics

04-{{)+04 08

03 Subject Specific
Course

4+2+00 06

Ph.D. Course Work Pro ram: Credit Structure

Paper I- Research Methodolory & Statistics

Description

(I) This course will be of 100 marks, out of which 60 marks will be

assigned to external evaluation and 40 marks will be to internal
evaluation.

(D Inemal evaluation will be done by the concered teacher by
conducting internal test, assignment or other possible measues.

(III) There shall be two paxts - one Statistics (04 Credit) and another
Research Methodology (M Credit). A1l questions will be carried
out ofthese two parts equally.

QV) Credit: 08 (M credits for Statistics + M credits for research
methodology)

(Part - I)
Research Methodology

Unit -I :

Science & scientific approach, concq)t, co[sfouct and theory; Meaning,
objectives and tlpes of research; Paradigms of research: quantitative,
qualitative and mixed method approach; Types of variables, research
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UNTT - II: lnternet Basics

lnternet: what is internet, Use of lntemet, Electonic Mail (E-mail)' www,

Downloading & Uploading, Access of E-Journals, E-Library'

SearchEngines, Searching the keywords, Overview of Google Applications

(Forms, Drive, Meet, and Classroom).

LIMT - Itr: Formatting, Data Handling & PresentationTool

MS-Word: Toolbars, Menu, Editing a Document, File handing and various

Format of File, Mail Merge, Basics of Latex.

MSExcel:Toolbars, Menu, Creating Worksheet, Charts, Sorting and
Filtering, Use of Fomrulas.
M$Power Point: Creating Presentations and adding Effects.

Reference Books:
1. Basics of computer by Peter Norton
2. Basics of computers by P.K. Sahani
3. Microsoft offrce 2000 complete, BPB publication

PART-II
Research and Publication Ethics (RPE)

Description: This course has total 3 units focusing on basics of Philosophy
of science and ethics, research integriry publication ethics. Hands-on
sessions are designed to identiff research misconduct and predatory
publications. Indexing and citation databases, open access publications,
research metrics (citations, h-index, Impact Factor, etc.) and plagiarism tools
will be introduced in this course.

COI]RSE LEVEL
2 credit course (30 Hrs.)

Evaluation:
Continuous assessment will be done at two levels. First through hrtorials,
assignments, quizzes and group discussions and second will be based on life
management skills and ethical awareness & practices. Weightage will be
given for active participation. Final written examination will be conducted at
the end of tbe course.

Marks Allotment: 50 (30 external + 20 internal)
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Course Structure
The course comprises of three modules listed in table below.



Modules Unit Tifle

Hours
RPE 01

RPE 02 4enti
ri Ethics

sCT fic Conduct and Pub 1 lca on
1lPractice

RPE 03 lishing, cation Mi
Metri

AOp.n ccess Pub Pub sconduct,Database and Research cs
l5

Total
30

SYLLABUS INDETAIL

RPE 01: PHILOSOPHYAND ETHICS (4hrs)
1. Introduction to Philosophy: definition, nature and scope, concept,

branches
2. Ethics: Definition, moral philosophy' nature of moral judgements and

reactlons.

CATION

RPE 02: SCIENTIFIC CONDUCT AND PUBLICATION ETHICS

(11hrs.)
i. Btli.t with respect to science and research

2. lntellectual honesty and research tegnty

;. S;i;;fu sconducts: Falsification,labrication and Plagiarism (FFP)

4. Redundant publications: duplicate and overlappitrg publications' salarni

slicing
5. Selective repor[ng ano ru
6. Publication ethics: definiti

;. il;;;;.*"s/standards setting in coPE'wAME

etc.
8. Conllicts of interest

s. prbii.otio" misconduct: Definition, concept, problems that lead to

unethical behavior and vice versa, t)?es

iO. Vf"i",l* 
"ffubtcation 

ethics, authorship and contributorship

ii. rO*,i?*",i"n of publication rrisconduct' complaints and appeals

12. Pr edztory publishers and j ournals

RPE 03: OPEN ACCESS PUBLISHING, PUBLI

iulScOuoUCT' DATABASES AND RESEARCII METRICS

1. Open access publications and initiatives

1 s.)
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RESEARCH ETHICS COMMITTEE
DEV SANSKRIII VISEWAVIDYAI,AYA5 HARIDWAR

STANDARD OPERAIING PROCEDURE
for Research Ethlcs Committee for Research on Iluman participants

(This. Standard Operating Procedure (SOp) is to outline the development, approval,
organization, implementation and management of all Hlman Research protocols- to be
conducted in Dev sanskriti Vishwavidyalaya. This Sop document is also meant to guide the
researcher on how to apply for ethical clearance, what all documents to submit and tie points
that s/he must observe while dealingwith human participants and / or materials.)

I. OBJECTIYES

References

CDSCO- Central Drugs Standard
Qlinigsl fts5earsh [: India', (Avai

The Research Ethics cornmittee (REC) is responsible for reviewing research
invo-lving human participants at this institution, to ensuri that subjects, safety,'rights, and
welfare are protected in conformity with applicable regulations and guidelines isroJd by th"
ICMR, uNEsco, wHo, Indian state and local laws and regulatio-ns where such laws or
regulations provide protection for human subjects that exceed the protection afforded under
national law. A number of studies pursued in Dev Sanskriti Vishwavidyalaya @SW) include
biological sample (blood/ tissue/ stored sample) collected from diseased and norrnaf subjects
for research purposes, as well as non-invasive studies in cases of neurological daniage,
dyslexia, developmental disorders, etc. Non-invasive studies also include soci-io-
psychological, socio-cultural studies involving human participants. A1l such studies on
biological samples, stored samples, behavioral data samples and iocio-cultural-psychological
data.samples involving human participants need ethical clearance by REC. Ali such stuldies
require REC clearance before the commencement of the study.

This Standard operating Procedure (sop) is to outline the development, approval,
organization, implementation and management of all Human Research protocols- to be
conducted in Dev Sanskriti Vishwavidyalaya. The REC is entrusted not only with the initial
review of the proposed research protocols prior to the initiation of the projeit, but, in case of
adverse effects reported by the Principal Investigator @!/ participants, the Ri,c is also
mandated to reyiew such cases. All adverse effects/ injury/ damagel loss/ death must be
reported immediately to the REC, death to be reported within 24 hous, as per GOV CDSCO
trolms.

In case of modifications in research tools and procedures during the course of the
study, reported by the PV participants, the REC is also mandated to reviei and accept/ reject
the modifications proposed as the case may be.

Contol Organization - "Good Clinical Practices For
lable from- htto ://www.cdsco .nic.inlhtml/GcP l.html

- accessed on 9th March 2016) (CDSCO-Good-Cl.ini cal-Practice.pdf)
CDSCO- Central Drugs Statrdald Control Organi"6tion - "The Drugs and Cosmetics
Act (1940) and Rules (l 94s)'

. (Available from htto: cdsco.nic.inlwri smetic
Act.pdf - accessed on 9th March 2016) @rugs&Cosmetics-Acr1940.pdf)

(Amendment 200E - Available from - nlc. tal
CT_AMENDMENT_2O08 file.pdf - accessed on 9th March 2016)
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(Drugs&Cosmetics-Act-Amendment-2008'pdf)

fRevised Schedule Y - Available from - -J'pdf -

accessed on 9th March 2016) (schedule-y-200

. COPE - Committee on Publication Ethics (publicationethics'org) - "Guidelines on

Good Publication Practice - 1999"

- (Phitip Fulford Michael Doherty, Jane

Wi'lmshurst, Richard Horton, Michael Farth

r COPE website lists - "Responsible re

authors - 2011" (Wager E & Kleine

4, 2010. ChaPter 50 in: MaYer

Global Environment. ImPerial
(pp 309-16). (ISBN 978-981-

4340-97-7))
(Available from

sl Noo

20 l1_O.pdf - Accessed on 9th March 2016) (Intemational-standards-authors-20 1 1.pdf)

Indian Council of Medical Research - "Ethical Guidelines for Biomedical

2.RoLESANDRESPONSIBILITIESoFTHERESEARCEETIIICSCoMMITTEE

The basic responsibility of REC is to ensure a competent reYiew of all ethical aspects

of the project proporul. received by it in an objective 
-manner' 

REC shall provide advice- to

the researchers on all aspects of ihe welfare ind safety of the research participants after

ensuring the scientific soundness of the proposed research'

ihe mandate of the committee wil Le to review all research projects involving human

subjects/ materials to be conducted in di
review all research proposals invoMng
research students (through their respectiv

responsible for proving the benefit of placin

about appropriate Informed Consent Proc

com-"n""-int of the study. Each investigator shall be responsible to provide details_ of
pimary data/ secondary data./ stored samples/ cell lineV bulng data to the REC in heri his

pre sentation.
All sh.rdies need to be approved before the study procedures begin. No completed

studies or those already being pursued will be reviewed by the REC'

3, OPERATING PROCEDTIRES

Research on Human ParticiPants" (Available fiom :/li inl cal

guidetines.pdf - Accessed on 9th March 2016) (ICMR-ethical-guidelines.Pdf)

3.1 CONSTITUTION OFREC

linary and multi-sectorial in

u9
,H1egtst
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As per ICMR guidelines, the REC should be multidiscip
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composition. Independence and competence are the two hallmarks of a Research Ethics

Committee. The members should be a mix of medicaV non-medical professionals, legal

experts, experts from sciences and social sciences and humanities, philosophen and activists,

intemal aod extemal, also including lay persons from NGO's to represent the civil society.
(See Appendix B for relevant directives based on ICMR guidelines)

A panel of names in each one of the categories specified beloq approved by the

DSW Management, will serve as the Research Ethics Committee of DSW.

Constitution of REC

l. Chairperson
2. Chancellor's Nominee (will serve as the Chairperson, if the Chairyerson is not present)

3. Scientist from Medical Practice (Extemal)
4. Scientist from Medical Practice (Internal, DSW)
5. Scientist from Basic Sciences (External)
6. Scientist from Basic Sciences (Intemal, DSVV)
7. Social Scientist / Philosopher / Social Activist @xternal)
8. Social Scientist / Philosopher / Social Activist (Intemal, DSW)
9. Advisor, Member of ethics review board of another Institution (ICM& AIIMS, etc.)
10. Legal Advisor @xtemal)
11. lrgal Advisor (Intemal, DSW)
12. Lay Persons (one or two)
13. Member Secretary (DSW)

With reference to the revised Schedule Y of Drugs & Cosmetics Act, 1940, amended
il 2005 (attached herewith as 'schedule-y-2005{rugs-and-cosmetics-act.pdf - available from
- http://dbtbiosafety.nic.in/actlschedule y.pdf - accessed on 9n March 201 6), the Research
Ethics Committee approving drug trials should have in the quorum at least one representative
from the following goups:

l. One basic medical scientist (preferably one pharmacologist)
2. One clinician
3 . One legal expert or retired judge
4. One social scientist/ representative of non-govemmental organization / philosopher /
ethicist / theologian or a similar person
5. One lay person from the community

3.2. COMPOSITION OF A REVIEW COMMITTEE.
The number of persons in a Research Ethics Committee should be 8 to 12, drawn

from the panel of names approved by the Management, as specified above. The Chairperson,
REC will approve the names of the members of a review committee, containing members
from as many different categories as possible, depending on the nature of the research
proposal io be reviewed. (Appendix Afor the current Panel of Experts in the REC-DSW).

3.2. I. APPOINTMENT, RESIGNATION AND RECONSTITUTION
For appointrnent to the committee, ttre candidate should be a well-known scholar of

his/her discipline and must hold position of significant responsibility. Professional integrity
and commitment to human welfare would be important criteria for inclusion as membem.
After the initial constitution, subsequent appointment to the committee shall be guided by the
quorum requirements and activity of the members involved. As per ICMR the

d"9r
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3.2.2. HONORARruM

External members of the REC' and exp-erts- invited (if any) shall receive appropriate

*.p"Juti.o ioithe time and effort expended for the purpose'

3.3. PROCEDIJRE FOR ST]BMISSION AND BEVIEW

The REC will meet at least once every semester or more if required, to review all the

appIications, including ProPosals for Ph.D., as well as including research ProPosals submitted

by the facultY, involving human subjects/ materials for anY kind of data. All ProPosals shall

be reviewed as Per the apPlicable guidellnes glven in Appendix C. (see Research Protocol

on Guidelines in Appendix c) Exact meeting date shal I be notified in advance so

that all members can make themselves available for the PurPose' The ChairPerson/ MemberOrganizati

Secretary shall be the convener with resPonsib ility of laYing out the agenda for the meeting.

AII material relevaot to the agenda shall be made available to REC at least 2 weeks* tn

advance (*under sPec ial circurrstances, this requirement maY be relaxed with due aPProval

ftom the ChairPerson/ Member Secretary). Before they are circulated to the extemal

members, the Member Secretary of the committee, together wlth one or two intemal

members will screen the ProPosals, to see if the ProPosal s need (i) exemPtiotr from review, or

(ii) expedited reuew or (iir) tull revlew (see ApPendix B for relevant directiyes based on

ICMR guidelines).

rlnputs from deparunents at this stage will be irirportant
rr',3^!
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All Committee members shall siP
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All protocols should be submitted in the format prescribed in Appendix C. The

proposals shall be addressed and submitted to the office of the Member Secretary, Research

Ethics Committee (REC), Dev Sanskriti Vishwavidyalaya, Gayatrikunj-Shantikunj, Haridwar
- 249411 (Uttarakhand). One hard copy and soft copy of the documents should be submitted.
An application should be submitted at least two weeksi prior to the next review meeting
(*under special circumstances, this requirement nray be relaxed with due approval from the

Chairperson/ Member Secretary). A unique submission number shall be assigred to proposals

submitted for review

Recommen&tion of the Committee

After discussion, the committee may make one of the following recommendations:
. Approval - indicating that the proposal is approved as submitted;
. Approval after clarifications - indicating that the proposal is approved if the

clarification(s) requested are provided to the satisfaction of designated committee

members;
. Approval after amendmen(s) - indicating that the proposal is approved subject to the

incorporation of the specilied amendment(s) verified by designated committee

members;
o Deferment - indicating that the proposal is not approved as submitted but it can be

reassessed after revision to address the specified reason(s) for deferment;
. Disapproval - indicating that the proposal is not approved for the reasons specified.

