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“One Day Regional Training Programme for Admin Users of PDS 

(URKUND)” 
 

Jointly organized by  

Mahatma Gandhi Mission Institute of Health Sciences, Navi Mumbai 

 & INFLIBNET Centre, Gandhinagar, Gujarat  

On 
 

29
th

 August, 2019 (Thursday) 
 

Programme  Schedule 

(09:30 to 17:30)  

Sr. 

No. 
Time Program Speakers 

1. 08:30-09:15                       Registration 

2. 09:15-09:25 Welcome Address by Registrar, MGMIHS Dr. Rajesh B Goel 

3 09:25-09:35    Inauguration & Felicitation of Dignitaries 

4. 09:35-09:40 Address by MHRD /UGC Representative 

5. 09:40-09:45 
Address by Chief Guest Hon’ble Vice Chancellor, 

MGMIHS 
Dr. Shashank D.Dalvi 

6. 09:45-09:55 
Introduction to Ethics & Plagiarism by 

INFLIBNET 
Mr. Manoj Kumar K 

7 09:55-10:00 Vote of Thanks Dr. Sabita M. Ram 

8 10:00-10:30            Group Photograph & Tea Break  

9 10:30-13:00 Introduction to URKUND Plagiarism Check URKUND Team 

10 13:00-13:30                               Lunch 

11 13:30-16:30 Hands On/ Demo of PDS URKUND Team 

12 16:30-17:00 Discussion, Question Answer Session URKUND Team 

13 17:00-17:30 Summary & Feedback on Programme Dr. Himanshu Gupta 

 

For Registrations, please fill up the form available on the following link: 
https://forms.gle/aDrDMc2YjuoqkSYdA 

https://forms.gle/aDrDMc2YjuoqkSYdA


  

 

 

 

 

 

 

 

For details contact: 
 

Dr. Sabita M Ram 

Director (Research) 

Cell: +91 98210 27613 

Email: dirresearch.mgm@gmail.com 
 

MGM Institute of Health Sciences 

(Deemed to be University established u/s 3 of UGC Act.) 

Grade 'A' Accredited By NAAC 

MGM Educational Campus,  
Sector 1, Kamothe,  

Navi Mumbai-410209, 
Maharashtra State (India) 
 

Location Coordinates: 19.017412, 73.105131 
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Site Details
Principal Investigator Chhabda Tejinder Singh

Institution Name MGM Medical College & Hospital

Primary Address MGM Medical College & Hospital 
 
Address: N-6, Cidco, Aurangabad, Maharashtra 431003  
 
Phone: 0240 660 1100
Aurangabad
Maharashtra
India
431003

Site Staff Present

Name Role Visit Date

Shaikh Ayesha Site Coordinator 03-Sep-2019

Shaikh Yahiya Site Coordinator 03-Sep-2019

Bhale Pramod Co-ordinating Investigator 03-Sep-2019

Chudavekar Mahesh Site Coordinator 03-Sep-2019

Ansari Ashfaque Sub Investigator 03-Sep-2019

Chhabada Tejinder Singh PI 03-Sep-2019

Chakkarwar Amey Co-ordinating Investigator 03-Sep-2019

Rajput Yuvraj Co-ordinating Investigator 03-Sep-2019

Thakur Lindpadmaja Site Coordinator 03-Sep-2019

Non Site Staff Present

Name Role Visit Date

Oza Jasmita CRA 03-Sep-2019

Site Visit Summary

None

New and Outstanding Action Items
21-000003
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New and Outstanding Action Items

Issue No. Description

Date Identified 16-Sep-2019 EDC Access for PI is yet to be created

Date of 
Completion

 

Status Open Corrective and/or Preventive Action

Protocol 
Deviation

No

Issue No. 21-000006 Description

Date Identified 18-Sep-2019 EDC Account for PI-Dr Tejinder Chhabada is yet to created

Date of 
Completion

 

Status Open Corrective and/or Preventive Action

Protocol 
Deviation

No

Issue No. 21-000005 Description

Date Identified 16-Sep-2019 Updated IU including Dr. Asfaque Ansari as a ENT specialist needs to be collected .

Date of 
Completion

 

Status Open Corrective and/or Preventive Action

Protocol 
Deviation

No

Documents Collected
Document Collected Comments

No records available.

1 INVESTIGATOR’S RESPONSIBILITY

Evaluation Response

Have the following items been discussed as per ICH GCP/ regulations/ sponsor requirements?

a. Investigator and site staff responsibilities Yes

Comments : 
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1 INVESTIGATOR’S RESPONSIBILITY

Evaluation Response

GCP training as per “GCP and Investigator Responsibilities” slides was discussed with site team. Training provided to all site members listed in the 
delegation log ;-
Dr Tejinder Chhabada :-PI
Dr Yuvraj Rajput :-Co-PI 
Dr Pramod Bhale :Co-PI . 
Dr. Amay Chakkarwar :-Co-PI
Dr. Ashfaque Ansari :-ENT Nasal Examination 
Linpadmaja Thakur :CRC 1
Yahiya Shaikh:CRC 2 
Mahesh Chudavekar :-CRC3
Ayesha Shaikh:-CRC 4
Kalyani Akolkar :-Study Nurse 1
Satyasheela Kamble :-Study Nurse 2 

b. Requirement for protocol adherence Yes

Comments : 
protocol ver 2.1 dated 21 Dec 2018 was discussed along with the IB for Tapentadol Vers 5 dated 01 Mar 18 sponsor has provided memo to protocol 
dated 6 Aug 19 has been explained to site and site was asked to notify the same to EC.
PI had following query 
PI:-Can Up titration of doses be allowed during treatment . 
CRA:- No , uptitration of doses will not be allowed during the study . However, frequency of study drug can be adjusted on 24th, 48th, 72nd and 96th 
hr accordingly . Rescue medication can be given as permitted by protocol . 
PI :-C-sections can be included in the study ? 
CRA:-No , as Pregnancy and lactation are exclusion criteria. 
PI:-Are analgesic be allowed prior to the randomisation. 
CRA:-Yes, Analgesic will be allowed prior and during the surgery and not allowed post surgery .

c. Medical care of trial subject Yes

Comments : 
PI was informed this being a phase III study, he would be expected to continue medical care of the subject as per routine practise, keeping in mind the
protocol requirements of visits and assessment

d. Delegation of study tasks; delegation to qualified staff Yes

Comments : 
PI and site staff were informed about correct delegation of staff to various activities pertaining to the trial as per
ICH GCP principles, during this visit. Delegation log was completed by PI and the site team were delegated to
activities as per their training, education and experience.

e. Time allocation to the study by the study staff Yes

Comments : 
Recruitment period of 01 month was informed to site and approx 4 -05 subjects per week needs to be enrolled

f. Need to prevent unauthorized access to study documentation, confidential study information and study supplies, Yes
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1 INVESTIGATOR’S RESPONSIBILITY

Evaluation Response

including the investigational product

Comments : 
PI and his team was informed that the source documents (Original/ attested Photocopies) and study material shall be maintained under secured access 
in cup boards at clinical research room . Documents will only be accessed by the research team. Apart from Source documents, IP must be too in the 
secured area. The access to IP and source documents must be restricted.

g. Requirements for day-to-day storage and archival of documents Yes

Comments : 
All the study related documents will be stored in the cupboards. Site was requested to store all the documents in one cupboard and to label it. The study 
coordinator was asked to ensures that all study documents are placed in cupboards before they leave for the day.

2 PROTOCOL & AMENDMENT(S)

Evaluation Response

Have the following topics been discussed?