Format for the Ethical Clearance Certificate will be as given in the Appendix

3.4. DOCIJMENTS FOR SIJBMISSION OF TTIE PROPOSAL

l. Protocol of the proposed research in the prescribed format (see Appendix-C) which

includes:
1.1 Rationale / Background information
1 .2. A description of the ethical considerations involved in the research

1.3. Case report forms, diary cards, and other questionnaires intended for research

participants
1.4. Srunmary of safety, pharmacological, pharmaceutical, and toxicological data

available on the study product, wherever applicable
1 .5 . Statement of agreement to comply with ethical principles
1.6. Statement of conflict of inlerest
1.7. Name and address of the Sponsor/ F.unding agency
1.8. Insurance Statement (Wherever required)

2. Investigatods Brochure lncluding Report of Prior Investigations

3. In vestigator(s)'s curriculum vitae
4. Iaformed Consent
5. ln case of students' proposals, synopsis ofthe Ph.D. research as approved by the Research

Degree Committee of DSrr'V

3.4.1. Regarding no. 4 above (lnformed Consent), a template is given in the Appendix-C,
which may be modified depending on tle nature of participation expected from the study

6**particlpants.
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3.5. DOCUMENTATION AND RECORDS

The proceedings of all meetings shall be documented and shall be kept in confidence.
The release of the detailed documentation to non-committee members can only be made in
case of exceptional circumstances, which shall be verified either by court orden or by
affrmative opinions by the chairperson and tlie Member secretary. Minutes of the meeting
shall be circulated by Member Secretary for verification by the chairperson and members
present during the discussion. After verification, the Member secretary shall communicate
final decisions regarding protocols to the investigator(s). All documentation samples for
different kinds of studies must be retained for at least three years after the completion ofthe
study.

The following records should be maintained by the REC oftice:
L The Comtitution and composition of the REC
II. sigred and dated copies of the latest curriculum vitae of all REC members with records of
training, if any
III. Standard operating Procedure of the REC and modifications approved from time to time
IV. National and lntemational guidelines
V. Copies ofprotocols submitted for review
VI. All correspondence with the members of the REC, and investigators regarding
application, decision and follow up;
VIL Notice and agenda of all REC meetings;
VIII. Minutes of all REC meetings with sipatures of the Member Secretary and the
Chairperson.
IX. Copies ofdecisions communicated to the applicants;
X. Record of all notifications issued for premature termination of a study with a summary of
the reasons;
xL- Final report of the study including microfiLns, cDs and video recordingv samples for
different kinds ofstudies. PI may be asked to report completion ofthe study.

3.6. NOTIFICATION OF AMENDMENTS

. Ar:y revision to an approved research protocor or written consent form if proposed
must be brcught to the attention of the REC for approval. Amendments to approved irotocolsand other study related documents should not bilnitiated until the nrc upp.ouut iu, t"",
obtained.

All deviations from the study protocol should be doc,mented in the original records
along with the reasons for doing so. In case c f any adverse even! the ,*", urirg with the
remedial measures taken, must be reported by the investigato(s) immediatiy to the
chairperson and the Member secretary, besides making a note of it in the study
documentation.

3.7 ANNUAL REVIEW AND FINAL REPORTING

The Committee should be updated regarding the progress of the study on
basis. The Committee must be notified of the filals comileted or terminated
applicable). A copy of the final report should be submitted * ,oo, u, it is availabl

an annual
(wherever

Qry1
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StatemeDt of PI regarding coDclusiotr/ completion/ terminatiod abaudonment of the study
must be submitted as soon as the study is terminated.

3.8. RECONSTITT]TION OF COMMITTEE

The Committee shall be considered non-functional and reconstitution considered in
the following instances:

o No meeting is convened for a coDtinuous period of I year
. Meeting attendance is below 5 independent members for four consecutive meetings

Appendix A: List of Members of REC
Appendix B: Relevant directives regarding Review Procedure based on ICMR Guidelines
Appendix C: Research Protocol Organization Guidelines
Appendix D: Good Publication Practice Guidelines
Appendix E: A Sample Research Protocol

€t 9*U.1

3.9 AMENDING THIS DOCUMENT

Atry amendments !o this doo'ment shall be approved under the same procedure as for
other proposals under the puwiew of REC.

4. Appendices

Registrar
Dev Sanskriti Vishvnvidvalava
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l. Chairperson
Extemal Cha person - nominated by University Management

2. Chancellor's Nominee (will serve as the Chairperson, if the Chairperson is not Present)
Vice Chancellot Dev Sanskriti Vishwavidyalaya @SW), Haridwar
Pro.Vice Chancellor, Dev Sanskriti Mshwavidyalaya (DSW), Haridwar
Dr. Manas Mandal (PhD), Director General - Life Sciences (tS), Defence Research

Development Orgenization (DRDO), New Delhi

4. Scientist from Medical Practice (intemal, DSW)
1. Dr. A. IC Dutta (MS), Shantikuoj, Haridwar
2. Dr. O. P. Sharma (MD), ASRSS Hospital, Shantikunj, Haridwar
3. pL [aadana SbrivasBva (PhD), Centre for Ayurveda Studies, Dept. ofYoga and Health,

DSvv

3. Scientist from Medical Practice (extemal)
l. Dr. Vinod Updhyay (PhD), Rtd. from Gurukul Kangri Mshwavidyalaya, Haridwar

2. Dr. Sunil Joshi (MS), HOD Dept. of Surgery Gurukul Kangri Vishwavidyalaya

3. Prof. Shridhar Dwivedi ([,D, PhD), HOD Dept. of Medicine / Preventive Cardiology,

Hamdard Institute of Medical Sciences and Research (HIMSR), New Delhi

5. Basic Sciences / Researchers (extemal)
l. Prof. Ishwar Bhardwaj @hD), HOD Dept.. of Yoga, Gurukul Kangri Vishwavidyalaya

2. Prof. C. P. IGolihar (PhD), HOD Dept. of Psychology, Curukul Kangri V.V.

3. Dr. Sanjeev Sharma (PhD), Computer Science, Meerut

6. Basic Sciences / Researchers (intemal, DSW)
l. Dr. Kama Singh (PhD), Dept. of Rual Management, DSW
2. Prof. Abhay Saxena (PhD), HOD Dept. of Computer Science, DSW
3. Dr Santosh Vishvakarma (PhD), Dept. ofPsychology, DSW
4. Dr. Saurabh Mishra (PhD), Training and Placement Cell, DSW

7. Social Scientist /?hilosopher/ Activist (ext)
l. Prof. Mahavir Agrawal @hD), Sanskrit Vishwavidyalaya, Haridwar
2. Prof. U. S. Bisht GhD), @td.) Dept. of Philosophy, Guntkul Kangri Vishwavidyalaya

3. Dr. Govind Singh (PhD), Director, School of Journalism and Media Studies,

Uttarakhand Open University, Haldwani

8. Social Scientist /Philosopher / Activist (int. DSVQ
l. Prof. Suresh tal Bamwal (PbD), HOD Debt. ofYoga and Health, DSW, Haridwar
2. Prof. Sukhnandan Singh (PhD), HOD Dept. of Communication, DSW, Haridwar
3. Dr. Krishna Jhare (PhD), Dept. of Oriental Studies, DSW, Haridwar

9. Advisor / Members of the Research Ethics Committee of other institutions (ext):

1. Prof. Pankaj Kumar Sharma, Rishikul Ayurvedic College, Haridwar
2. Prof. Kalpana Sharma, Rishikul Ayurvedic College, Haridwar

w1
Registrar

Dev Sanskdti Mshwavidvalava
Gaystrikunj. Shantikunl, HaridwarlZ4gl,it
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The panel of names in each category as approved by the Management, DSW'.



3. Prof Gyaae,ndra Shuklg Rishikul Ayurvedic
10._ Legal Advisor (ext)

r. Advocate Stri p. i. Sineh, Gbaziabad

",*xit#!x"fti"H;"ffi*
12. Laypersons:

ld, teacher in a
adults then the
Chairperson of

13. Member Secretarv
Registar, DSVV, Haridwar

Collegg Haridwar

DSW, Haridwar

ouea,.yl
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Appendir B

Relevaat directives regarding Review procedure based on ICMR Guidelines

1. Exemption from review

t r",,"fi'J.ti,,1lwtich 
present less than minimal risk fall,nder this category as may be seen

Research on educational practices such as instuctional strategies or effectiveness of
n,f"L:".0*ron 

nmong irstructional r".h"iq.;-.-;;;a, or classroom managemenr

(ii) When int€rviews involve direct approach or access to private papers.

2. Expedited Review
The proposals presenting no more than minimal risk to research participants may be

subjected to expedited review. The Member Secretary and the chairpersoo oi th. REd ot
designated member of the Committee of the REC may do expedited review only if the
protocols involve-
(1) Minor deviations from originally approved research during the period of approval (usually
of one year duration).
(2) Revised proposal previously approved tbrough fuIl review by the REC or continuing

review of approved proposals where ttrere is no additional risk or activity is limited to data

analysis.

fi il"*"..n activities that involve only procodures listed in one or more of the following

categories:
(a) Clinical studies of drugs and medical devices only when -
i. irr.*.h is on alrearly"approved drugs except when studying drug interaction or

conducting tial on wlnerable population or 
--*-'- 

ii iau.rre Event (AB)-or'unexpected Adverse Drug Reaction (ADR) of minor nature

cuments, records, or specimens) that have

Registrar
D:v $airskriti Vislt. ir';idyal:iya
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findings of the pilot study, after due approval from the REC.

(6) Research on interventions in emergency situation when proven prophylactic, diapostic,

and therapeutic methods do not exist or have been ineffective, physicians may use n€w

intervention as investigational dnrg (INDy devices/ vaccine to provide emergency_.medical

.-. ,o th.i, puti"Dts flife threatendg conditions. Research in such instance of medical care

could be allowed in Patients -
nt/ responsible relative or custodian/ team of
rot possible. However' infonnation about the

leg I guardian when available later;

ii. When the intervention has undergone testing for safety prior to its use in emelqen-cl

situations and sponsor has obtained prior approval of Drug Controller General (lndia)

(DCGD;
iil. ooty if the local REC reviews the prot,ocol, since institutional responsibility is of

paramount importance in such instances.' iv. If Data Safety Monitoring Board (DSMB) is constituted to review the data;

(7) Research on disaster managemeot - A disaster is the- sudden

event at any rims resulting in substaotial material damage'

comnuniry or state(s)' It may be periodic, c rsed by both nature

i-butuo." batrr""o ih" aupuiity -d resources of the society and the needs of the survivors or

,1. p*pf" whose lit es are tkeatene4 over a given period of time' It may also be unethical

*oa"ti-a, not to do research in such circumstances. Disasters create wlnerable persons and

groups in society, particularly so in disadvantaged communities, and therefore, the following

points need to be considered when reviewing such research:

i. Research planned to be conductcd after a disaster should be essential, culturally

sensitive and specidc in nature, with possible application in future disaster situations.

ii. Disaster-affected community participation before and during the research is

essential and its representative or advocate must be identified.

iii. Extra care must be taken to protect the privacy and confidentiality of participants

aDd communities.
iv. Protection must be ensured so that only minimal additional risk is imposed.

v. The research undertaken should provide direct or indirect benefits to the

participants, the disaster-affected community or future disaster-affected population and a

prio.i agr"ement should be reached on this, whenever possible, between the community and

the researcher.
vi. AII intemational collaborative research in the disaster-affected area should be done

with a local parher on equal partnership basis.

vii. iransfer of biological material, if any, should be as per Govemment rules taking

care ofintellectual property rights issues.

3. Review
All

not qualif,
and special

research presentmg with more 15s1 minimal risk, proposalV protocols which do

for exempted or expedited review, and projects that involve vulnerable population

groups shall be subjected to firll review by all the members.

While reviewing the proposals, the following situations may

against the existing facilities at the research site for risU benefit analysis:

**)
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(1) Collection of blood samples by finger prick, heel prick' ear pricl or vein

puncturi,'from adults and children, where the age, weight, and health of the participants, the

collection procedure, the amount of blood to be collecte4 and the frequency with which it
will be collected is strictly as per WHO norms'

(2) Prospective collection of biological specimens for research purposes by non-

invasive means, for instance:
a. Skin appendages like hair and nail clippings in a nondsfiguring manner;

b. Dentai procedures - deciduous teeth at time of exfoliation or if routine patient care

indicates a need ior extraction of permanent teeth; supra and sub gingival dental plaque and

calculus, provided the collection procedure is not more invasive than routine prophylactic

scaling of the teeth;
c. Excreta and extemal secretions (including sweat);

d. unanimated saliva collectcd either in an unstimulated fashion or stimulated by

chewing gurn or by applying a dilute citric solution to the tongue;

e. Placenta removed at delivery;
f. Amniotic fluid obtained at ihe time of rupture of the membrane pdor to or during

labor;
g. Mucosal and skin cells collected by buccal scraping or swab, skin swab' or moulh

y65hings;
-h.-sputum 

collected after saline mist Debulization and bronchial lavages'

(3)Collectionofdatathroughnon-invasiveproceduresroutinelyemployedinclinical
practice.' (D Where medical devices are employed, they must be cleared/ approved for

marketing, for instance:
u.-irnyri.a sensors that are applied either to the surface of the body or at a distance

and do not involve input of sipifi"-i ".o-ts o I energy into the participant or an invasion

ofthe participant's privacy; weiShing or testing sensory acuity;

b. Mapetic resoo-eg imegingi

c. ElJctocardiographn eihocardiogmphy; electroencephalography, thermography'

detection of naturally i"iurriog radioactivity, electoretinography, ultasound, diagnostic

infrared imaging, DoPPler blood flow
-- iiil IfrodIrate^exercise, muscular streneth testingr*frlffi 

nt"JrffiTff."' -'
(dat4 documents, records, or specimens)

cal) PulPoses.
(iv) Collection of data from voice, video, digital, or image recordings made for

research purposes.

trl Rese-ch on individual or group chalacteristics or behavior not limircd 16 research

R
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Appendir C

Research Protocol Organization Guidelines

I. Protocol

Following are the section headings and brief gridelines on the protocol contents. Though the

format bilow is not binding, the research protocol must include theso points in order to

enable speedy review.

l. Title ofProject

2. Principal lnvestigator

3. Co-Investigator and other investigative team member list with identified delegation of
responsibility

4. Rationale & background information: The Rationale specifies the reasons for conducting

the research in tight of crment knowledge. It should include a well documented statement of
ttre need/ problem that is the basis of the project, the cause of this problem and its possible

solutions. It is equivalent to the intoduction in a research paper and it puts the proposal in
context. It should answer the question of why and what: why the research needs to be done

and what will be its relevance.

5. Objectives: Specific objectives are statements of the research question(s). Objectives

should be simple, specific and stated in advance. After statement of the primary objective,

secondary objectives may be mentioned.

6. Study Design: The scientific integnty of the study and the credibility of the study data

depend substantially on the study design and methodology. The design of the study should

include information on the type of study, the research population or the sampling frame.

7. Participant Selection Criteria: Patients who can take part in the study (e.g. inclusion and

exclusion criteria, vrithdrawal criteria, etc.), and the expected duration of the study with
follow-up periods

8. Methodology: It should include detailed inforrnation on the procedures to be used,
measurements to be taken, observations to be made, laboratory investigations to be done etc.

along with a tabular fomr study schedule of procedures, for both qualitative and quantitative
studies

9. Evaluation of Safety: The adverse event and serious adverse event criteri4 and the process

to record and report to the REC and any applicable regulatory agency.

10. Research Questionnaire: The protocol should provide research questionnaire containing
all parameters under study and also provide information on how the data will be collected
including data handling and coding for computer analysis, monitoring and verification.

11. Statistical Analysis: The statistical methods proposed to be used for the analysis of data
should be clearly outlined, including reasons for the sample size selected, power of the study,

W\
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level of signifrcauce to be used in quantitative study. For qualitative studies, as in psychology
& copitive science, the tools and instnrments maybe clearly cxplained.

12. Informed Consent Forms: A description
accompani€d by copies of informed consent fo
which they are going 16 [s a.tmini51s1ed as F]e
requirement for Drug trials)

13. Budget: The budget section shourd contain a detailed item-wise breakdown of the fundsrequested for, along with a justification for each item as applicable.

14. Other support for the proiect: This section should provide infonnation about the fundingreceived or anticipated for this proje.t t". 
"O". 

n rAIg oriurirutiors.

15' collaboration wi& other_ scientists or research institutions, if any. A copy of ethicalclearance obtained from tle other institution alr."ay, -*iI" ,oU-l t.O.

16' References: Brief descriotion of the most relevant studies published, a minim,m of 5 onthe subject also be listed.

17' Publication poticy: pubrication poricy shourd be crearry discussed regarding theauthorships, who will take th_e ua 'i, plruric"[- 
-uoa- 

ioo win be acknowledeed inpublications' Good pubricarion p-"u.. guii"-rio.r *"iilil"o in Appendix D.

18. Statement of agreement to comply with ethical principles.

19' Sig,ature ofpr and Sunervisor or Research scholar, co-investigato^, coordinator/ Headof the centre/ Deparurent.

A Sample Research protocol is gven in Appendix _ E

""#:fi:, 
for Research Ethics Committee Decision Letter I Ethicat Ctearance

rrr' Format for participatrt Itrformation sheet (pIS) and rnformed consent Form flc.)

eue€?vl
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Research Ethics Committee for Research lnvolvlng Human Parflclpants
Dev Sanskrid Vlshwrvldyahye

Gayatrikunj-Shantikunj, Earidwsr - 249411

Research Ethics Committee Decision Letter / Ethlcel Clearance Certificate

Name of the Ethics Committee: REC-DSVV REC Ref. No.

Title of the koject Proposal:

Principal Investigator: Sponsor:

Telephone: Email:

Collaborators' Name, Address, Tel. No., Fax & Email:

Fax:

1.
)
3.
4.

5.

6.

7.

8.

FOR OTTTCIALUSE

The proposal was reviewed in a meeting held on (date ) at (time:...............).
The following members were present:

Member Secretary

The committee resolved to

[ ] Approve - indicating that the proposal is approved as submitted;
[ ] Approve - after clarifications - indicating that the proposal is approved ifthe
clarifications requested are provided to the satisfaction of desipated committee members;

[ ] Approve after amendment/s - indicating that the proposal is approved subject to the
incorporation of the specified amendments verified by desipated committee members;

[ ] Defer - indicating that the proposal is not approved as submitted but it can be re-
assessed after revision to address the specified reason/s for deferment;

[ ] Disapprove - indicating that the proposal is not approved for the reasons specified+.

*Comments:

Date of Decision: Member Secretary, REC
Research Ethics Committee

Chairpcrson
berMem

^91
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INSTITUTIONAL ETHICS COMMITEEE
Dev Sanskriti VishwavidYalaYa

Ilaridwar-249411

Name ofthe Ethics Committee: RDC-DSW

Trtlc ofthe Project Proposal:

Principal Investigator:

Telephone: Ernail:

Collaborators'Name, Ad&ess, Tel.No' Fax & Email:

FOR OFFICIALUSE

Comments:

Date ofApproval:

Member Secretary
Ethics Committee

The following item [,rlt have been received and rcviewed in connection with the above

study to be conducted by the aboYe investigator'

f a revision)

[ ] Investigtors' CVs

And have been ['J]

[ ] Approved

I iiJiJii"i"uv rpproved (identifu item and speci! modification below or in

accompanYing letter)

f f n".i".-tJa-fiJ.":tfy ircm and specifi reasons below or in accompanying letter)

REC Ref. No.

Sponsor:

Fax:

Chairperson
Ethics Committee

e$Y)"1
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8. Rights ofPadicipant [ ]
q'ild'{Fft}qffimrG

10. Any Other [ ]
+ti.rffi sq. ffiT

Name of the Subject/Participant/ kftlrllrfi tFI iIrI:

signature of Participant/ParenUGuardi*r q-ilfi{flft/qfdUq[dy€DefiF. ] E6lfH:

Relationship to Subject/ kklr{Fft t liciU:

Date/GIitF':

Investigator's Statement:

I, the undersigned have explained to the participanUparent/guardian, in a language she/he
understands, the procedures to be followed in the study, and risks and benefits.

Signature of the Investigator/ qttlfr-{olB,qiltflflb E6rE{' Date/

SFIItF':

Name of the Investi gatorl liltf+-{otDff tt{Iff +f CfC,

Signature of the Witness/ ft16 &' EFIIt{:
r({i6:
Narne of the Witne5.7 fr1-6 61qg'

t^!,,'!9"1
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9. Altematives to Participation in the Study [ ]
qtqfrHrrm&+hf,fl

Datel



the cityl region/ site) in order to undersrend your
that you face on account of severely under_

nutritionalrehabilitationcenrre.w€*"r^"ffiltoj'g#';Til'.,:"'f"s;:T:T#ri;
reaching the facilities. (Describe the purpose of the study). These issues are being studi; in
another state as well.

Introduction: My name is I am working
for Dev Sanskriti Mshwavidyalaya, Haridwar. We are interviewing people here

(Name of the other state

eu!43"1
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CONFIDENTIALITY AND CONSENT

The govemment has sta(ed nufitional rehabilitation centes in your state to take care of
malnourished children. In this context, it is important to unde.rstand th" p"r".ptio* of
mothers, community leaders and the p
services. The goal of this study is to und
determinants that facilitate and act as barriers
undemutrition.

It is with this main purpose that we wish to ta
will help us understand all the involved issu
operation to provide the information on the is
the_ questions. Your identity and information pr<
and the information so gathered from difierent people shal be used onry for researchpurposes. After analysing the information we are gathiring from you, *" rtl"rr a"rmy tn"
schedules. However, ifyou - 

ofthe question, you feelfr:: n9t to ansq,rsl sssh qss you feei not to gL *eaawith the intervieq you can . e you want. you car askany question/ clarify any doubt pertaining to the issues under itudy, is purpose o.;;,h";
related matter. The interview will take about half an hour - one hour to ask the qr.rtio^. iiyou are willing to participate, we can begin wLth the interview by your consent.

)

Semple II
Com'nunity Regponseo to Nuhitiotrrl R.ehrbilitrtion in Madhya pradesh and

Jhrrkhsnd

INI'ORMED CONSENT OT' RESPOhIDENTS IN IN-DEPTE INTERVIEWS



Date

I have explained tbe
oelreve that hel she
coDsent to participate.

#::ffiIf; H: 
,##"Ti"11"H#:."j 

*J:HL:T, Hi"it,,

Narne and Signahue ofthe Investigator

Status of the interview:
Completed Successfully
Respondent became uncomfortable and stopped amwering
Some intem:ption due to whioh interview stopped

Did not agree to complete hterview

Date of the Interview

1

2
J

4



Appendir D

Good publication practice Guideliaes

l. COPE's guidelines on good publication practice - 1999

n Ethics (COpE) fttto://oublicationethics.orsn wasesraDlrs f medical joumal editors in the UK but now has over10000 academic fields. Membership is open to "diil ;i
academic joumals and others iDterested in publication ethics.

coPE provides advice to_editors and pubrishers on a aspects of publication ethicsand,.in particular, how to handle cases of iesearch and publication misconduct. If alsoprovides a forum for its members to discuss individual cases.'

.^^__ co.!E's guidelines on good publication practice - 1999 are attached herewith as'COPE-guidelines- I 999.pdf

2. Responsible research publication: intemationar standards for authors _ 201 I

helped earch Integrity in Singapore in 2010, COPE
reseatc out intemational standards for responsible

The intematioal standards for auttrors - 20, are attached herewith as ,Internationar_
standards-authors-20 I Lpdf

(Philip Fulford, Michael Doherty, Jane Smith, Richard Smith Fiona Godlee, PeterWilrnsh urst, Richard Horton, Michael Farthing (2000) "Committee on publication Ethics(coPE) : guidelines on good publicati on practice", BJU Intemational, 85 , 2-7 .)(Avail able from - do 0.
- Accessed on 9u March 2016) 78

(Wager E&KleinertS(2011 ) Responsib le research publication: intemational standards forauthors. A position statement developed at the 2nd World
Smgapore, Iuly 22_24

Conference on Research lnte grty,, 2010. Chapter 50 1n: MayerT&SteneckN (eds) Promoting ResearchIDtegrity in a Global Environment. lnperial College press / World Scientific publishing,Singapore (pp 309-16). (ISBN 978-98 14340-97-7))(Available
fiom

201l-0.pdf- Accessed on 9u March 2016) I ov

ue t5^1
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Appendl' f,

Sample Research Protocol

CLIMCAL EVAI,UATION OF HERBAL PREPARATIONS
IN THE MANAGEMENT OF MANODVEGA

(ANXTETY NEUROSTS)

Drug Study Code:

PROTOCOL & CASE REPORT FORMS (CRF)

Source: Lavekar G. S., Padhi M. M. @ditors) (2009) "Clinical Research Protocols for
Traditional Health Sciences (Ayurveda Siddha, Unani, Sowa Rigpa and Othen)',, Central
Council for Research in Ayurveda and Siddha, Departuent of AYUSH, Ministry of Health
and Family Welfare, Govemment of India, New Delhi (www.ccras.nic.in) (Available at

or{Z20traditi onal%20health
protocol-for-taditional-health-science.pdf)

%20science.pdf - Accessed on March 2016) (research-

G,*
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CENTRAL COUNCIL FOR RESEARCH IN AYURVEDAAND SIDDHA

CLINICAL EVALUATION OF I{ERBAI PREPARATIONS IN THE
MANAGEMENT OF MANODVEGA (ANXIETY NEUROSIS)

I. BACKGROUND

Life is a conglomerate of body (Shareera), faculties (Indriya), mind (Sawa), and soul
(Aatna). Any of these cannot be isolated and studied seParately. So seers of Ayurveda

express that the term Shareera refers body including five senses and mind.
As mind is a dual faculty (Jbhayendriya) or sensory-motor faculty (Jnana-

Karmendriya), it perceives and responds. Even the physical well being is reflected h mind,
so is the illness. This made the lerms happiness (Sukha), and misery @ukha), synonyms of
health and illness. The influence of mind cannot be ruled out in origin, existence or cure of
any condition of any disease.

When allowed to persist for long time the psychic and somatic disorders get combined

with each other.
Chittodwega/ Manodwega is one of the Manrsifta Mkara mentioned in Ayurvedic

literature. The symptoms of this disease can be assumed mostly similar with the generalized

anxiety disorder (GAD). GAD is a disorder requires the presence of unrealistic or excessive

anxiety and worry, accompanied by symptoms from three of four categories: (l) motor
tension, (2) autonomic hyAeractiviry (3) vigilance 6d ssanning, and (4) apprehensive
expectation. The anxious mood must continue for at least a month.

The Ayurvedic principle of synthesis of min4 body and soul to consider man as

integrated whole one, would help to treat mental disorders effectively. Medhya rasayanas and

Sawavajaya chikitsa are such a measwes, which can be utilized for the treatrnent of
Chittodwega/ Manodwega.

[ ] In Chittodwega./ Manodwega [2] , when the mind is afflicted with anxiety, fear,

agihtion etc.; this leads to worry, apprehension, depression, psychological arousal as anger,

irritability and ultimately lead to disturbance in personal, familial and social harmony.

References

l. Charaka Samhita witb Ayurveda Dipika commentary of Chakapanidatta Chauktambha

Sanskit Sansthan, 5th edition, Varaoasi' 2001

2.

co

3.

rational means for the treahent of many are

-a i'L'"Utt io other systems of medicine'

II. OBJECTIVES

Dev Sa dYalaYa .
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To evaluate the anti-aoxiety effect of an ayurvedic compound drug in patients

suffering with manodwega.
The efficacy of ayurvedic compound drug for six weeks have been studied on

manodwega in terms of relieving fiom the symptoms pridictable through ayurvedic cliuical
parameters & hamilton's rating scale for alxiety neurosis.