Please provide the details of Final Version of the Protocol and Protocol Amendments (If any) that were discussed Yes

Comments : 
Protocol version 2.1 dated 21 Dec 2018 was discussed during the visit. No concern was raised from PI or his team.

a. Rationale Yes

Comments : 
Study rationale was discussed with the team and site team do not have any question pertaining to rationale

b. Inclusion/ exclusion criteria/ withdrawal criteria Yes

Comments : 
Eligibility criteria and discontinuation criteria were discussed with the study team during the visit. It was informed that screening and randomization
check list along with signed and dated ECG, Lab reports , Urine reports and nasal examination has to be shared with CRA and SIRO medical team for 
review receptively after the screening and before randomization of the subject. 

c. Study flow/ procedures Yes

Comments : 
The study flow and procedures were discussed and explained to the site staff. Laminates and source notes were used for the training the site staff.

d. Investigational product handling Yes

Comments : 
IP was received by the site on 07-Sep-2019, all details of IP handling along with temperature log and instruction to use the thermos hygrometer were 
shared with site. Primary CRA, Mr Prashant has mail confirmation for drug being fit for use and transit temperature log along with shipment document 
in the ISF.
Site was also informed that each kit would contain the following and the storage condition. Tapentadol: 2 Nasal sprays -Storage conditions 20- 25 °C in 
Upright condition, excursion permitted between 15 °C
to 30 °C
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2 PROTOCOL & AMENDMENT(S)

Evaluation Response

Tramadol: 12 ampules and 6 strips containing 10 capsules/ strip.
Storage conditions Tramadol ampoules: store under 25 °C, dry place.
Storage conditions Tramadol capsules: store under 25 °C, dry place, protect from light.

IP will be Stored at controlled access cupboards.

Site was informed each subject would be dispensed 1 kit as per randomization schedule and the medication would be dispensed on daily basis as per 
dose and frequency. The IP kit is to be maintained under protocol specified conditions at all times even when dispensed to the subject and treatment is 
ongoing.

e. Efficacy and safety end points/ parameters Yes

Comments : 
Primary and secondary efficacy endpoints and safety monitoring parameters were discussed with site and importance of accurate administration of 
patient reported outcome was emphasised during the discussion.

f. Study specific evaluations Yes

Comments : 
Protocol was discussed w.r.t schedule of events. Site was informed about the lab parameters, ECG and other procedure timepoints. Laminates were 
shared to explain the flow of activities per protocol.

g. Concomitant medications Yes

Comments : 
Protocol was discussed w.r.t permitted and prohibited medications. Site team was informed all the pre, during and
post-surgery medications would have to be entered in EDC.

h. Study completion/ early patient withdrawal/ study timelines Yes

Comments : 
It was informed that though the study treatment duration was for 5 days, subject could be discharged after 72 hrs if the pain score was 0.

i. Study logistics Yes

Comments : 
SIV kit consisting Site file (03), Source notes , Eligibility checklist , Patient file, Thermohgrometer , EDC access Form was provided to the site . 
Site was provided with the contact details of CTA for any need of any logistics.

j. The process of protocol amendment(s) and responsibilities of investigator site in relation to protocol amendment(s) Yes

Comments : 
The site was trained on the process to be followed in case of amendment to the study protocol including EC submission and Approval, DCGI approval.. 
etc

k. Protocol deviations and violations, its documentation and notification process Yes

Comments : 
The site was informed about the process of reporting Protocol Deviations (PD) and violations. The site has been informed to notify any observed PD’s 
or Protocol Violations to the EC and to obtain acknowledged copy. Possible PDs were also discussed with the site.
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3 RECRUITMENT AND STRATEGIES

Evaluation Response

Items discussed

a. Recruitment (number, timelines) and global status (if applicable) Yes

Comments : 
The CRA informed the site about the recruitment target of 10 patients per week . Recruitment period of 01 month was informed to site. PI and his team 
were informed that per the current recruitment timelines, site needs to screen patient till end of Sep. PI was told that incase of any extension in the 
recruitment period, CRA will revert immediately.

b. Strategies for recruitment: advertisements, camps, referrals etc. Yes

Comments : 
The site team has confirmed that they will be able to get the patient form the OPD. PI will not refer patients from other source.

4 INFORMED CONSENT PROCEDURE

Evaluation Response

Items discussed

a. The procedure for obtaining & documenting consent (where applicable Audio Video Consent) Yes

Comments : None 

b. Need to use the current IRB/IEC approved version/ translations Yes

Comments : 
it was informed to the site to use the EC approved version to obtain informed consent form (ICF) as per the EC
approval letter. In case of revision to the approved ICF’s, site was advised to use it for consenting post EC Approval. In the
meantime, updated safety information if any, must be shared with the ongoing subjects at the earliest possible.
Site was advised to document this is the subjects source notes.
Currently aproved and implemented ICFs are mentioned below
English:Master Version 2.1 dated 21 Dec 2018
Marathi: Reference: Version: India – Marathi – Version 2.1 dated 16 Jan 2019; Reference: English- Master Version
2.1 dated 21 Dec 2018
Hindi:Version: India – Hindi – Version 2.1 dated 10 Jan 2019; Reference: English- Master Version 2.1 dated 21
Dec 2018

c. Scenarios for using legally acceptable representative/ and/or impartial witness Yes

Comments : 
The site was informed about the following: -
I. Illiterate patient: Thumb impression of the patients must be obtained on the ICF in the presence of the Impartial witness. Impartial witness must be 
present during the consent administration process incase patient is unable to read the consent document.
ii. All necessary information about subject and impartial witness must be collected by the site in compliance with local requirements. (including 
identity proof of the IW)
iii. IW has to be impartial to the site and its team members. Hence Subject’s relative could act as IW

d. Need to inform serious GCP violations related to informed consent to the IRB/IEC Yes
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4 INFORMED CONSENT PROCEDURE

Evaluation Response

Comments : 
Importance of notifying GCP violations to the EC was shared with the site. Site was explained about the important of the ICF process. Site was told 
that any violation in the consent process will be considered as serious GCP violation and each violation must be notified to EC immediately.

e. The site’s responsibility to provide a copy of the subject information & signed informed consent form including 
insurance obligations to the subject in the language best understood (read and write) by the subject.

Yes

Comments : 
Prior to consenting, site was advised to confirm the language best understood by the patient and/or the LAR and document the same in source

f. The site’s responsibility for documentation of the subject’s/ patient’s written consent prior to the performance of any 
protocol procedures

Yes

Comments : 
ICH GCP requirement of obtaining consent prior to performing any study specific procedure/ activity was emphasised

5 SAFETY REPORTING

Evaluation Response

Have the following topics been discussed?

a. Definition, reporting methods and timelines for adverse events (AEs) Yes

Comments : None 

b. Definition, reporting methods and timelines for serious AEs (SAEs) Yes

Comments : None 

c. Requirements for follow up of subjects Yes

Comments : None 

d. Withdrawal of subjects as an investigator decision Yes

Comments : None 

e. Procedures for reimbursement of medical management and compensation discussed for AEs and SAEs respectively? 
(if applicable)

Yes

Comments : None 

6 INVESTIGATIONAL PRODUCT (IP) / NON_DRUG MATERIAL

Evaluation Response

Have the following topics been discussed?

a. Investigator’s Brochure/ summary of experience with IP including safety profile of IP or package insert Yes

Comments : 
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6 INVESTIGATIONAL PRODUCT (IP) / NON_DRUG MATERIAL

Evaluation Response

IB Ver 5 dated 1 Mar 2018 was discussed during this SIV .

b. Need for controlled access to the IP Yes

Comments : 
Site was reminded to maintain IP in secured location at all times. All used and unused medication must be accounted as per the IP accountability log.
also Form 6 and 7 to be maintained for all the IP stocked at site

c. IP process at site, including  shipping to and receipt at site, storage, handling, re-ordering, return and destruction Yes

Comments : 
site was trained that:
1] CRA to be informed of IP stock at site on weekly basis to allow for re-ordering of IP if required
2] shipment form and form 6 sent with each consignment to be acknowledged by site and shared with CRA real
time.
3] CRA would share the transit temperature logs which are to be filed along with the shipment forms in the ISF.
4] No IP to be destroyed unless approved by Siro and Sponsor\
5)Site was also informed to store IP below 25 degrees and at upright position .

d. IP handling on patient level, including  dispensing to and return from subject, handling of unused medication and 
empty medication containers

Yes

Comments : 
Site was trained each subject would be assigned a kit which would contain IP sufficient for complete treatment and
back-up in case of exigencies. IP assigned to a patient should be promptly labelled with subject No and date of Randomization.
only trained nurse/ delegated team to handle IP administration at assigned time and IP to be maintained at
controlled temp at all times

e.  Need for appropriate temperature conditions and temperature control, including action items in case of deviations 
(e.g. contact monitor, quarantine).

Yes

Comments : None 

f. Accountability procedures and documentation; criticality of 100% accountability of all IP, including discussion on 
relevant logs and forms

Yes

Comments : 
Importance of 100 % accountability of the IP was discussed with the site. Site agreed to follow the same. Site was explained about the IP logs and 
forms required for the accountability of the IP. Site agreed to do follow all the protocol requirements.

g. The importance and process for return of expired IP Yes

Comments : 
The site was reminded to ensure that the expiry date is checked prior to dispensing of the study medication. Site was told to keep the expired IP kits 
separately and inform CRA immediately. Post CRA approval, the expired IP must be quarantined. The destruction/ return of the IP will be done post 
sponsor's approval. CRA must be notified immediately incase of IP misplaced. 

h. Handling of NON DRUG MATERIAL (including shipment, accountability, return and documentation) Yes

Comments : 



SITE INITIATION REPORT

ASD-CO-0021 Version: 06 Effective Date: 20 August 2019 Page 9 of 17

Protocol No. Torrent/ Tapentadol Sponsor Name Torrent Pharmaceuticals

Site No. 21 Date of Visit 03-Sep-2019

Date of Last Visit  Visit No. SIV

Generated on : 23-Sep-2019 07:24 GMT

6 INVESTIGATIONAL PRODUCT (IP) / NON_DRUG MATERIAL

Evaluation Response

site was advised to maintain accountability of non drug materials like ICF, Patient materials like questionnaires. All records must be maintained right 
from shipment request to receipt and acknowledgement. Site was informed that incase of requirement any material, they must contact CRA 
immediately.

7 RANDOMIZATION PROCEDURE

Evaluation Response

Have the following topics been discussed?

a. Randomization procedure for the study (e.g., IVRS or manual etc.) Yes

Comments : 
Site was informed that it is Open label study. Patients will be randomized as per randomization schedule . Site Specific randomisation chart was 
explained to the team

b. Emphasized that the randomization sequence must be followed strictly Yes

Comments : None 

8 CASE REPORT FORM

Evaluation Response

Have the following topics been discussed?

a. Procedures for Completion and correction conventions of CRFs as per CRF completion guidelines (CCG) Yes

Comments : 
Site was trained on the eCRF and reminded to refer to the CCG while capturing data in the eCRF. Site was informed that eCRF completion timeline of 
05 days within the actual visit . The reference range for all lab parameters was shared with EDC team. 

Site was informed about the importance of timely entry of the data. Site was explained that each term in the AE page is important and must be filled 
with the complete and proper medical terminology as it is used for the medical coding. Site was emphasized about the reference range values and the 
units to be entered in the RDC. Site agreed for the same.

b. Expected CRF completion timeline(s) Yes

Comments : 
Site was advised to capture data in eCRF within 2-3 days upon completion of source notes. CRA shall follow up
with the site for CRF completion on regular basis.

c. The data query process that will be used for the study with detailed discussion on following:
•	What will generate a query?
•	How are the queries sent out? 
•	What should the site do with the query?
•	What is the expected response time from the site?
•	What happens once the site returns the query?
•	What is required from the site to close the query?

Yes
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8 CASE REPORT FORM

Evaluation Response

Comments : 
Basically, three types of queries shall be generated by the eCRF, Auto query, CRA query and DM query. Query
raised by CRA/ DM shall have to be answered within 02 working days. Auto query are self-resolved on correction
of data while query raised by CRA and DM can be closed by respective person who has raised the query. Once the
response provided are satisfactory, the query raised shall be closed by the respective member

d. Importance of data being accurate and complete prior to monitor’s visit. Yes

Comments : 
Importance of capturing data in eCRF prior to monitoring visit was advised

e. Completion and correction conventions for special tools, diaries, etc., that are created for the study. Yes

Comments : 
Site was reminded to make subject correct entries in questionnaires along with sign and date. Similarly all changes
in source should be accompanied with attestation and only then data in EDC to be changed

9 MONITORING

Evaluation Response

Have the following topics been discussed?

a. Purpose, frequency and duration of monitoring visits Yes

Comments : 
Monitoring shall be performed to confirm that the study is being conducted in accordance with ICH GCP. Post
confirmation of completion of data entry in eCRF, a site visit shall be planned within 10 days of FPI. Subsequent visits will be after every 3-4 weeks 
depending on enrollment at site. These timelines may change subject to the number of patients at the site and the data at the site.

b. Need for direct access to source documents, study facilities and personnel Yes

Comments : 
Site was advised to ensure appropriate Source documents(SD) IPD files (and its attested copy) and study
documents are made available to the monitor during the monitoring visit along with delegated site staff as
required. Tour of facility may also be required to reconfirm the storage of IP, Study files.

c. Availability of source documents and all study records for monitoring Yes

Comments : 
Site was advised to ensure appropriate Source documents(SD)including ICF and its process documentation, Medical History , Admission notes, 
surgery notes from surgeon, anaesthesiologist and nurses IPD files (and its attested copy) are made available to the monitor during the monitoring visit 
along with delegated site staff as required. 

Site was also reminded not to duplicate data if already present in Doctor/ nurse's notes/ IPD notes.

d. Availability of site staff to assist with CRF review and queries Yes
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9 MONITORING

Evaluation Response

Comments : None 

10 SOURCE DOCUMENTATION

Evaluation Response

Have the following topics been discussed?

a. Source document is the first place where an activity is recorded. Yes

Comments : 
Importance of maintaining all source documents wherein the first entry was captured was discussed with the site.
In case the site is unable to maintain originals in patient files, site was advised to maintain attested photocopies
and make the original available for CRA’s review at least one during the monitoring visit. All IPD notes, surgery
notes from surgeon, anaesthesist and nurses to be made available for CRA’s review.
site was also reminded not to duplicate data if already present in Doctor/ nurse's notes/ IPD notes.

b. Site method of source documentation and the need for consistency across all subjects on study. Yes

Comments : 
Site's method of source documentation was discussed. source worksheet was share din case site wished to use the
same for the study after EC notification.

c. The need for data in source and CRF to be consistent; any discrepancies must be clarified. Yes

Comments : 
Site was advised to capture patient data in the eCRF as is, any discrepancies noted must be clarified with
appropriate comments

d. Special data collection tools/sheets (SDV worksheet) if used to record source data. Yes

Comments : None 

e. Examples of source documents shared: which can include but are not limited to the following: hospital/ clinic charts, 
informed consent documents, laboratory requisition forms, laboratory reports and other records at the laboratory, 
diagnostic test (MRI, X-ray, ECG scans) and reports, subject diaries, medical history questionnaires or case histories, 
protocol- specific worksheets, drug dispensing/pharmacy logs, telephone logs, subject letters to the investigator, 
recorded data from automated instruments, microfiches, photographic negatives, microfilm or magnetic media etc.