III. CENTRES

CCRAS identified centers

IV. SAMPLE SZEAND METHODS

V. CRITERIA FOR INCLUSION
l. Age between 1645 years of either sex
2. Presence of cardinal features of manodwega
3. Onset between 8weeks to 2 years
4. Anbulatory and co-operative

VI. CRITERIA FOR EXCLUSION
l Age below 16 yrs. and above 45 yrs.
2. Duration ofthe disease - below 8weeks and abov e 2yearc.
3. Exhibiting psychotic symptoms
4. Factors interfering with concentration and communication
5. Hypertension
6. Diabetes
7. Any other systemic diseases

Vtr. CRITER]A FOR WIT}IDRAWAL
L Ifpatient does not follows the instructions.
2, Any complication developed during the coruse oftrial.

Sample Size : 24 patients in each group (2 groups)

Trial period : 45 Days

Design of the study : Sequential crossover design and double blind method are adopted.

Drug & dosage : The Ayurvedic compound consists of Mandukapami (Centella
asiatica), Yasti (Glycynhiza glabra), Jatamarnsi (Nardostachys
jatamansi) in the ratio of suspended in the Kshirabala Thaila. The
daily dose of Ayurvedic drug is 3 g/day ia 3 divided doses. Each
capsule contains 500mgs of drug i.e. Mandukapami (l20mg), Yasti
(120mg.), Ja' mamsi (2a0mg.) and ksheerabala taila (3 drops).

The daily dosage of diazepam is l5mg. /day also in three divided
doses. The placebo is plain starch powder

Duration of the study :

Study period :

45 days drug therapy with a follow up for 7 days.

1 year to complete study.

Follow-Up : The follow-up will be carried out after 7 days of treatment.

e-6
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VtrI. ROUTINE EXAMINATION AND ASSESSMENT

A detailed clinical and social hisfqry i5 takel The patients assessed on the basis of clinicalparameters and Hamilton's anxiety rating scales.

D(. METI{OD OFASSESSMENT OF TREATMENT

1. Clinicnl Symptomatic Relief
2. Psychological parameters
3. Hamilton's anxiety rating scale

X. STANSTICAL ANALYSIS:

teatnent will be
of each case will
fticer of CCRAS

xI. TRIAL MONITORING AND DATA ANALYSIS

ccRAs' Hqrs, New Delhi will undertake the monitoring of progress of the triar and dataaaalysis.

Xtr. ETHICAIREVIEW

A..Ethical Committee (REC): The proposal will be placed before Ethical Committee (REC) of
trial center for getting clearance certificate before tie project is initiated. patient's infirmation
sheet and informed consent form w l be submitted uioo! *im prol"ct proposal fo. upprou"i
by EC. Both will be maintained in duplicate with one .opy giu* to the paient at the ti]111e of
entry to the trial.

B..Data and safety monitoring board: AData and safety monitoring board (DSMB) at Hqrs.
will carefully monitor the data and side effects during the period oi study and put in a plice
where by prompt reporting of adverse events occur. The data will be reviewed as every 20
participants entered the study and administered the trial &ugs. The research team will report
immediately to the PI and Data Monitoring Board if, any life threatening conditions whetler
they are perceived to be study related or not. The Board decides whether the adverse effects
warrant discontinuation of the study protocol. Protocols will be uritten and approved for the
teatment of study related adverse events.

XItr. TRAVELING E)GENSES FOR RESEARCH SUBJECTS

Short-temr two-day training wiil be provided to the Investigators and Laboratory
personnel involved in the multi-cenfic trial at CCRAS Hqrs. and Central Research Institute

(Ay.), New Delhi. The investigators and technicians will be detailed ab trial

egistrar
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A consolidated amount of Rs.100/- per visit i.e., on the lst day of recruitrnent after
screening, 8th day, 15th day and so on upto 45th day (weekly once).

XIV TRAINING TO INVESTIGATORS AND PERSONS INVOLVED

Dev



conduct and laboratory procedures in ordff to maintain the uniformity.

XV. HBORATORY INVESTIGATIONS

The Laboratory Investigations @athologicallBiochemical, etc.), which are not
available at research Institutes should be conducted at identified reputed labs /Goveroment
lnstitutes under intimation to this Council following codal formalities.

G*,r"



CENTRAL COUNCIL FOR RESEARCH IN AYURVEDAAND SIDDHA
CLINICAL EVALUATION OF TIERBAL PREPARATIONS IN THEMANAGEMENT oF MANoDVEC;(effitffi o.,rl

WRTTTEN INFORMED CONSENT FORM

CERTIFICATE BY IM/ESTIGATOR

o, o" ,'"i"11 
ftat I have disclosed all details about the study in the terms easily understood

CONSENT BY SUBJECT

I have
clinical trial ttending physician, the purpose ofthe
investigations follow-up, including the laboratory

r am also aware of my right to optout or;. *",?"'ii,#ilrl1', *" 
"ourr" 

or*,"trial without.bavirg to grre tnei..r,oi f;;;;il .". i ". ;umg 10 undergo any risk forinclusion in this study.
I, exercising my free power of choice, .hereby give my consent to be included as a

subject in the clinical trial on "clinical evaluation ofierbal preparations in the management
of Manodvega (Aaxiety Neurosis)".

Date:

Date

Narne:

Sipature or Thumb Impression :

Name of Witness:

Sigrrature or Thumb ImPression:

Relationship

o,rlqfl
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To be tanslated into regional language'

Sipature of the Investigator:

Date: Name of the Subject:



CENTRAL COUNCIL FOR RESEARCH IN AYURVEDAAND SIDDHA

CLINICAL EVAIUAIION OF HERBALPREPARATIONS IN TI{E MANAGEMENT OF
MANODVEGA (ANXIETY NEITROSIS)

PATIENT INFORMATION STMET

Whrt is the study about?

in Ayurvedic
e generalized
or excessive

>ms from three of four categories: (l) motor
igilance and scanning, and (4) apprehensive

expectation. The anxious mood must continue for at least a month
The Ayurvedic principle of synthesis of mind, body

integrated whole one, would help to toat mental disordirs effe
Satvavajaya chikitsa are such a measures, which can be
Chittodwega/Manodwega.

_ .In Chittodwega/ with anxiety, fear, agitation
etc. lris leads to worry, arousal as -go, irri"tat if
and ultimately lead to di harrnony. )

prevalent psychiatric condition in the world.
ey produce inordinate morbidity, utilization of
ent. Recent studies also suggest tlat chronic

in gyghiar"r and other specialties must make 
"'fi'J#;'Hi"t#,f5?; 

f,:Hoo.,",tHiffi
and initiate treatnent.

- 
Ayurveda provides rational means for the featment of many disorders, which are

considered to be obstinate and incurable in other systems of medicine.

What will you have to do?

ou have to do. It is importaat that you follow
e approxinately 45 days.
first visit to the clinic, you will undergo a
tive tests and laboratory investigations will

If you are found eligible, you would be put on trial treatment for 45 days.

At eech visi! you w,r be suppried with suflicient quantities of drugs to rast untilyour. next visit If any adverse reactions like skin 
"-U..gy 

,"rr"r, vomiting andpalpitation/tremor etc., noticed during the treatment perioq this should be roticed to
the Principle Investigator.

a"0T9^'l
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To be tanslated into regional language.



CASE REPORT FORM - tr -ADMISSION

CASE REPORT FORM.III - IA]-VESTIGATIONS

CASE REPORT FORM - IV - PERIODICAL OBSERVATION &ASSESSMENT

,rrq9"1
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CENTRAL COUNCIL FOR RESEARCH IN AYTJRVEDAAND SIDDHA

CLINICAL EVAIUAIION OF IIERBALPREPARAIIONS IN TIIE MANAGEMENT OF
MANODVEGA (ANXIETY NEUROSIS)

The following forms are given in the document - 'sample-research-protocol.pdf

CASE REPORT FORM - I - SCREENING - BEFORE TREATMENT



Gmail Mral kumar Patel <viral.patol(Adsw,ac.ln>

Fwd: Faculty & Research Scholars' data submitted by (pDS-l-2019-
450_Dev_Sanskrlti Vishwavldyalaya,_Gayatriku nJ)

PhD Cell DSVV <ohdcelltAdswac.in>
To: Viral kumar Patel <viral.patel(adsw.ac.in>

Sat, Feb 1 l, 2O23 al3:42 PM

Dear Sir/Madam,

As p€r rEcords, thsre ars stll 33a documenb remalnlng. w6 wlll lncr€asa once lt sosses gE% or is chs€ to exhaustng.Kindly disr€gard tlla s),stom{an6rarad 6mail stating iireactreo ooxcore or pr. o".r-"ri cap ,r v.rvJraceivedany.

Screenshot fur l,our rBferonce:

Unit U5086 - Dey Sans kriti VishwaVI la Ga

Ei Change * OrganrzatonLeyets + lnvfle to create UserAccounls + Create analysts addresses a

Properties

td

llam!
EmailsufEx
Organlzation
Accou

Document Cap Dashboard
Documents remaining
Used documents 645

In cas€ of any further assistance please feel free to writE or contact the undersigned.

r-i5086

Dev Sanskrili Mshwavidyataya, Gayatrikuni
dsw@analysis.u rkund. com
.12!62 - lnflibnel lndia NaIon$ide

. - Dev Sanskriti Vtshwavid).alaya. Gayatrikun,

33r

Thanks & Regards,

Mahima Panchal.

Team PDS
INFLIBNET Centre (An tUC of UGC)
lnfocig Gandhinag ar - 1BZOOI
Gujarat, INDIA

e-rAroy)

Dev Sa

Gayrtrikunj. 94,!l

- 

Foffarded mossage 

-
From: PDS Tech <pds.tech@inflibnet.ac.in>
Date: Wed, Jun '15, 2022 at 11:o8AM
s_ubject Re: Feculty & Research schorars' data submitted by (pDs-r-2019450_D6v_sanskriti_
Mshwavidyalaya,_Gayatdkunl)
To: PhD Cdl DSw <!bd@llcDd$r4ecj!>
c'.$ryryr_?r K, scienusto(cs) <manoi@inflibnet.ac.ih>, suboohr <surbhi@inflibnet.ac.in>, pDs suruey<pds-hel.@DllibrsLee.i.o>



Phone: +91-7923268231

Email: ods.t€ch@inf libnet.ac.in

On Tue, Jun '14,2022 al 5i13 PM PhO Cell DSVV <phdcell@dsw'ac'in> wrcte:

dBar Sir/Madam

Kindly lnform when would be lhe document cap lnqsase as lt ls shot'l/lng nll'

on Tue, Jun 7, 2022 al 4:48 PM Shodhshuddhi <Dds tech@inflibnet'ac in> wDte:

Dear U niversity Coodinatoti

Thank you for submitting the Fecutty & Rcr.,'?'r Schottrs'deta fot PD$(ShodhshuddhD' 2Ul1

Submttted by: Ot s/Ir,ltt v.Ehlsht (ildd!@drw49!D)

0 Told No. oI Facury 6oEta Adttoc/C$tr8€tud): 11o

(t0 Total No. of Ros€an , snnan" fiiii"gii-iii a ma Ttme (e g PhD/Ddotd' Post4]cfjtoE', JRF & sRF):

113
iii ottt, uno (e.g. Resod,ctt Proiads, Contarcnca Ptrrsoctings' Publicdions): 0
'' i-e. Totat Nwibet d Us€,ts (l + lt + t ) : 223

FeettbecktoPDs-sho.thshudtthi(Outiginel)Team:rrtambY'tycoope'ltfue

Team PDS

|NFLIBNET Centrc (An ,UC ot UGC)

lntocity, Gandhinagat -

382N7 Guid,.alt, lNDlA.

Phorb : +g 1'7 g'23268233fi 1 B2/20

Email: pds.aeffiinf,ibnet ac'in' ods'heto@inflibnat'ac'in

PhD4ELL,
Dev Sanskriti Vishwavidyalaya
6iyitik.;+inanrir.unl, xariowar (u'K )-249411

Web.- vwrw.dsw€c.in

PhD.CELL,
Dev Sanskritl Mshwavldyabya,
6lvaGr",nf it'"ntituni, Haridwar (U K )-249411

Web,- wnfi'dswrc.in
,ritj,1

Dev Sa

Gaystrikunj. 9:1,:i
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DEV SANSKRITI VISHWAVIDYALAYA
Gl,atrikunl. Sltrntikunj, l-{ariduar. Unarakhand. 249.il I

Time

3:00-3:50(PM)

3:00-3:50(PM)

Time Table (PhD Course Work - t't 20241Part Time

Library/ tibraryl Reference Sectlon

Courses

r1:00(AM)-2:00
(PM}

Monday -

Saturday

Monday -

Wednesday

Monday -

Wednesday

Statistics Thursday - Dr. Santosh

Vishvakarma

Subject Specific Course Monday - Friday Concemed

taculty

Faculty

Or. Santosh

Vishvakarma

Dr. Raieshwari

Trivedi
Computer Fundamental 4:40-5:30(PM)

Research & Publication Ethics 4:4G5:30(PM) Thursday - Prof. Sourabh Mishra

Fri

ment F rid ay Dr. Chinmay PandYa

Journal Club/ 4:40-5:30(PM) Saturda Prof. Sourabh Mishra

Note: Classes would be conducted In'Smart Class Vallabhabhi Patel Bhawan

Ql

o"tY\

Dev Sa

Gayatrikunj. 9.111

Research Methodology

3:50-4:40(PM)

Registrar



The basic purpose of any education is to enable a person to widen his

horizon of knowledge and develop skills necessary to comprehend and

handle his life situation better and make his life and that of his fellow beings

more meaningful happy. It is a well known fact that life situations change

every day and every moment so it dernand continuous updating of
knowledge, exploration of new dimensions and search of new solutions to

make necessary adjustment. Obviously it is the area of research methods

which provide us guidance to explore new knowledge and find out solutions

of problems. We already have been relied on it for long to fill the gap in

knowledge and extension of knowledge. There are many areas (education,

culture, health etc) in which academic and irnmediate solutions of problems

are required. In this regard various PhD progarns have been conducted by

different universities all over the world as well as in India for a long. To

Strengthen and improve the quality of research in various fields and

corresponding subjects the University grant commission of India has

instructed the universities of India to conduct a six month PhD Program

(must include research methodology, statistics and knowledge of computer

applications and publication ethics) for the PhD students selected through

entrance examin ation.