Yes

Comments : None 

f. Need to certify / attest any photocopies of source data Yes

Comments : 
Site team was advised to attest all photocopies by the PI/ delegated personnel post review against the originals

g. Process and requirements of source data verification, necessity of access to source data by study monitor Yes

Comments : 
The site was advised to maintain all originals and attested photocopies for CRA’s review. Originals of the



SITE INITIATION REPORT

ASD-CO-0021 Version: 06 Effective Date: 20 August 2019 Page 12 of 17

Protocol No. Torrent/ Tapentadol Sponsor Name Torrent Pharmaceuticals

Site No. 21 Date of Visit 03-Sep-2019

Date of Last Visit  Visit No. SIV

Generated on : 23-Sep-2019 07:24 GMT

10 SOURCE DOCUMENTATION

Evaluation Response

photocopies shall have top be provided to the CRA atleast once during the study for review

11 ELECTRONIC SOURCE DATA/ DOCUMENTS

Evaluation Response

a. Whether site has capability of capturing source data electronically? No

Comments : None 

b. Will these electronic documents be available for monitoring in case source data is captured electronically? (Please 
mention whether CRA will be provided access to sites system with CRA specific credentials or site is willing to maintain 
printed true copy of the source data and is willing to allow spot checks by monitor as per monitoring plan)

NA

Comments : None 

c. Is a documented process established at the site describing the following:
•	Regular back-up of data on the system
•	Back-up media storage in a secure location (preferably away from the investigator site)
•	Contingency plan (e.g., paper record) in case system becomes unavailable
•	Accessible data during archive period
•	Access restricted to authorized individuals?

NA

Comments : None 

d. Does a full audit trail exist (including what was entered, who entered it, when it was entered and, if appropriate, why 
it was changed)?

NA

Comments : None 

e. Is the system compliant to 21 CFR part 11 or Sponsor requirements? NA

Comments : None 

f. If required, Can the electronic source be printed? NA

Comments : None 

12 ELECTRONIC DATA CAPTURE (if applicable)

Evaluation Response

a. Is there a computer available at site that will be used for the study? Yes

Comments : None 

b. Is the internet access suitable for direct data entry (access control, confidentiality etc.)? Yes

Comments : 
EDC access for the CRC-Lindpadmaja Thakur has been generated
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12 ELECTRONIC DATA CAPTURE (if applicable)

Evaluation Response

c. Is there IT/Computer support staff available at the site? If yes, <provide name> Yes

Comments : None 

d. Is the site staff trained on EDC procedure, password policies and helpdesk for EDC? Yes

Comments : None 

e. All study data  have to be maintained in the site even after study completion. Yes

Comments : None 

f. Were EDC accounts for Investigator and delegated site personnel activated? Yes

Comments : 
EDC account has been activated for CRC- Linpadmaja Thakur has been created on 23-Aug-2019.
PI EDC account yet to be created. Issue raised for the same

13 LABORATORY AND PHARMACOKINETIC (PK) SAMPLE HANDLING

Evaluation Response

Have the following topics been discussed?
Note: If no PK samples are required, indicate so in comments and use section to answer for clinical laboratory.

a. has site been informed to inform CRA in case of change in reference ranges? Yes

Comments : 
Importance of sharing updated and latest lab reference ranges was emphasised during the discussion. Site was informed that lab reference ranges are 
already entered in the EDC by data management team of SIRO and hence site has to enter only the value of the lab test in the system. 

Site was informed that incase of any change in the lab reference range, CRA must be informed immediately, as the updated information needs to be 
informed to the SIRO-DM team. 

Site was told that timely information will avoid any unnecessary query generation from Data Management.

b. will site be maintaining a Test Requisition form for local lab samples? Yes

Comments : 
site was asked to prepare a TRF for the study to ensure none of the tests were missed to be performed at screening and EOS.

14 AUDITS & INSPECTIONS

Evaluation Response

Have the following topics been discussed?

a. Possibility of audits, regulatory inspections at the site Yes

Comments : None 
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15 INSTITUTIONAL REVIEW BOARD (IRB)/ INDEPENDENT ETHICS COMMITTEE (IEC) 
REQUIREMENTS

Evaluation Response

a. Was the site informed about the need for IRB/IEC approval of protocols, informed consents, all amendments and 
addenda, all other required documentation and any other written information provided to subjects?

Yes

Comments : 
Site was informed about the possibility of Audit and/ or inspections and that Siro (CRO) and Torrent (Sponsor) team should be
informed if any such information was made available to site directly.

b. If the investigator or any study team member is a member of the IRB/IEC, it must be documented that they 
abstained from deliberation/ voting.

Yes

Comments : 
Site was aware of the need to obtain EC approval for any revision in the study documents like the protocol, ICF etc

c. A copy of the IRB/IEC approval for essential trial documents must be filed in the Site Master File Yes

Comments : None 

d. Were the requirements of periodic updates to IRB/EC discussed? Yes

Comments : 
Site was advised to confirm the periodic update requirement on half yearly basis as stated in the EC SOP

16 INVESTIGATOR SITE FILE

Evaluation Response

Have the following topics been discussed?

a. ISF organization (including discussion of study specific logs and forms discussed with study personnel) Yes

Comments : 
ISF was organized during the visit with all original documents like CV, IU,PSP, EC communications filed in the
respective sections. completion and filing of all logs and forms was also explained

b. Importance of maintaining the ISF up-to-date Yes

Comments : None 

c. Were the documents as per ASD-CO-0054 filed in the ISF? (If any documents collected during the visit, please 
mention in comments)

No

Comments : None 

17 ADEQUACY OF FACILITIES AT SITE AND SITE STAFF

Evaluation Response

Have the following topics been discussed/ facilities been visited?

a. Clinical site facilities Yes
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17 ADEQUACY OF FACILITIES AT SITE AND SITE STAFF

Evaluation Response

Comments : None 

b. IP storage facilities Yes

Comments : None 

c. Laboratory facilities Yes

Comments : None 

d. Study records/ document storage facilities/ archival facilities Yes

Comments : None 

e. Site staff adequate Yes

Comments : None 

18 STUDY CONTACTS

Evaluation Response

Have the following topics been discussed?

a. All parties involved on behalf of sponsor who will interact with investigator site or provide support Yes

Comments : 
contact list was shared with site and also filed in the ISF

19 FINANCIAL ASPECTS

Evaluation Response

Have the following topics been discussed?

a. Financial aspects and terms of payments of investigator and procedures for raising invoice Yes

Comments : 
process of raising invoice was explained. post monitoring, CRA would inform site of visits/ patients monitored and
according to the CTA, the completed visits would be paid against an original invoice form site.

b. Financial aspects and terms of payments of other parties in the study, e. g. laboratory, pharmacy etc. If yes, please 
specify under comments.

Yes

Comments : 
As captured in the site specific ICF, a total of INR 500 shall be provided to the participating patients towards travel
reimbursement as per site agreement. Site was advised to maintain supporting travel tickets and documents for
inhouse fling.

c. Financial aspects and terms of payments for patient travel reimbursement Yes

Comments : None 
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20 SITE CLOSE-OUT REQUIREMENTS

Evaluation Response

Have the following topics been discussed?

a. Purpose of close-out visits. Requirements & activities for site close-out, archival location and payment requirement 
for archival (if applicable)

Yes

Comments : 
Archival period for the study documents post close out visit is planned for 5 years. Alternatively all the study
documents may be archived at a Third Party Vendor approved by the sponsor. EC and site SOP/ policy, allows third
party archival and the Site does not foresee any challenge as of now

b. Requirements for notification of study end Yes

Comments : 
The completion of the study shall be notified to the site EC.

21 GENERAL COMMENTS

Evaluation Response

GENERAL COMMENTS NA

Comments : None 

22 STUDY MATERIAL

Evaluation Response

List study material provided to site before or at SIV Yes

Comments : 
Following were provided to site:

ISFs
ICFs and patient questionnaires
Stationary
Source Notes
IT access form 
Thermo hygrometers

23 ACTION ISSUES

Evaluation Response

Were there any action items / issues observed or resolved during the visit Yes

Comments : None 
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24 SITE STATUS

Evaluation Response

SITE ACTIVATED i.e., allowed to start subject screening Yes

Comments : 
Site was initiated on 03Sep2019, however, the activation was done on 13Sep2019. The screening at the site started on 13-Sep -2019. 