Keeping all these points in mind the course content of the PhD

program for the students of Psychology, Yoga Science, Indian Culture &
Tourism etc. have been developed with the following objectives.

l- To impart the accumulated and the most recent knowledge with
a view to develop proficiency to such level that the student

should be caPable of independent and critical thinking in regard

to research problems and issues.

2- To develop a deeper understanding of research methods,

research designs and their application in testing hypotheses'

3- To give students the frrndamental as well as advance knowledge

of statistical mettrods which help them in arialynrrg research

data with proper unders tanding.

Curriculam: Ph.D Course Work

To increase the awareness about the publication ethics and

publication misconducts.
4-

5- To provide knowledge of computer application wt



Sr. no. Course L+T+P Credit
01 Research

Methodology &
Statistics

06+2+0 08

02 04{{)+04 08

03 Subject Specific
Course

4+2+00

Total22

Ph.D. Course Work P am: Credit Structure

Paper f- Research Methodolory & Statistics

Description

(I) This course will be of 100 marks, out of which 60 marks will be
assigned to extemal evaluation and 40 marks will be to internal
evaluation.

(ID

out of these two parts equally.
Credit: 08 (04 credits for Statistics + 04 credits for research
methodology)

(trI)

(IV)

Unit -I :

and theory; Meaning,
research: quantitative,
of variables, research

w\

Computer
Fundamental,
Research &

Publication Ethics
06

(Part - I)
Research Methodology

Dev Sa
GaystrikunJ-

Registrar
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UNTT - [I: lnternet Basics

Internet: what is internet, Use of lntemet, Elechonic Mail (E-mail), www,

Downloading & Uploading, Access of E-Journals, E-Library,

SearchEngines, Searching the keywords, Overview of Google Applications

(Forms, Drive, Meet, and Classroom).

UMT -III: Formatting, Data Handling & PresentationTool

M$Word: Toolbars, Menu, Editing a Document, File handing and various

Format of File, Mail Merge, Basics of Latex.

MSExcel:Toolbars, Menu, Creating Worksheet, Charts, Sorting and
Filtering, Use of Forrrulas.
MSPower Point: Creating Presentations and adding Effects.

Reference Books:
I . Basics of computer by Peter Norton
2. Basics of computers by P.K. Sahani
3. Microsoft office2000 complete, BPB publication

PARILII
Research and Publication Ethics (RpE)

Description: This course has total 3 units focusing on basics of philosophy
of science and ethics, research integrity, publication ethics. Hands-on
sessions are designed to identiff research misconduct and predatory
publications. Indexing and citation databases, open access publications,
research metics (ciAtions, h-index, Impact Factor, etc.) and plagiarism tools
will be intoduced in this course.

COIJRSE LEVEL
2 credit course (30 Hrs.)

Evaluation:
Continuous assessment will be done at two levels. First tfuough hrtorials'
assignments, q,izzes and $oup discussions and second will be based on life
management skills and ethical awareness & practices. Weightage will 

-be
given for active participation. Final written examination will be conducted at

the end of the course.

Marks Allotment: 50 (30 external+ 20 internal) q\}t*ot,f
i-l;. .': l;:'-;'i :

Course Structure i"iii:;rsi;;ilirii:i;r'r::ri:l ':'lr,';

rn"*ra comprises of tbree modules tisted in table below' 'i - lii'':r;'ili:-'i;i:':r;'iil'''i :; l l



Modules Unit Title Teaching
IIours

Theory
RPE 01

R}E 02

Philosophy and Ethics
duct and Publication EthicsScientific Con

4
11

Practice
RPE 03 Open Access Publishing,

Database and Research M
Publication Misconduc!

etrics
l5

Total
30

SYLLABUS IN DETAIL

Theory:

RPE 01: PHILOSOPHY AND ETI{ICS (4hrs)I Introduction to philosophy: definition, natore and scope, concept,

2. Ethics: Definition, moral philosophy, nahre of moral judgements andreactions.

RPE 02: SCIENTIFIC COI\DUCT AIID PUBLICATION ETHICS(11hrs.)
l. Ethics with respect to science and research
2. Intellectual honesty and research integrity
3. Scientific misconducts: Falsifi cation,iabrication and plagiarism (FFp)
4- Redundant publications: duplicate and overrapping publications, salami
slicing
5. Selective reporting and misrepresentation of data
6. Publication ethics: definition, inhoduction and importance
7. Best practices/standards setting initiatives and guidelines: COpE, WAME
etc.

8. ConflicB of interest
9. Publication misconduct: Definition, concept, problems that lead to
unethical behavior and vice versa, types
10. Violation ofpublication ethics, authorship and contibutorship
1 l. Identification of publication misconduct, complaints and appeals

12. Predatory publishers and journals

Practice:

RPE 03: OPEN ACCESS PUBLISHING, PI,BLICATION
MISCON'DUCT, DATABASES AND RESEARCH METRIC
l. Open access publications and initiatives

Registrar
Dev Sanskriti Vishwavidyalaya

Gayotrikuni- Shantikuni, Haridlar. 249:1il



2. Online resource like SHERPA/RoMEO to check publisher copynght &
self-archiving policies
3. Software tool to identiry predatory publications developed by SPPU

4. Joumal finder/journal suggestion tools viz. JANE, Elsevier Journal
Finder, Springer Joumal Suggester, etc.
5. Subject specific ethical issues, FFP, authorship
6. Conflicts of interest
7. Complaints and appeals: examples and fraud from India and abroad

8. Use of plagiarism software like Tumitin, Urkund and other open source

software tools
9. Indexing databases
10. Citation databases: Web of Science, Scopus etc.

11. Research Metrics - Impact factor of joumal as per Joumal Citation
Report, SMP, SJR, IPB Cite Score
12. Research Metrics: h-index, g index,il0 index, alrnetics

Paper - III
Subject Specific Course

Duration : six months Marks assigned : 100
(60 external and 40 internal)

Credit: Six (06)

Description:

This course pertains to the awareness about the updation and advancement

of the subject in which candidate is about to pemue his/trer research work for
the award ofdoctoral degree. This course will be taught with the objective to

equipped the students with the knowledge of subjcet specific research

methodology, scope of research in the held and any essentail skills.
Concemed Department will run this course and do the evaluation itself.

(D This course will be of 100 marks, out of which 60 marks will be

assigned to extemal evaluation and 40 marks will be to intemal
evaluation.

(tr) Internal evaluation will be done by the concered teacher by
conducting intemal test, assignment or other possible measures'

(III) Credit:06

,9q
egistrar
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RESEARCH ETHICS COMMITTEE
DEV SANSKRITI VISHWAVIDYALAYA EARIDWAR

STA.I{DARD OPERATING PROCEDURE
for Research Ethlcs Committee for Resesrch on Humen participents

(This Standard Operating Procedure (SOP) is to outlitre the development, approval,

organLation, i-plimentation and management of all Human Research Protocols. to be

co-nducted in nev Sanskriti Mshwavidyaliya. This SOP document is also meant to guide the

researcher on how to apply for ethical ilearance, what all documents to submit and the points

that s/he must obt"rr" *hil" d"nling with human participants and / or materials')

Committee (REC) is responsible for reviewing research

at this institution, to ensure that subjects' safety, rights' and

rmity with applicable regulations and guidelines issued by the

ICI\,IR,UNESCO,WHO,Indianstateandlocallawsandregulationswhere-suchlaws.or
i"g,rroioo, proviie protection for h.man subjects that exceed the protection afforded under

naitional law A number of studies pursued in Dev Sanskriti Vishwavidyalaya (DSW) include

tioi"g."l sample @tood/ tissue/ siored sample) collected from diseased and nomral subjects

ioi J..ur"f, prrpor"r, as well as non-invasive studies in cases of neurological damage,

data samples involving human participan

require REC clearance before the commencement of the study'

This Standard Operating Procedure (SOP) is to outline the development' approvgl'

organization, implemenltion ind rn-"g"-tot of all Hurnan Research protocols to be

co;ducted in oev Sanstrlti Vishwavidyaliya. The REC is entrusted not only with the initial

,.ri"r, oi,t 
" 

p.oposed research proto.otr i.ior to the initiation of the projec! but, in case of

adverse effecG reported by the Prilcipal Investigator @I)/
mandated to review such cases. All adverse effects/ injury/

report€d immediately to the REC, death to be reported within

nonns.
lncaseofmodificationsinresearchloolsandproceduresduringthecourseof.the

study,reportedbythePVparticipants,theRECisalsomandatedtoreviewandaccept/reject
the modifications proposed as the case may be'

I. OBJECTI!'ES

References
a CDSCO- Central Drugs Standard Control Organiz ation - "Good Clinical Practices For

Clinical Research In India" (Available from- dsco in/h PI

- accessed on 9th March 2016) (CDSCO-Good -Clinical-Practice.Pdl;

CDSCO- Central Drugs Standard Contol Organization - "The Drugs and Cosmetics

Act (1940) and Rules (1945)"
o (Available from -

Act.pdf - accessed on 9th March 201 6) @rugs&Cosmetics-Act- 1940.pdf)

:/,

c.

(Amendment 2008 - Available from -
D&C-ACT-AMENDMENT_2008 fiI

I



. COPE - Committee on Publication Ethics (publicationethics.org) - "Guidelines on
Good Publication Practicc - 1999"

- @hilip Fulford, Michael Doherty, Jane Smith, fuchard Smith, Fiona Godlee, Peter
Wilmshurst, fuchard Horton, Michael Farthing (2000) "Committee on Publication Ethics
(COPE): guidelines on good publication practice", BJU lnternational, 85, 2-7.) (Available
from- htto://onlinelibrary.wiley.com/ dot/10.1M61j.1464410x.2000.00478.x/epdf - Accessed

on 9th March 2016) (COPE-guidelines-l999.pdf)
. COPE website lists - "Responsible research publication: intemational standards for

authors - 2011" (Wager E & Kleinert S (2011) Responsible research publication:
internatioaal standards for authors. A position statement developed at the 2nd World
Conference on Research Integrity, Singapore, July 22-24,2010. Chapter 50 in: Mayer
T & Steneck N (eds) Promoting Research lntegrity in a Global Envkonment. Lnperial
College Press / World Scientifrc Publishing, Singapore (pp 309-16). (ISBN 978-981-
4340-97:7))

(Available from

2011_0.pdf- Accessed on 9th March 2016) (Intemational-standards-authors-201l.pdf)
o ICMR - Indian Council of Medical Research - "Ethical Guidelines for Biomedical

Research on Hurnan Participants" - (Available from - htto://icmr.nic.ir/ethical
guidelines.pdf - Accessed on 9th March 2016) (ICMR-ethical-guidelines.pdf)

2, ROLES A]\ID RESPONSIBILITIES OF THE RESEARCH ETHICS COMMITTEE

The basic tesponsibility of R-EC is to eosure a competent review of all ethical aspects

of the project proposals received by it in an objective manner. REC shall provide advice to
the researchers on all aspects of the welfare and safety of the research participants after
ensuring the scientific soundness ofthe proposed research.

The mandate of the committec will be to review all research projects involving human
subjects/ materials to be conducted in different Departments at the University. The REC will
review all research proposals involving human subjects, submitted by faculty members and
research students (through their respective Supewisors). Each investigator shall be
responsible for proving the benefit of placing human subjects at risk, and assure the REC
about appropriate lnformed Consent Process and Subject Confidentiality before the
commencement of the study. Each investigator shall be responsible to provide details of
pimary datal secondary data,/ stored samples/ cell lines/ bulng data to the REC in her/ his
presentation.

All studies need to be approved before the study procedures begin. No completed
studies or those already being pursued will be reviewed by the REC.

3. OPERATING PROCEDTJRES

3.1 CONSTITUTION OFRf,C

and multi-sectorial in

r1*g\r!

Reg
I Sanskriti \
rnj. Shant kunj, ilaridw:r. 2494'11

As per ICMR guidelines, the REC should be multidisciplinary

. 
(DruBs&Cosmetics-Act-Aoeodnent-2008.pdf)

@evised Schedule Y - Available from - httr://dbtbiosafetv.nic.in/actlschedule J.pdf -
accessed on 9th March 2016) (schedule-j-2005{rugs-and-cosmetics-act.pd0



composition. Independence and comPetence ar9 the tw-9 Ethics

Committee. The members should be a mix of medicaV ' legal

a*pars, 
"*p"ttt 

from sciences and social sciences and hum tivists'

iot"*ui uoa extemal, also including lay persons from NGO's to repiesent the civil society'

(See Appendix B for relevant directives based on ICMR guidelines)-i, 
panet of names in each one of the categories specified below, approved by the

DSVV Management, will serve as the Research Ethics Committee of DSVV'

Constitution of REC

1. Chairperson
2. Chancellor,s Nominee (will serve as the chairperson, if the chairperson is not present)

3. Scientist from Medical Practice (Extemal)

4. Scientist from Medical Practice (Internal, DSW)
5. Scientist from Basic Sciences @xtemal)
6. Scientist from Basic Sciences (Intemal, DSW)
7. Social Scientist / Philosopher / Social Activist @xtemal)
8. Social Scientist / Philosopher / Social Activist (Intemal, DSW)
9. Advisor, Member of ethiis review board of another Institution (ICM& AIIMS, etc.)

10. Legal Advisor (External)
11. Legal Advisor (Intemal, DSW)
12. Lay Persons (one or two)
13. Member Secretary (DSVD

with reference to the revised schedule Y of Drugs & cosmetics Act, 1940, amended

in 2005 (attached herewith as'schedule-y-2005-drugs-and-cosm ehcs-act.pdf - available from
2016), the Researchule v.odf - accessed on th March

Ethics Committee approving drug trials should have in the quonrm at least one representative

from the following groups:

1. One basic medical scientist @referably one pharmacologist)

2. One clinician
3. One legal expert or retired judge

4. One social scientisU representative of non-govemmental organization / philosopher /
ethicist / theologian or a similar person

5. One lay person from the communitY

- htto://dbtb nlc.

3.2. COMPOSITION OF A REVIEW COMMITTEE.
The number of persons in a Research Ethics Committee should be 8 to 12, drawn

from the panel of names approved by the Management, as specified above. The chairperson,

REC wili approve the names of the members of a review committee, containing members

from as many different categories as possible, depending on the nature of the research

proposal to be reviewed. (Appendix A for the current Panel of Experts in the REC-DSVD'

3.2.1. APPOINTMEM RESIGNATION AND RECONSTMUTION
For appointrnent to the committee, the candidate should be a well-known scholar of

his/her discipline and must hold position of sipificant responsibility. Professional integrity

and commitment to human welfare would be important criteria for inclusion as members.

After the initial constitution, subsequent appointment to the committee shall be guided by the

quorum requirements and activity of the members involved. As per ICMR guidelines, the

{V*"e"r
" . i. ..,

,,.,,,':...,,.,
'.,,:'1..



appoiniee will be informed of the rights and duties of ttre committee, and that the extemal
members will receive honorarium for every consultative meeting held on the campus.

All Committee members shall sip a confidentiality agreement at the time of
appointment, the tenns of which shall be binding on them even after the term expires. Co-
opted members are also expected to sip confidentiality agreemenL AII members, except the
Chairperson and Member Secretary shall serve a maximum of a three-year term on the
committee, after which a fresh panel of three narnes in the same category will be submited to
the Managemen! DSW so that one out of the three may be appointed il place of the retiring
person. For the sake of continuity, the Chairperson and the Member Secretary will have a

term offive years.
Extension of membership may be considered due to non-availability of members of

similar stature, qualification and intent to contribute !o ethical human testing.
Members may voluntarily resigp from the Committee at a month's notice citing

appropriate reasons, and in case of intemal members, their membership would be considered
withdrawn" if they resip from the University.

A member who has direct involvement or self-aflrmed conflict of interest with a
proposal being considered, shall not form a part of the quorum. If a member is found to have
a conflict of inlerest with the results of decision and fails to declare the same, or is found to
have drawn direct benefit arising out of the results of the research, or has involved self-
interest with the sponsor(s) or investigators, his/her membership shall be tenninated with
provision of appropriate legal proceedings.

In case a member brcaches the confidentiality, hiVher membership shall be terminated
and the institution may initiate appropriate legal proceedings.

3.2.2. HONORARIUM

Extemal members of the REC, and experts invited (if any) shall receive appropriate
compensation for the time and effort expended for the purpose.

3.3. PROCEDURE FOR SUBMISSIONAND REVIEW

The REC will meet at least oDce every semester or more if required, to review all the
applications, inclurling proposals for Ph.D., as well as including research proposals submitted
by the faculty, involving human subjects/ mateiials for any kind of data. All proposals shall
be reviewed as per the applicable guidelines given in Appendix C. (see Research Protocol
Organization Guidelines in Appendix C) Exact meeting date shall be notified in advance so
that all members can make themselves available for the purpose. The Chairperson/ Member
Secretary shall be the convener with responsibility of lalng out the agenda for the meeting.
All material relevant to the agenda shall be made available to REC at least 2 weeks+ in
advance (*under special circumstances, this requirement may be relaxed with due approval
from the Chairperson/ Member Secretary). Before they are circulated to the extemal
members, the Member Secretary of the committee, together with one or two internal
members, will screen the proposals, to see if the proposals need (i) exemption from review, or
(ii) expedited review or (iii) full review (see Appendix B for relevant directives based on
ICMR guidelines).

Quo€,01
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All protocols should be submitted in the format prescribed in Appendix c. The
proposals shall be addressed and submitted to the ofEce of the Member secretary, Research
E h.ics committee @EC), Dev Saoskriti vishwavidyalaya, Gayatrikunj-shantituni'uariawar
- 249411 (uttamkhaud). one hard copy and soft copy of ttre documents should be submitted.
An application should be submiued at least two weeks* prior to the next review meeting
(*under special circumstances, this requirement may be reiaxed with due approval ftom thl
Chairpersonl Member Secretary). A unique submission number shall be assifred to proposals
submitted for review.

Recommendation of the Committee

After discussion, the committee may make one of the following recommendations:. Approval - indicating that the proposal is approved as submitted;

' Approval after clarifications - indicating that the proposal is approved if the
clarification(s) requested are provided to the satisfactiol of designaied committee
members;

' Approval after amendmen(s) - indicating that the proposal is approved subject to the
incorporation of the specified amendment(s) verified by aisignated committee
members;

o Deferment - indicating that the proposal is not approved as submitted but it can be
reassessed after revision to address the specified ieason(s) for defermont;o Disapproval - indicating that the proposal is not approved for the reasons specified.

Format for the Ethical Clearance Certificate will be as given in the Append.ix

3.4. DOCI]MENTS FOR STJBMISSION OF THE PROPOSAL

1' Protocol of the proposed research in the prescribed format (see Appendix-c) which
includes:

1.1 Rationale / Background information
1.2. A description of the ethical considerations involved in the research

_ . 1.3' case report forms, diary cards, and other questionnsires intended for research
participants

. 1 4 Sunmary of safety, phannacological, pharmaceutical, and toxicological data
available on the study produc! wherever applicabli

1.5. Statement of agreement to comply with ethical principles
1.6. Statement of conflict ofinterest

Iaformed Consent
In case of students' proposals, synopsis of the ph.D. research as approved by the Research

egree Committee of DSW

2
3

4
5

D

3.4.1- Regarding no. 4 above (Informed consent), a template is given in the Appendix-c,
whig! mav be modified depending on the nature of partiiipationixpec -' -- i;
participants.

Dev &GayetrikunJ. 
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The following records should be maintained by the REC offrce:

I. The Constitution and composition of the REC

II. Siped and dated copies ;f the latest curriculum vitae of all REC members with records of
taining, if any
IIf. Staiaard dperating Procedure of the REC and modifications approved from time to time

IV. National and Intemational guidelines

V. Copies ofprotocols submitted for review
VI. .till correspondeoce with the members of the REC, and investigalors regardilg

application, decision and follow up;

Vtr. Notice and agenda of all REC meetings;
VtrI. Minutes of all REC meetirgs with sipnatues of the Member Secretary and the

Chairperson.
IX. Copies of decisions communicated to the apPlicants;

X. Record of all notifications issued for premature termination of a study with a surnmary of
the reasons;
XI. Final report of the study including microfikns, cDs and Video recordingv samples for

different kinds ofstudies. PI may be asked to report completion of the study'

3.6. NOTIFICATION OF AMENDMENTS

Any revision to an approved research protocol or written consent form if proposed

must be brought to the afiention ofthe REC for approval. Amendments to approved protocols

and other study related documents should not be initiated until the REC approval has been

obtained.
Al1 deviations from the study protocol should be documented in the original records

along with the reasons for doing so. Io cuse of any adveNe event, the same, along with the

r"..diul measures taken, must be reported by the investigato(s) immediately to the

chairperson and the Member secretary, besides making a note of it in the study

documentation.

The Committee should be updated regarding the progess of the study on an amual

basis. The commi6ss must be notified of the tials completed or temlinated (wherever

applicable). A copy of the final report should be submitted as soon as itis available'

\zuraY1t

3.5. DOCUMENTATION AND RECORDS

The proceedings of all meetings shall be documented and shall be kept in confidence.

The release of the detailed documentation to non{ommittee members can only be made in

case of exceptional circumstances, which shall be verifred either by court orders or.by
affinnative opirrioo. by the chairperson and the Member secretary. Minutes of the meeting

shall be circulated by Member Secretary for verification by the Chairperson and members

present during the discussion. A.fter verificalion, the Member Secretary shall communicarc

irnal decisions regarding protocols to the investigato(s). All documentation samples for

different kinds of itudies must be retained for at least three years after the completion ofthe
study.

3.7 ANNUAL REVIEW AND FINAL REPORTING

o,yu,nD.ilnll i!in*,



statement of PI regarding conclusion/ completion/ termination/ abandonment of the study

must be submitted as soon as the study is terminated.

3.8. RECONSTITUTION OF COMMITTEE

The cornmittee shall be considered non-functional and reconstitution considered in

thc following instances:

o No meeting is convened for a contitruous period of I year

. Meeting aiendance is below 5 independent members for four consecutive meetings

3.9 AMENDING THIS DOCUMENT

Any amendments !o this document shall be approved under the same procedure as for

other proposals under the puwiew of REC'

4. Appendices

iew Procedure based on ICMR Guidelines

Guidelines
elines

1.,1
We r,ct'.9o1



AppendhA

The panel of names in each category as approved by the Managernent, DSW.

l. Chairperson
Extemal ChairpeNotr - nominated by University Management

2. c,bancellor's Nominee (will serve as the chairperson, if the chairperson is not present)
Vice Chancellor, Dev Sanslciti Vishwavidyalaya @SW), Haridwar
Pro-Vice Chancellor, Dev Sanskriti Mshwavidyalaya (DSW), Haridwar

_ Dr. Manas Mandal (PhD), Director General - Life Sciences (tS), Defence Research
Development Organization @RDO), New Delhi

3. Scientist from Medical Practice (extemal)
1. Dr. Vrnod Updhyay (PhD), Rtd. from Gurukul Kangri Vishwavidyalaya, Haridwar
2. Dr. Sunil Joshi (MS), HOD Dept. of Surgery, Gurukul Kangri Vishwavidyalaya

__ 
3. Prof. shddhar Dwivedi (LD, PhD), HoD Dept. of Mediiine / preventive bardiology,

Hamdard Institute of Medical Sciences and Research (HMSR), New Delhi

4. Scientist Aom Medical Practice (intemal, DSW)
1. Dr. A. K. Dutta (MS), Shantikunj, Haridwar
2. Dn O. P. Sharma (MD), ASRSS Hospital, Shantikunj, Haridwar

_ 3' Dr' vandana Shrivastava @hD), cente for A5rurveda Studies, Dept. ofyoga and Health,
DSVV

5. Basic Sciences / Researchers (extemal)
l. Prof. Ishwar Bhardwai (PhD), HoD Dept. ofyoga, Gurukur Kangri Mshwavidyaraya

_2. !rof, C. P. Khokhar @hD), HOD Dept. of psychology, Gurukul Kangri VV.
3. Dr. Sanjeev Sharma (PbD), Computer Science, Meerut

6. Basic Sciences / Researchers (internal, DSW)
l. Dr. Kama Singlr (PhD), Dept. of Rural Management, DSW
2. Prof. Abhay Saxena (PhD), HOD Dept. of Computer Science, DSW
3. Dr. Santosh Mshvakarma (PhD), Dept. of psychology, DSW
4. Dr. Saurabh Mishra (PhD), fmining and placementaell, DSW

7. Social Scientist /Philosopher/ Activist (ext)
1. Prof. Mahavir Agrawal @hD), Sanskit Vishwavidyalaya, Haridwar

?. Pl"f. I S. Bishr (PhD), @td.) Dept. of philosophy, Gurukut Kangri Vishwavidyalaya
_ 3. P.. Govind Singh (PhD), Dtector, School oi Journalism and Media Studies,
Uttarakhand Open University, Haldwani

8. Social Scientist /Philosopher / Activist (int. DSVV)
l. Prof. Suresh Lal Barnwal @hD), HOD Dept. ofyoga and Health, DSW, Haridwar
]. !ro! Suktnandan Singh (PhD), HOD Dept. of Communication, DSW fi-ia,r*
3. Dr. Krishna Jhare @hD), Dept. of Oriental Studies, DSVV', Haridwar

9. Advisor / Members of the Research Ethics Committee of other institutions (ext):
. Prof. Pankaj Kumar Sharma, Rishikul Ayurvedic College, HaridwarI

ue0t9n
2 Prof. Kalpana Sharm4 Rishikul Ayurvedic College, Haridwar

Gaye
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3. Prof. Gyanendra Shukla Rishikul Ayurvedic College, Haridwar

10. Legal Advisor (ext)
l. Advocate Shri P. P. Singh, Ghaziabad

11. Legal Advisor (intemal, DSW)
1. Advocate Sushree Kiran Kapoor, DSW, Haridwar

12. Lay persons:
In case the study involves children then a parent, or guardian of a child, toacher in a

special school, etc. may be invited. In case the study on the agenda involves adults then the
Chairperson, REC may involve any one at his/her discretion @iscretion of the Chairperson of
REC).

13. Member Secretary
Registrar, DSW, Haridwar

&**'.



Appendh B

Relevaat directives regarding Review Procedure based on ICMR Guidelines

The REC,s member secretary or secretariat shall screen the proposals for their

completeness, and depeoding on the risk involved, categorize them into three types, namrcly,

exemption from review, expedited review and full review (see below for explanation).

Minimat risk would be defined as one, which may be anticipated as harm or discomfort not

greater than that encountered in routine daily life activities of general population or during

the performance of routine physical or psychological examinations or tests. Howevet in

ro.i .^", like surgery chemotherapy or radiation therapy, great risk would be inherent in

the reatrnent itself, but this may be within the range of minimal risk for the research

participant undergoing these interventions, since it would be undertaken as part of current

iveryday life. An investigator cannot decide that her/ his protocol falls in the exempted

category without approval from the REC. All proposals will be scrutinized to decide under

which of the following three categories it will be considered:

l. Exemption from review
Proposals which present less thatr minimal risk fall under this category rls may be seen

in following situations:
Research on educational practices such as instuctional strategies or effectiveness of

or the comparison among instructional lgghniques, curricula, or classroom matragement

nethods.
Exceptiors: (i) When research on use of educational tests, survey or interview

procedures, or observation of public behavior can ideotifu the human participant directly or

thro"gh identifiers, and the disclosure of information outside research could subject the

participant to the risk ofcivil or criminal or financial liability or psychosocial harm.

(ii) When interviews involve direct approach or acccss to priYate papers.