SITE NOT ACTIVATED for following reasons: Yes

Comments : None 

Site Initiation Visit Report Review and Finalisation

Author

Prepared by Oza Jasmita e-Signature

Date of First Draft Submitted 
for Review

16-Sep-2019 Oza Jasmita (jasmitao) /
Mon Sep 16 2019 07:07:58 GMT-0000 (GMT)

Meaning of Signature : Content Approval
 

Reviewer(s)

Reviewed by Reviewed Date e-Signature :

Verma Mascha 23-Sep-2019 Verma Mascha (maschav) /

Mon Sep 23 2019 07:24:20 GMT-0000 (GMT)

Meaning of Signature : Management Approval

 

Approver

Approved by Verma Mascha e-Signature :

Approved Date 23-Sep-2019 Verma Mascha (maschav) /

Mon Sep 23 2019 07:24:20 GMT-0000 (GMT)

Meaning of Signature : Management Approval
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To, Date: 07 Nov 2019
Dr. Vasanti Kelkar,
Associate Professor
Department of Anesthesiology,
Mahatma Gandhi Mission's Medical College and Hospital,
N-6 Cidco, Auran gabad-43 1 003

Reference: CP/04llB: A Randomized, Open-label, Prospective, Comparative, Multi-centre,
Parallel group, Active controlled, Phase III Study to Evaluate the Efficacy and Safety of the

Ropivacaine Readyfusor 2mglml versus Ropivacaine Balloon Pump Infusor 2mglml as a
continuous surgical site infusion for the Treatment of Post-Surgical Pain in lower abdominal
laparotomy.

Subject: Confirmation letter of Site initiation visit on 09 Nov 2019

Dear Dr. Kelkar,

Thank you for confirming the Site initiation visit (SIV) at your esteemed site. I and Ms.
Ankita Singh (Assistant Project Manager, JSS Medical Research) will amive at your site on
09 Nov 2019, Saturday at 09:30 hrs for the above referenced Study. Dr. Sonali Jadhav
(Deputy Manager Medical and Safety Expert) Sponsor representative will accompany for the

SIV. The visit will last for One day.

In order to accomplish these objectives, I request that the following site personnel be

available for the visit:-

During the visit, we will accomplish the following:-
1. Study Overview and Timelines
2. Protocol Overview
3. Screening/ Enrollment expectations
4. Investigational Product Management
5 " Randomization Process

6" Consenting the patient:
o Importance of obtaining the informed consent before any study related

procedures are performed
o lJsing the appropriate EC approved. versions

,: '
r:'.:r-,,-:,. ir{,,.1,- i$on{identidl-ahr4Prdpcieta(jec*Srs,Med{ea}*tessarch{ndiaPri*db.timiied.'.:rr:i,r .,lj ;,,,i; :-..,..

Sr.
No.

Name Role in Study

1 Dr. Vasanti Prabhakar Kelkar Principal Investigator
2. Dr.Sanhita Kulkarni Jiten Co- Investigator
aJ. Dr.Shubhanei Arunrao Mande Co- Investigator
4. Dr. Bohra Palak Raiendra Co- Investigator

5. Mr. Shaikh Yahiya Ali Clinical Research Coordinator



. Consenting procedure for illiterate patients

. Filing of Informed Consent Forms
7 . CRF completion and verification/retrieval
8. Safety management
9. Investigator Site File overview
10. Source Documentation & Patient Flow
1 I . ICH GCP, New CT Rules 2019, Monitoring Expectations

Following supplies have been dispatched to your site prior to this visit:

For clarification/ support, please contact me at +91 9152240585 or khushbu.shah

@ ssresearch.com

Thank you for your cooperation and continuous efforts for the study.

I thank you in advance for your time and look forward to meeting you & the site team.

Sincerely,
'Wi^NoVwY
Ms. Khushbu Shah
Clinical Research Associate

Cc: Project Incharge
Project Management File - Site

Contldential and Proprietary to iSS Medical Research tnAia priuate Limiteci

Sr.
No.

Items Quantity

01 Investigator Trial Master File (Binder 1 & Binder 2) 02

02 Study Binder-ICF 01

03 Study logs Binder 01

04 Ropivacaine Readyfusor 2mglml solution for infusion in
administration system with other related supplies packet
in box

06

05 Baxter Balloon Pump box with other related supplies
packet in box

03

06 Aquamol Paracetamol Injection 36

07 HTC Thermo Hygrometer with Calibration certificate 01

OB Ropin 035 Yolryection 20 ml 09

09 Rando m rzation Enve I op e 09

Acknowledgment
Name: >L,V,P'\,1

^r'PVLry>,Signature:
\,, lzct.l
nature date
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Date:28 Jan2020

To
Dr. Deepak Sadashiv Bhosle
Department of I'hamacology,
Mahatma Gandhi l\4ission's (MGM)
Medical Collegc and Hospital, .

N-6, Cidco, Aurangabad- 431003

Protocol No: NG-Al 6

Protocol Titlc::. A Prospective, Multicenter, Ranclomized, Double-Blind, Phase 3 Study to Evaluate
the Safety and Efficacy of a Gel Formulation of Esmolol Hydrochloride (GalnobaxO) in Treating
Diabetic Foot Ulcers.

Subjcct: Follorv up Lettcr fol the Site Initiation Visit conducted on 7-8 Jan2O2O

Dcar Dr. Bhosle,

It was pleasure mecting witli you and your's study team members on 7-8 Jan2020 to conduct the
initiation visit for above mentioned Study.

The primary p ulpose of this visit was to train you and your staff on the protocol specific study
procedures:

The follorving items u,ere revierved during the visit,

1. Study Overvierv and Timelines

2. Protocol Overvierv

. 3. Screening/ Enrollment expectations

4. Investigational Product Management

5. Conscnting the patient:

o Importance of obtaining the infonned consent before any study related procedures
are performed

. Using the appropriate EC approved versions

. Filing of Infonled Consent Forms
6. Laboratory specimen collection storage and shipment
7. CRF completion and verification/retrieval
8. Adverse Event recording and reporting
9. Familillization of safcty rcporting formats and procedures/guidelines
10. Regulatory Documents & Investigator Site File overview
11. Visit to site facilities

' 12. Source Documentation & patient Florv
13. ICH GCP, Schedule y, Monitoring Expectatiohs

Study: NG_Al6 
confidential and Proprietary to JSS Medical Research India Private Lirnited

Site: MCM Hospiral Aumngabrd
Site In:itiation Vidit.Follow Up Letter ' 1:

JSS.MN-03 v 12.0 _ A,nex;;" )ai : Page I of '3



As a follow-up to this visit the action items for the site are as follows,

As a follow-up to this visit the action items for the CRA/ JSS India are as follows,

Sr.
'No.

Issue description Action Action by
whom
e.g. PI,
SI, CRC

Status (Open/ Closed;
if open mention expected
date of resolution)

I

CV & MRC and GCP
Certificate of Dr.
Chhabada (Un Blinded
Sub I) and CV and GCP
certificate of Dr. Amit
Dr. Snehal

CRC to be share the copy
of the same with CRA

CRC &
Sub I

Open/ 4tr Week of Jan
2020

2.
Accred itation Certifi cate
of local Lab

CRC to provide copy of
the same

CRC Open/ 4ft Week of Jan
2020

Copy of the CDA to be
shared with monitor &
ISF to be updated
aicordingly

CRC to proVide the copy
of the same

CRC Open/ 4ft Week of Jan.
2020

4.

FDF to be completed for
Dr. Chhabada, Dr. Amit
&. Dr. Snehal

CRC to provide the copy
of the same with monitor

CRC &
Sub I's

Open/ 4e Week of Jan
2020

5.

Calibration Certificates of
deep freezer, ECG,
Centrifr-rge,

Thermohydrometer etc.

CRC to provide the copy
of the same with monitor

CRC Open/ 4tr Week of Jan
2020

Issue description Action by
whom e.g
Sponsor, PrI,

Status (Open/ Closed;
if open mention
expected date of

Follow up with the
site team to close all
the open action item

Contact the CRC and get the
action items closed

Open/ 4tr Week of Jan

To share the SIV ..

Report and the
Follow up letter to
site (With in timeline)

To prepare the report and
Follow up letter

Open/ 4m Week oiJan
2020

I would also like to thank you & your study team for the availability during the visit.

If you should have additional questions regarding the initiation visit or study, please contact me at+9 I -9 820 r20 83 6 / 0222 s 1267 82 br email at rueba-paretkar@i ssresearch cnrn

Study: NG-A16
confidential and Proprietary to JSS Medical Research India private Limited

Site: MCM Hospital Aurangabad
Site Initiation Visit Follow Up Letter
JSS-MN-03 v 12.0 - Annexure XIX Page 2 of 3

Sr.
No.

Action

1.

CRA

2.

CRA



I look forward to your kind cooperation & suppoft.

Sincerely, 
.,-

--'{*Y*rffit;*
Clinical Research Associate

Cc: Project Management File - Site

Acknowledgrnent
Name: i, w*AM.t -r-WJ"rq-tu Signaturedate:E*4 FcA c-t +-

Study: NG-AI6 
confidential and Proprietary to JSS Medical Research India private Limited

Sitc: MC,\l llos|i1-l Aurangrbad
Site Iuitjation VisiL Follow 

-Up 
Letter

JSS-NIN-03 v I2.0 - Amexure XIX Page 3 of 3
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JSS Medical Research India Private Limited
Monitoring

Form Title: Site Visit Log
SOP Number:
J S S-MN.O3

Current Document Version
Number: 1.0

Prev
Vers

ous Document
on Number: None

Document Date:
29 Nov 2019

Sponsor Name:
Glasshouse Pharmaceuticals
Limited Canada

Site Name
Mahatma Gandhi
Mission Medical
College & Hospital

Site Nurnber: 04 Site Address:

MGM Medical College
& Hospital, N-6, cidco,
Aurangabad, 431003,
Maharashtra

Protocol No: GH-SL-IN-01 Investigators Name: Dr. Ashish Deshmukh

Protocol Title:

A Prospective, Double-blind, Randomized, Parallel-Group, Vehicle-Controlled,
Multicenter Study to Evaluate the Safety and Bioequivalence of Mupirocin Cream
USP 2% (Supplied by: Glasshouse Pharmaceuticals Limited Canada) using
Mupirocin Cream USP 2% (Manufactured by: Glenmark Pharmaceuticals Inc; USA)
as a Reference Product, in Subjects with Secondarily Infected Traumatic Skin
Lesions

Sr.
No.

Date Type of Visit*

Name of
Monitor/
Sponsor

Representative

Monitor/Sponsor
representative

Principal Investigator/Sub

Investigator

Signature Date Signature Date
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*pSSV: Pre-study Site Selection Visit, SIV : Site Initiation Visit, IMV : Interim Monitoring Visit, SCV : Site Close out Visit,
Othcrs : Audit. Comonitoring etc.

Confidential and Proprietary to JSS Medical Research India Private Limited .

Site Visit Log Page I of I
.lSS-MN-03 v 12.0 - Annexure XVII
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Subject: Fwd: RIS 1st Investigators meeting site presentation template 

 

 

---------- Forwarded message --------- 

From: VARSHA SUDHIR CHAUDHARY<varsha.sudhir@cmcvellore.ac.in> 

Date: Mon, Mar 2, 2020 at 2:29 PM 

Subject: Re: RIS 1st Investigators meeting site presentation template 

To: haseeb mohd <mohdhaseeb181@gmail.com>, drmadhuriengade@gmail.com 

<drmadhuriengade@gmail.com> 

Cc: wellcome <wellcome@cmcvellore.ac.in>, Prasanna Samuel 

<prasanna.samuel@cmcvellore.ac.in>, Venkata Raghava <venkat@cmcvellore.ac.in>, gkang 

<gkang@cmcvellore.ac.in>, GAYATHRI S <gayathri.s@cmcvellore.ac.in> 

 

 

 

 

Dear Dr Haseeb/Dr Madhuri, 

 
As discussed, please find attached the logbook and case report form as 

well as the guidelines to fill the same for RIS 

study. The Parent Information sheet (PIS) and  Informed Consent 
Form (ICF) as shared in Hindi and Marathi earlier may be used as such.  

 

Request you to initiate the enrolment and data collection for all 
eligible cases admitted from the date of EC approval at 

MGMC, Aurangabad (07.02.2020). Consent for discharged cases 

will need to be taken from their homes in the current date. 
 

Kindly let us know if you have any queries. 

 
 Regards 

 
Dr Varsha ChaudharyCo-Investigator-RISThe Wellcome Trust Research 

LaboratoryDivision of Gastrointestinal SciencesChristian Medical 

College, VelloreTN 632004 India Mob +919930032195 
 

 
 

 



 

____________________________________________________________ 
 
From: VARSHA SUDHIR CHAUDHARY 
Sent: 02 March 2020 11:05 

To: haseeb mohd; drmadhuriengade@gmail.com 

Cc: wellcome; Prasanna Samuel; Venkata Raghava; gkang; GAYATHRI S 

Subject: RIS 1st Investigators meeting site presentation template  

Dear Dr Haseeb/ Dr Madhuri, 
 
 

Please find attached the template for a 5 minute site presentation from 
MGMC, Aurangabad at the 1st investigators meeting on March 13th 
2020. 
 

 
 

Kindly fill in the necessary details and share the presentation for 
compilation at the earliest. 
 

 
 

Regards 
 

 
 

Dr Varsha ChaudharyCo-Investigator-RISThe Wellcome Trust Research 
LaboratoryDivision of Gastrointestinal SciencesChristian Medical 
College, VelloreTN 632004 India Mob +919930032195 
 
 

 

--- Attachment: RIS Guidelines to fill paper Logbook Feb2020.pdf --- 

 

 

--- Attachment: RIS Instructions to fill paper CRF Feb2020.pdf --- 

 

 

--- Attachment: RIS Paper CRF Feb2020.pdf --- 

 

 



--- Attachment: RIS paper Logbook Feb2020.pdf --- 
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shaikh yahiya Ali <yahiya'mgmmcha@gmail'com>

M ffimml[
l" ^.-, ', rr--- eltfnracanfatiOnS

s*-rBGclcovrD-1g/lN-02- srv- 11 May- slv presentations

1 message
@

Bhasyashreeshevade.:?!19v1'I::,:;']^"1,i?SPji?:*Tearch'com>

10 MaY 2020 al14'23

?J'l':ffi :lff.iiA;i;ir""#rn'ry3933i9:I3h:"ff,
i"iiffi5trffi:eJ6i;:,*X"pqf"4"#g:H;Hf.ff'#m>' 

shaikh vahiva Ari<vahiva'msmmcha@smair'com>'

"T;;i:lrT,1HJliiiln*"v'l;;;;;dha'msmmcha@smair'com>

Dear Team,

AttachedaretheslVppts.foryourreference.