2. Expedited Review
The proposals presenting tro more than milimal risk to research participants msy be

subjected to expedited review. The Member secretary and the chairperson of the,REC or

a.rigp.t a member of the Committee of th: REC may do expedited review only if the

protocols involve-

[ii il;;6t rtons from originally approved research during the period of approval (usually

of one year duration)'

iiin i,f*O p.posal previously approved.tkough..lrll r,e{ew by the REC,or continuing

review of approved proposals 'in"t'"'tl"t" 
is no iditional risk or activity is limited to data

analvsis.

6iil*t .., activities that involve only procedures listed in one or more of the following

catesories:"'*o-'ii'cunical 
studies of drugs and medical devices :nY -when 

-
i. research is oo ,t ruai"ffi*a o-gr except wi\en studying drug interaction or

conducting trial on vulnerable population or

ii. Adverse rr.nt <,q.E)t ,;.;;;.d edu..r" Drug Reaction (ADR) of minor nature

, documents' records' or specimens) that have

disasters, a full review of the

ie taken before 
"se 

of the test

-7'Neuea
Registrar
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(l) Collection of blood samples by finger prick, heel prick, ear prick, or vein
puncture, from adults and children, where the age, weight, and health of the participants, the
collection procedure, the amount of blood to be collecte4 and the frequency with which it
will be collected is strictly as per WHO norms.

(2) Prospective collection of biological specimens for research purposes by non-
invasive means, for instance:

a. Skin appendages like hair and nail clippings in a non-disfiguring manner;
b. Dental procedures - deciduous teeth at time of exfoliation or if routine patient care

indicates a need for extraction of pemranent teeth; supra and sub gingival dental plaque and
calculus, provided the collection procedure is not more invasive than routine prophylactic
scaling of the teeth;

c. Excreta and extemal secretions (including sweat);
d. Unanimated saliva collected either in an unstimulated fashion or stimulated by

chewing gum or by applying a dilute citric solution to the tongue;
e. Placenta remoYed at delivery;
f. Amniotic fluid obtained at the time of rupture of the membrane prior to or during

labor;
g. Mucosal and skin cells collected by buccal scraping or swab, skin 5qr4f, or mouth

washings;
h. Sputum collected after saline mist nebulization and bronchial lavages.

(3) Collection of data through non-invasive procedures routinely employed in
clinical practice.

(i) Where medical devices are employed, they must be cleared,/ approved for
marketing, for instaace:

a. Physical sensors t1rat are applied either to the surface of the body or at a distance

and do not involve input of significant amormts of energy into the participant or an invasion

of ttre participant's privacy; weighing or testing sensory acuity;
b. Magnetic resonance imaglngt
c. Electrocardiography, echocardiogra.phy; electroencephalography, thermography,

detection of nahually occurring radioactivity, electroretinography, ultrasound diagnostic

inftared imaging, Doppler blood flow
(ii) Moderate exercise, muscular strength testing, body composition assessment, and

flexibility testing where appropriate given the age, weight, and health ofthe individual.
(iii) Research involving clinical materials (data, documents, records, or specimens)

that will be collected solely for non-research (clinical) purposes.
(iv) Collection of data from voice, video, digital, or image recordings made for

research purposes.
(v) Research on individual or group characteristics or behavior not limited to research

on perception, cognition, motivation, identity, language, communication, cultural beliefs or
practices, and social behavior or research employing suwey, intewiew, oral history focus
group, program evaluation, human factors evaluation, or quality assurance methodologies.

t.! 19"tl



I. Protocol

Following are the section headings and brief guidelines on the protocol contents. Though the

format bilow is not binding, the research protocol must include these points in order to

enable speedy review.

l. Title of Project

2, Principal Investigator

3. Colnvestigator and other investigative team member list with identified delegation of
responsibility

4. Rationale & background inforrnation: The Rationale specifies the reasons for conducting

the research in light of current knowledge. It should iaclude a well documented statement of
the need/ problem tbat is the basis of the project, the cause of this problem and its possible

solutions. It is equivalent to the introduction in a research paper and it puts the proposal in
context. It should answer the question of why aod what: why the research needs to be done

asd what will be its relevance.

7. Participant Selection Criteria: Patients who can take part in the study (e.g. inclusion and

exclusion criteria, withdrawal criteria, etc.), and the expected duration of the study with
follow-up periods.

8. Methodology: It should include detailed information on the procedures to be used,

measurements to be taken, observations to be made, laboratory investigations to be done etc.

along with a tabular form study schedule of procedures, for both qualitative and quantitative

studies

9. Evaluation of Safety: The adverse event and serious adverse event criteri4 and the process

to record and report to the REC and any applicable regulatory agency,

10. Research Questionnaire: The protocol should provide research questionnaire containing
all parameters under study and also provide information on how the data will be collected
including data handling and coding for computer analysis, monitoring and verification.

I l. Statistical Analysis: The statistical methods proposed to be used for the analysis of data
er of the study,

ttotug\

should be clearly outlined, including reasors for the sample size selec

Appendk C

Research Protocot Organization Guidelines

5. Objcctives: Specific objectives are statements of the research question(s). Objectives
should be simple, specifrc and stated in advance. After statement of the primary objective,

secondary objectives may be mentioned.

6. Study Design: The scientific integrity of the study and the credibi-tity of the study data

depend substantially on the study design and methodology. The design of the sody should

iaclude information on the type of study, the research population ol the sampling frame.

Dev Sa
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level of sigrifrcaace to be used in quantitative study. For qualitative studies, as in psychology
& cognitive science, the tools and instruments may be clearly explained.

12. Idormed Consent Forms: A description of the informed consetrt process is required
accompanied by copies of infonned coment forms, both in English and the local tanguage in
which they are going to be administered as per ICMR/ WHO requiremetrt. (DCGV CDSCO
requirement for Drug trials)

13. Budget: The budget section should contain a detailed item-wise breakdown of the funds
requested for, along with ajustification for each item as applicable.

14. Other support for the Project: This section should provide information about the funding
received or anticipated for this project from other funding organizations.

15. Collaboration with other scientists or research institutions, if any. A copy of ethical
clearance obtained from the other institution already, mrst be submitted.

16. References: Brief description of the most relevant studies published, a minimum of 5 on
the subject also be listed.

17. Publication policy: Publication policy should be clearly discussed regarding the
authorships, who will rqke the lead in publication and who will be acknowledged in
publications. Good Publication Practice guidelines are prescribed in Appendix D.

18. Statement of agreement to comply with ethical principles.

19. Sigmtue ofPI and Supervisor or Research Scholar, Co-investigators, Coordinator/ Head

of the Centre/ Departrnent.

A Sample Research Protocol is given in Appendix - E

IIL Format for Participant Information Sheet (PIS) and lnformed Consent Form (ICF)

t0}t9^1

II. Format for Research Ethics Conmittee Decision Lettet I Ethical Clearsnce
Certilicste



I
2

3
4
5

6
7
8

Research Ethics Committee for Research lnvolving Human Pardcipants
Dev Sanskrlti VishwevldYalaYa

Gayatrikunj-Shantikunj, Haridwar - 249411

Rereerch Ethlcc ComElttec lreclrlotr Letter / Ethlcrl Clerrsnce Cerdflcrtc

Name ofthe Ethis5 Commitse€; REC-DSW REC Ref. No.

Title of the Project Proposal:

Principal Investigator: Sponsor:

Telephone: Email: Fax:

Collaborators'Name, Address, Tel. No., Fax & Email:

FOR OITICIAL USE

The proposal wss reviewed in a meeting held on (date: ..................) at (time:.........'.....).
The following members were present:

Member Secretary

The committee resolved to

[ ] Approve - indicating that the proposal is approved as submitted;

[ ] Approve - after clarifications - indicating that the proposal is approved ifthe
clarifications requested are provided to the satisfaction of desigrated committee members;

[ ]Approve after amendment/s - indicating that the proposal is approved subject to $e
incorporation of the specified amendments veri-6ed by desipated committee members;

[ ] Defer - indicating that the proposal is not approved as submitted but it can be re-
assessed after revision to address the specified reason/s for deferment;

[ ] Disapprove - indicating that the proposal is not approved for the reasons specifiedt.

*Comments:

Member Secretary, REC
Research Ethics Committee

udwg}\
. Hegrslrar

lev Sanskriti
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Chairperson
Member

Date of Decision:



INSTITUTIONAL ETHICS COM1VtrTEEE
Dev Sanskriti VishwavidYalaYa

Haridwar-249411

Name of the Ethics Committee: REC-DSW

Titlc of the Projcct Proposal:

Principal Investigator:

Telephone: Email:

Collaborators'Name, Address, Tel.No' Fax & Email:

REC Ref. No.

Sponsor:

Fa;<:

FOR OFFICIAL USE

The following item ['Jl have been rtceived and rtviewed in connection with the above

study to be conducted by the above investigator.

[.J] Patient Infomation Sheet

[ ] Study Protocol / SYnoPsis

[ ] Summary of Change Document (in case of a revision)

[ ] Patient lnformation Consent Form

[ ] krvestigators' CVs

And have been [{

[ ] Approved

i iCooOitloonUy upproved (identi! item and speci! modification below or in

accompanying letter)

t I Rejec6d (id;tify item and specifu reasons below or in accompanying letter)

Comments

Date ofApproval:

Member Secretary
Ethics Committee

Chairperson
Ethics Committee

"€r"1
Regiskar

Dev Sanskriti
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Consent Form
(in Fnglish aad in local language of the region)

(To be.filled in by PI and presented at the time of Review @eriodic, Continuing, and
Interitlr))

Part I - PIS, Part II - ICF

Title of the Project:

Investigators:

Collaboralors:

Potential Funding Agency:

PART - I Participant Information Sheet (pIS)
qFI-1

A brief description of the study objectives in simFle language

Section - A. The followlng have been explalned to me

Explained in Detail
1. Purpose ofthe Study I
qftstfirottsilq l

2. Study Procedures I
sfusund

3. Risk of the Study I
sfuI}.mR{c

l

l

4. Betrefib from the Srudy I
stE+flq

5. Complications Iqffi

6. Compensations [ ]
ci-dq( ffi
7. Conlidentiality [ ]
rtrrfiqdr

l

Dev Sanskrit iVish
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E. Rights ofParticiputt [ ]

c-fiil{FftftqwrrrB

9. Altematives to Participation in the Study I I
efu{flqFmo.l}.fuo-fl

10. Any Other [ ]
ot{errm sq qr

Name of the Subject/Participant/ gtlilflt iFT ;IrII:

Signauue of Participanr/Parent/Guardian/ U-d-dqFt/Cfdfqqdy€f;Cf6 +' EHffB,

Relationship to subject/ 9iffir{Ft i tititl:

Date/T6IiiD':

Investigator's Sta&ment:

I, the undenigned have explained to the participant/parnt/guardian, in a language she/he

understaods, the procedures to be followed in the study, and risks and benefits.

Signatrue of ttre Investigator/ I ttth-{olD/dqnff A E€fRf,

ZfrIItD-:

Name of the Investigatorl d'u-iD-{oGAiltllfl6I Tc'

signatue of the Mtness/ tll-6 il'Egf8r'
r({is':
Name of the Witnessl FIf6 6-I TIq:

Datel

Date/

w@t'1

Dev SaGayatrikunj. 
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Introduction: My name is . I am working
for Dev Sanslrriti Vishwavidyalaya, Haridwar. We are intervieviing people here

(name of the city/ region/ site) in order to understand your
responses to ttre issues and the problerns that you face on account of severely under-
nourished children and your perceptiom on availability and accessibility of services at the
nufitional rehabilitation centre. we are also trying to urldemtand the reasons for the delay in
reaching the facilities. @escribe the purpose of the study). These issues are being studied in
another state as well.

(Name of the other state

eurry"1

CONFIDENTIALITY AND CONSENT

The govemment has started nutritional rehabilitation centes in your state to take care of
malnourished children. In this context, it is important to understand the perceptions of
mothrcrs, community leaders and the providers about the availab ity ard ac""ss to thes"
services. The goal of this study is to understand the social dimensions,ierceptions and likely
deteminants that facilitate aud act as barriers to home-based and institutional care of severl
uademutrition.

It.is with this main purpose that.we wish to talk to you. your honest aoswers to the questions
will help us understand arl the invorved issues better. we would higbly appreciate yo* 

"o-operation to provide the information on the issues by your honest ,"a iort resporxes to all
the.questions. Your identity and infomration provided by you shall be completely confidentiai
and the information so gathered from different people shall be used only for research
purposes. After analysing the information we are gathiring from you, we shall destroy the
schedules. However, ifyou of the question, you feel
fr99 n9t to answer such que you feei not to go ahead
with the interview, you can e you want. you can ask
any question/ clarifr any doubt pertaining to the issues under study, its purpose or any other
related matter. The interview will take about half an hour - one hour to ask the questions. If
you are willing to participate, we can begin with the interview by your consent.

Sample II

Community Responses to Nutritionrt Rehabilitetion in Madhya pradesh and
Jharkhand

IN}'ORMED CONSENT OF RESPOI\DENTS IN IN-DEPTE INIERVMWS

Dev Sa
Gaystrikunj. 
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DECLARATION BY TIIE PARTICIPAhIT

I have read/ I have been communicated the purpose aud other details of the ICMR study

"Communlty Responses to Nutridonal Rehrbllitadon In Madhya Prudesh and

Jharkhand'; and about my vohmtary participation in the study. I have been grreD an

opportunity to ask questions and all of my questions have been answercd to my satisfaction. I
have also been given the right not to answer any question or witldraw from the study ifl so

desire.

BY SIGNING THIS FORM, I WLLINGLY AGREE TO PARTICIPATE IN THE
RESEARCH M DESCRIBED.

Name and Signahre of Participart Date

DECLARATION BY THE IIMESTIGATOR

I have explained the research to the participant and aoswered all of his/ her questions. I
believe that he/ she understands the bformation described ia this document and freely
consent to participate.