Regards,

BhagYashree

ral Sll-rB C O'C OVi O -t g -l t'l'0 1 
-S 

lV P rese ntati ons'zi p

ffi g8ooK
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MGM INSTITUTE OF HEALTH SCIENCES 

(Deemed University u/s 3 of UGC Act, 1956) 

Grade ‘A’ Accredited by NAAC 

MGM SCHOOL OF PHYSIOTHERAPY 
                                        Sector-1, Kamothe, Navi Mumbai – 410209 

 

 Mrs. Preeti Athavale, Assistant Professor, Department of Biomedical Engineering,   MGM 

Engineering college focused her talk on the steps required in order to take an idea from the 

stage of concept formation all the way upto prototype 

 Dr. Jennifer V D’souza, Assistant Professor, MGM School of Physiotherapy spoke about the 

need and opportunities that are available for innovation in rehabilitation. She sensitized the 

students to the already existing technologies and their limitations and pressed on the need to 

work in furthering innovation in various sectors of rehabilitation  

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Fig 2: Talk on identifying a clinical problem by Dr. Jennifer D’souza (PT) 

 

 Dr. Juhi Bharnuke (PT) presented an e-tour of Atal Innovative Mission (AIM) scheme by 

NITI Aayog, Government of India for financial aid provided to start-ups through tinkering 

labs, incubation centers and funding support to small and medium scale industries.  

 Dr. Arunkumar Lokandhe, Professor, Department of Biochemical Engineering, MGM 

Engineering college shared his story of success where he was able to recycle waste paper 

accumulated at institution’s and hospital level and how he was able to convert the waste 

paper into recyclable paper which could be used for various purposes. 

 

 

 

 

 

 

 



 

     

 

MGM INSTITUTE OF HEALTH SCIENCES 

(Deemed University u/s 3 of UGC Act, 1956) 

Grade ‘A’ Accredited by NAAC 

MGM SCHOOL OF PHYSIOTHERAPY 
                                        Sector-1, Kamothe, Navi Mumbai – 410209 

 

 

 

 

 

 

 

 

 

 

 

Fig 3: Attendees of Workshop 

 

 

 The session concluded with vote of thanks to students, speakers and organizers. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



Institution’s Innovation Council 
MGM Institute of Health Sciences, Navi Mumbai 

One day workshop on: “Shaping of Ideas for Innovation” 
Organised by MGM School of Physiotherapy, 

MGMIHS, Kamothe, Navi Mumbai 

On 10th October, 2019 (Thursday, 1:00pm to 4:00pm) 

 

Programme Schedule 

 
Time Topic Speakers 

1.00p.m. -1.15p.m. Opening Remarks: Sensitize students to 

Innovation  

Dr. Rajani Mullerpatan 

Professor-Director, 

MGM School of Physiotherapy, 

Navi Mumbai 

1.15 p.m. – 1.30p.m. Identifying Opportunities for Innovation  

in Rehabilitation  

Dr. Jennifer V D’souza (PT),  

Assistant Professor,  

MGM School of Physiotherapy, 

Navi Mumbai  

1.30 p.m. - 1.00 p.m. E-tour of Atal Innovation Mission 

(AIM) website 

Dr. Juhi Bharnuke (PT),  

Assistant Professor,  

MGM School of Physiotherapy, 

Navi Mumbai  

2.00 p.m. - 2.15 p.m. Process of Biomedical Device 

Innovation: a step by step approach  

Mrs. Preeti Athavale,  

Assistant Professor,  

MGM Department of Biomedical 

Engineering 

2.15 p.m.- 2.30 p.m. Making of Recyclable Pen: Success 

Story 

Miss. Palak Trivedi and  

Miss. Manasi  Desai 

(II BPT Students) 

2.30 p.m. - 3.00 p.m. Documentary: “The Art of Innovation”   

3.00 p.m. -3.20 p.m. Effective Recycling of Paper waste Dr. Arunkumar Lokhande,  

Professor, Chemical Engineering 

Department, MGM College of 

Engineering and Technology 

3.20 p.m. - 3.35 p.m. How Health Professionals can partner 

with Engineers? 

Interactive session between 

faculty  and students   

3.35 p.m. – 4.00 p.m. Valedictory and Vote of thanks 

 

Dr. Juhi Bharnuke (PT) 
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CONFERENCE REPORT 
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Nursing Research Society of India 
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Systematic Review: A tool for evidence based practice 
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Background 

Nursing Research Society of India - The birth of NRSI in the year 1987 had been a very 

significant landmark in the history of nursing profession in India in general and nursing 

research in particular. The society, NRSI, the first of its kind in India, is a premier 

organization.  The society was formed with the main aim of providing forum to nurse 

scientists by organizing conferences and workshops throughout the country to promote 

nursing research activities. 
 

Today, with 1700 members including 35 international members on its roll, it has moved to the 

fore front of promoting research, disseminating the research findings, providing the best 

evidence for nursing practice and positively influencing the quality of nursing practice and 

nursing education in India. The society is growing steadily larger and stronger. NRSI 

promotes synergistic collaboration in the conduct, dissemination and utilization of nursing 

research. 

MGM New Bombay College of Nursing is well known for its excellence in academic, co-

curricular and extra-curricular activities in the country and strives hard to keep up the quality of 

education to provide globally competent nurses. It is one among the pioneering institutes in India, 

for successfully conducting the NPCC programme (recognized by Indian Nursing Council and 

Maharashtra Nursing Council) from the academic year 2017-18. 

 

Systematic reviews integrate conscientious, explicit and judicious use of best evidences for 

exemplary decision making. A high quality systematic review is the most reliable source of 

evidence based practice generated from synthesized research findings. 
 

In the health care sector systematic reviews provide highest level of evidence for quality patient 

care. Nurses in various sectors perform vital roles in assimilating evidences for providing quality 

health services to the mankind globally. Despite nurses conducting independent and 

interdisciplinary researches, the contribution on systematic review continues to reside in a luminal 

space.  
 

Considering the demand of the hour the national conference “Systematic Review: A tool for 

evidence based practice” was organized on 28
th

& 29
th

 November 2019 and the Post conference 

workshop on “Protocol preparation of Systematic Review” on 30th November by MGM New 

Bombay College of Nursing in collaboration with Nursing Research Society of India (NRSI).  
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Aim  

The aim of the National Conference was to introduce participants to various components of 

Systematic Review and familiarize them with different analysis software. 

 

Objectives  

At the end of the conference, the participant will be able to; 

 explain basics of evidence based health care 

 describe stages of systematic review 

 formulate research review question 

 conduct relevant literature search 

 assess the quality of evidence 

 analyse and interpret the findings 

 write a review report 

 

Participants- 

The event brought together total 226 participants from various institutions across the country. The 

state wise distribution of participants were Maharashtra (14), Madhya Pradesh (15), Uttar Pradesh 

(2), Chhattisgarh (3), New Delhi (6), Gujarat (16), Assam (3), Tamil Nadu (3), Kerala (11), Dubai 

(1) and Nigeria (1). Among the participants there were 68 undergraduates, 71 post graduates, 13 

PhD scholars and 74 faculties. The conference included 14 NRSI executive members, 2 members 

of Nursing honor society and nine resource persons from various reputed health institutions of India 

like, Sri Ramachandra Institute of Higher Education & Research (DU) Chennai, Q Med Knowledge 

Foundation Mumbai, Pondicherry Institute of Health sciences Pondicherry, MGM Institute of 

Health Sciences Mumbai, ACTREC Tata Memorial Center, Navi Mumbai, Kasturba Medical 

College, Mangalore. 

 

 

 

 

 

 



3 
 

 

PROCEEDINGS  
 

Day One - 28/03/2019 

 

The two days National conference on “Systematic Review: A tool for evidence based practice.” 

was held at MGM New Bombay College of Nursing (MGMNBCON), Kamothe On 28
th

, and 29
th

 

November 2019. The conference was inaugurated on 28
th

 November 2019 at 9.30 am in the 

Auditorium of MGM Institute of Health Sciences (MGMIHS), Kamothe, Navi Mumbai. Dr. 

Shashank Dalvi, Hon. Vice Chancellor, MGMIHS, Dr. Silva Titus Chacko, President NRSI & 

Former Dean, CMC College of Nursing Vellore, and Dr. Anil Sharma, Secretary NRSI  

inaugurated the Conference and addressed the participants. Dr. R. Ponchitra, Professor & Vice 

Principal MGMNBCON and Organising Secretary welcomed the Guests of Honor. Dr. Prabha K. 