Name and Signature of the Investigator Date of the Interview

Status of the interview:
Completed Successfirlly
Respondent became uncomfortable aod stopped answering
Some interuption due to which interview stopped
Did not agree to complete interview

1

)
3

4

auoF9o1
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Appcndk D

Good Pubtication Practice Guidelines

l. COPE s guidelines on good publication practice - 1999

The Committee on Publication Ethics (COPE) (htto://oublicationethics.org) was

established in 1997 by a small group of medical joumal editors in the tIIt but now has over
10000 members worldwide from all academic fields. Membership is open to editors of
academic jouraals and others interested in publication ethics.

COPE provides advice to editors and publishers on all aspects of publication ethics
and, in particular, how to handle cases of research and publication misconduct. It also
provides a forum for its members to discuss individual cases.

COPEs guidelines on good publication practice - 1999 are attached herewith as

'COPE-guidelines- I 999.pdf

@hilip Fulford, Michael Doherty, Jane Smith, Richard Smith, Fiona Godlee, Peter
Wilmshurst, Richard Horton, Michael Farthing (2000) "Committee on Publication Ethics
(COPE): guidelines on good publication practice", BJU lntemational, 85, Z-7 .)
(Available from -
- Accessed on 96 March 20 1 6)

2. Responsible research publication: internatioual standards for authors - 201 1

During the 2nd World Conference on Research Integrity in Singapore in 2010, COPE
helped develop two position statements setting out intemational standards for responsible
research publication for editors and authors.

The internatioal standards for authors - 20ll are attached herewith as 'Intemational-
standards-authors-20 I I .pdf

(Wager E & Kleinert S (2011) Responsible research publication: intemational standards for
authon. A position statement developed at the 2nd World Conference on Research Integrity,
Singapore, luly 22-24,2010. Chapter 50 in: Mayer T & Steneck N (eds) Promoting Research
Integrity in a Global Environrnent. knperial College Press / World Scientific Publishing,
Singapore (pp 309-16). (ISBN 978-9814340-97 -7))
(Available from

2011_0.pdf- Accessed on th March 2016)

J-L
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AppeDdlY E

Sample Research protocol

C

(ANX.IETY

D.ug

Study Code;

PROTOCOL& CASE REPORTFORMS (CRF)

Source: Lavekar G. S., Padhi M. M. @ditors) (2009) "Clinical Research Protocols for

Traditional Health Sciences (Ayurveda, Siddha, Unani, Sowa Rigpa and Others)", Central

Council for Research in AYurvetla and Siddha, Departuent of AYUSH, MinistrY of Health

and Family Welfare, Govemment of India, New Delhi (www.ccras. nic.in) (Available at

orolo20taditionalo/o20healtho/o20science.Pdf - Accessed on 56 March 2016) (research-

Eotocol-for-traditional-health-science'pdfl

\.roc^19.'1

DevSa avaGayctrikunj. izilgqtl



CENTRAL COUNCIL FOR RESEARCH IN AYTJRVEDAAND SIDDHA

I. BACKGROUND

Life is a conglomerate of body (Shareera), faculties (Indrif), mind (Sawa), and soul
(Aatna). Any of these cannot be isolated and studied separately. So seers of Ayurveda

express that the terrn Shareera refers body including five senses and mind.
As mind is a dual faculty (Jbhayendriya) or sensory-motor faculty (Jnana-

Karmendriya), it perceives and responds. Even the physical well being is reflected in mind,
so is the illness. This made the terms happiness (Suli:ha), and misery @rkha), synonyns of
health and illness. The influence of mind cannot be ruled out in origin, existence or cure of
any condition ofany disease.

When allowed to persist for long rime the psychic and somatic disorders get combined
with each other.

Chittodwega/ Manodwega is one of the Manasika Vikara mentioned in Ayurvedic
literature. The symptoms of this disease caa be assumed mostly similar with the generalized
anxiety disorder (GAD). GAD is a disorder requires the presence of unrealistic or excessive
anxiety and worry, accompanied by symptoms from three of four categories: (l) motor
tension, (2) autonomic hlaeractivity, (3) vigilance and scanniag, and (4) apprehensive
expectation. The anxious mood must continue for at least a month.

The Ayurvedic principle of synthesis of mind, body and soul to consider man as
integrated whole one, would help to teat mental disorders effectively. Medhya rasayanas and
Satvavajaya chikitsa are such a measures, which can be utilized for the treatnent of
Chift odwega,/ Manodwega.

[1] In Chittodwega./ Manodwega [2], when the mind is afflicted with anxiety, fear,
agitation etc.; this leads to worry, apprehension, depression, psychological arousal as anger,
irritability and ultimately lead to disturbance in personal, familial and social hamrony.
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Anxiety disorders [3] are among the most prevalent psychiatric condition in the world.
Further, studies have persistently shown that they produce inordinate morbidity, utilization of
health care services, and fiDctional impairment. Recent studies also suggest that ckonic
anxiety disorder may increase the rate of cardiovascular-related mortality. Hence, clinicians
in qlvchia.trr and other specialties must make the proper anxiety disorder diagnosis rapidly
and initiate treahent.

Ayurveda provides rational means for the teahent of many disorders, which are
considered to be obstinate and incurable in other systems of medicine.

II. OBJECTTVES
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To evaluate the anti-anxiety effect of an ayuwedic compound drug in patients

suffering with manodwega.
ihe efficacy of ayurvedic compound drug for six weeks have been studied on

manodwega in terms of relieving from the symptoms pridictable through ayurvedic clinical

parameters & hamilton's rating scale for anxiety neurosis.

III. CENTRES

CCRAS identifi ed centers

IV. SAMPLE SZEAND METHODS

24 panents in each grouP (2 grouPs)Sample Size :

45 DaysTrial period :

Sequential adoptedblind aremethodledoubanddesignDesigr of the study :

consists Mandukapami

Yasti glabra)asiatica) ycyrr'hiza
ThailKshira

diddavdai Ayurvedi
YastiMandukaparni

taila

IIateCenof (cThe ompoundAyurvedic
ardostachys(NG(

Thea.balaln thetrra ofothem suspendedatanxmsr )J
Eachses.doded3ln3tscdose drugv

1 20mg),(of05 drug0mgscapsule
S)drop(3andatamams2I J )(240mg)omg(

divildadaily diazepam
powder.plain

dedthreemalso1rs 5 vof mgdosaThe ge
starchtsboThes.dose place

Drug & dosage :

with a follow uP for 7 daYs.45 days drug theraPY

I ysar to complete study.

Duration ofthe studY :

Study period :

treatDnentfoda7afteroutedcamllwt ysbefoeTh llow-upFollow-Up :

v.
1.

2.

3.
4.

CRITERIA FOR INCLUSION
Aee between 1645 years of either sex

Pr"esence of cardinal features ofmanodwega

Onset botween Sweeks to 2 Years

Ambulatory and co+Perative

VI. CRITERI-A FOR EXCLUSION
l. Ase below 16 yrs. and above 45 yrs'

i. duation ofthi disease - below 8weeks and above 2years'

3. Exhibiting PsYchotic sYmPtoms

+. f*t 
^ 

i"iJ.fi,ring with concentration and communication

5. Hyp€rtension
6. Diabetes
7. Any other sYstemic diseases

VII. CRITERIA FOR WITI{DRAWAL
l. If patient does not follows the ilskuctions'
i. ariy complication developed duri'g the course oftrial'

auot .1

crossover

Jatamamsi

of
contains

ksheerabala
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VtrI. ROI'TINE EXAMINATION AND ASSESSMENT

A &tailed clinical and social history is taken. The patients assessed on the basis of clinical
parameters and Hamiltonrs aoxie$ rating scales.

D(. METHOD OF ASSESSMENT OF TREATMENT

L Clinical Syrnptomatic Rclief
2. Psychological parameters
3. Hamilton's anxiety rating scale

X. STAIISTICAI ANAIYSIS :

Data on clinical symptoms and objective tests before and after the treatrnent will be
tabulated and analyzed using appropriate statistical tools. However, the data of each case will
have to be cornmunicated on completion of kial therapy to the Statistical Officer of CCRAS
through e-mail.

XI. TRIAL MONITORING AND DATAANALYSIS

XII. ETHICALREVIEW

A. Erhical Committee (REC): The proposal will be placed before Ethical Committee @EC) of
trial center for getting clearance certificate before the project is initiated. Patient's information
sheet and informed consent form will be submitted along with project proposal for approval
by EC. Both will be maintained in duplicate with one copy given to the patient at the time of
entry to the trial.

XtrI. TRAVELING EXPENSES FOR RESEARCH SUBJECTS

XM TRAINING TO II.NIESTIGATORSAND PERSONS INVOLVED

CCRAS, Hqrs, New Delhi will undertake the monitoring of progress of the tial aad data
analysis.

B. Data and safety monitoing board: AData and safety modtoring board @SMB) at Hqrs.
will carefully monitor the data and side effects during the period of study and put in a place
where by prompt reportilg of adverse events occur. The data will be reviewed as every 20
participants entered the study and administered the trial drugs. The research team will report
immediately to the PI and Data Modtoring Board if, any life threatening conditions whether
they are perceived to be study related or not. The Board decides whether the adverse effects
wanant discontinuation of the study protocol. Protocols will be written and approved for the
treament of study related adverse events.

A consolidatod amount of Rs.l00/- per visit i.e., on the lst day of recruitrnent after
screening, 8th day, l5th day and so on upto 45th day (weekly once).

Sho(-term two-day traioing will be provided to the Investigators and Laboratory
personnel involved in the multi-centric kial at CCRAS Hqrs. and Central Research lnstitute
(Ay.), New Delhi. The investigators and technicians will be detailed *"-.,j" clinical trial
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conduct and laboratory procedures in ordel to maintain the uniformity'

XV. LABORATORY INVESTIGATIONS

TheLaboratoryInvestigations@athological./Biochemical,etc'),whicharenot
available at research Institutes should be cooducted at identified reputed labs /Govemment

Institutes under intimation to this Council following codal fomralities'

r,$
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CENTRAL COUNCIL FOR RESEARCH IN AYURVEDAAND SIDDHA

CLIMCAL EVALUATION OF HERBAL PREPARATIONS IN THE

MANAGEMENT OF MANODVEGA (ANXTETY NEUROSIS)

WRITTEN INFORMED CONSENT FORM

CERTIFICATE BY INVESTIGATOR

I certiff that I have disclosed all details about the study in the terms easily understood

by the patient.

Sipature of the Investigator:

Name:

I have been informed to my satisfaction, by the attending physician, the purpose of the

clinical hial af,d the nature of drug treaftrent and follow-up, including the laboratory

investigations to be performed to monitor and safeguard my body firnctions.
I am also aware of my right to opt out ofthe trial at any time during the course ofthe

trial without having to give the reasons for doing so. I am willing to undergo any risk for

inclusion in this study.
I, exercising my free power of choice, hereby give my consent to be included as a

subject in the clinical trial on "Clinical evaluation of herbal preparations in the management

of Manodvega (Anxiety Neurosis)".

Date:

CONSENT BY SUBJECT

Sigrrahre or Thumb Impression :

Sipature or Thumb Impression:

Relationship

€urr15"l
To be tanslated into regional language.

Reg;istrar
anskriti Vishi,ravidyalava
- Shantikunj, Harid'imr:2494,!,

Date:

Date: Name of Witness:

Name of the Subject:



CENTRAL COUNCIL FOR RESEARCH IN AYURVEDAAND SIDDHA

CLINICAL EVALUAIION OF HERBAL PREPARATIONS IN TTIE MANAGEMENT OF
MANODVEGA (ANXIETY NEUROSIS)

PATIENT INFORMATION SHEET

What is the study obout?

Chittodwega/ Manodwega is one of the Manasika Vikara mentioned in Ayurvedic
literature. The symptoms of this disease can be assumed mostly similar with the generalized
anxiety disorder (GAD). GAD is a disorder requires the presence of unrealistic or excessive
anxiety and worry, accompanied by synptoms from three of four categories: (l) motor
tension, (2) autonomic hyperactiviry (3) vigilance md ssanning, and (4) apprehensive
expectation. The anxious mood must continue for at least a month.

The Ayurvedic principle of synthesis of min4 body and soul to consider man as

integrated whole one, would help to treat mental disorders effectively. Medhya rasayanas and
Satvavajaya chikitsa are such a measures, which can be utilized for the treatnent of
Ch i ttodwega.4r4anodwega.

In Chittodwega./ Manodwega, when the mind is affIicted with anxiety, fear, agitation
etc. this leads to y/orry, apprehension, depression, psychological arousal as anget iritability
and ultimately lead to disturbaace in personal, familial and social harmony.

Alxiety disorders are .rmong the most prevalent psychiatic condition in the world.
Further, studies have persistently shown that they produce inordinate morbidiry, utilization of
health care services, and flmctional impairment. Recent studies also suggest that chronic
anxiety disorder may increase the rate of cardiovascular-related mortality. Hence, clinicians
in psychiatry and other specialties must make the proper anxiety disorder diaposis rapidly
and initiate treatment.

provides rational means for .the treatment of many disorders, which are
considered to be obstinate and incurable in other systems of medicine.

What will you have to do?

Your doctor will explain clearly what you have to do. It is important that you follow
the instructions scrupulously. The study will take approximately 45 days.

Before you start treatuent, during the first visit to the clinic, you will undergo a
complete physical examin4liq& required objective tests and laboratory investigations will
also be done.

Ifyou are found eligible, you would be put on trial treatment for 45 days.

At eacb visit, you will be supplied with suffrcient quantities of drugs to last until
your next visit. If any adverse reactions like skin allerg5 nausea, vomiting and
palpitation/tremor etc., noticed during the treatment period, this shoutd be noticed to
the Principle Investigeto r.

To be translated into tegional language.
.s5owq9"1
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CENTRAL COUNCIL FOR RESEARCH IN AYURVEDAAND SIDDHA

CLINICALEVALUATIoNoFHERBALPREPARiTIONSINTIIEMANAGEMENToF
MANODVEGA (ANXIETY NEUROSIS)

The following forms are given in ttre document - 'sarnple-research-protocol'pdf

CASE REPORT FORM - I - SCREENINC - BEFORE TREATMENT

CASE REPORT FORM - tr.ADMISSION

CASE REPORT FORM - III - INVESTIGATIONS

CASE REPORT FORM - IV - PERIODICAL OBSERVATION & ASSESSMENT
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