Dasila Professor & Director MGMNBCON and Organizing Chairperson unfolded the theme by 

emphasizing the increase in use of evidences from previously conducted studies and briefed about 

various activities planned for all the three days of the conference.  
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WELCOME ADDRESS 
 

The formal inaugural ceremony commenced with welcome address by Dr. R. Ponchitra, the 

Organising Secretary. She gave a brief introduction about the guests of honour Dr. Shashank Dalvi, 

Hon. Vice Chancellor, MGMIHS. She also elaborated on the history of MGMIHS and 

MGMNBCON. The dignitaries were felicitated with saplings. The inaugural lamp was lighted by 

the dignitaries which was followed by the address from Dr. Anil Sharma, Secretary NRSI. He 

introduced the NRSI, their achievements and the future plans. Dr. Shashank Dalvi addressed the 

gathering & appreciated the initiative for organizing the conference with the right theme at the right 

need of the hour.  

Nursing honors Society “Hall of Fame 2019” was awarded to Dr. Usha Ukande, Former President 

NRSI. She was felicitated with a shield and Shawl by the Hon’ Vice Chancellor MGMIHS, 

President NRSI and Director MGMNBCON.The inaugural ceremony ended with the vote of thanks 

by Mrs. Preethi Maria Mathews, Associate Professor, MGM New Bombay College of Nursing, 

Kamothe.  
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UNFOLDING THE THEME 

 

 

 

The theme of the National conference on 

“Systematic Review: A tool for evidence 

based practice.” was unfolded by                       

Dr. Prabha K. Dasila, Professor and 

Director, MGM New Bombay College of 

Nursing, Kamothe, Navi Mumbai.  

 

She addressed the audience that today's health care environment is very complex and greatly 

different from the past. Over the period there is enormous explosion in technologies, methods of 

treatment, drugs and opportunities to disseminate knowledge, which places the health care 

professionals including nurses in a challenging position to keep themselves abreast with the new 

knowledge. The discovery of new knowledge provides the foundation for high-quality evidence-

based practice.  

 

She also mentioned that the researchers in nursing carryout work in nursing education, 

administration and patient care with an ultimate goal to develop a body of knowledge for the 

profession. Nowadays the researchers are increasingly using evidences from previously conducted 

studies to inform their own research question. These are considered as the gold standard for 

summarizing evidence found in research literature.  

 

Considering the fact the organizing committee had extensive deliberations on various themes and 

subthemes and finally concluded to conduct NRSICON 2019 on Theme - Systematic Review: A 

tool for Evidence Based Practice  
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NRSICON 2019 

 

 

SYSTEMATIC REVIEW: A TOOL FOR EVIDENCE BASED PRACTICE 
 

 Programme Schedule 
 

Conference:  Day 1- 28
th

 November 2019 
Time Session  Resource Person Chairperson 

8.00 am to 9.00 am Registration & Break fast  

9.00 am to 10.00 am Session 1. Introduction to systematic Review 

 What is Systemic Review & its significance? 

 Types of Systematic Reviews 

 Systemic Review protocol & Protocol  

      Registries 

Dr. Silva Titus Chacko  

NRSI President 

Dr. Prabha K. Dasila 

Professor & Director 

MGMNBCON, 

Navi Mumbai 

10.00 am to 11.00 am Session 2. Steps to conduct  Systemic Review 

 Formulating a systematic Review  Question –

PICOS, SPICE  Frame work 

Dr. S. Venkatesan 

Senior Lecturer, 

Department of 

Bioinformatics, 

Sri Ramachandra Institute              

of Higher Edu. & Research 

[DU], Chennai. 

Mrs. Lata Mandal, 

Jt Secretary  

NRSI 

11.00 am to 11.30 am Inauguration   

11.30 am to 11.45 am Tea break   

11.45 am  to 12.15 pm Session 3. Basics of Search Strategies 

a.  Search methods - Principles of searching, 

simple steps for conducting a Pub Med search; 

Advanced search in Pub Med for finding studies 

for systematic reviews 

Dr. Vasumathi Sriganesh,  

Founder &Hon CEO, 

‘Q’ Med Knowledge 

Foundation, 

Mumbai 

 

Dr. Mary Mathews 

Professor & Principal 

MGM College of 

Nursing  

Navi  Mumbai 

 

 

Mrs. Shanta De 

Jt. Editor 

NRSI 

 

12.15 pm to 1.00 pm b. Different types of data bases - Some Key data 

bases, Hand searching and Citation indexes. 

1.00 pm to 2.00 pm Lunch 

2.00 pm to 4.30 pm Session 4.  Reference Management 

 Using a Reference Manager to Store all 

   references, remove duplicates and use for  

   Citations and Referencing.  

4.30 pm  to 5.00 pm Tea 

5.00 pm to 6.30 pm Concurrent paper & Poster Presentation  

6.30 pm onwards Entertainment & Dinner 
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Conference Day 2:  29
th

 November 2019 

Time  Session  Resource Person Chairperson 

8.00 am to 9.00 am  Break fast   

9.00 am to 10.00am  Session 5: Data Extraction, synthesis & 

Interpretation of results 

 Risk of bias & Assessment of Risk of bias 

 Data synthesis 1. Narrative synthesis 

                           2. Statistical synthesis  

 Identifying Heterogeneity 

 Calculation of Effect Size –Fixed Effect & 

   Random effect models 

 Statistical Vs Clinical Importance 

Dr. Aneesh Basheer, 

Professor of Internal 

Medicine , 

Vice Dean-Medical 

Education , 

Pondicherry Institute of 

Medical Sciences, 

Puducherry. 

Dr. Blessy Antony 

Treasurer, NRSI 

10.00 am to 11.00 am  Session 6: Meta-analysis 

 Use of Meta-analysis 

 Bias in meta-analysis 

 Sensitivity analysis 

 Forest Plots and interpretation 

 Funnel plots and interpretation 

Dr.  Suresh Sharma  

NRSI –Executive 

member 

 

11.00 am to 11.15 am  Tea Break    

11.15 am to 12:30 pm Session 7: Reporting standards 

PRISMA-E ,QUOROM, EQUATOR, 

RAMESES, CONSORT 

Dr. Maninder Singh Setia,  

Consultant Epidemiologist, 

MGMIHS, Mumbai 

Dr. Jyoti Chaudhari  

Associate Professor 

MGMNBCON, 

Kamothe 

12.30 pm to 01.15 pm GBM NRSI and  Election for three post of 

Executives 

NRSI Membership and 

Returning officer 

 

1.15 pm to 2.00 pm  Lunch    

2.00 pm to 2.30 pm Nursing Honor Society Meeting   

2.30 pm to 3.45 pm  Session 8 :Statistical approaches and 

Software for Meta-analysis 

 Rev man 

Mrs. Sadhana Kannan, 

Biostatistician 

Department of Clinical 

Research Secretariat, 

ACTREC, Tata Memorial 

Center,Navi Mumbai 

Dr. Usha Ukande 

Former NRSI 

President 

 

3.45 pm to 4.40 pm  Session 9: Implications for Evidence Based 

practice & further research 

 Role of feasibility, appropriateness, 

   meaningfulness, effectiveness 

 Factors to be considered when interpreting  

   results in systematic Reviews. 

Dr. Assuma Beevi. T. M. 

Vice President, NRSI 

Dr. Chanu 

Bhattacharya, 

Editor in chief NRSI 

Dr PVVF College of 

Nursing, Pad, 

Ahmednagar. 

4.40 pm to 5.10 pm  Valedictory  

5.10 pm  Tea 
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Post Conference Workshop on Systematic Review  
 

Day 3rd- 30
th

 November 2019 
 

This workshop is designed to teach participants on how to plan, conduct and communicate the results of a 

Systematic Review. This will cover the basics of Evidence Generation including, identifying research 

priorities, refining the research question, protocol preparation and steps in carrying out Systematic 

Reviews. At the end of the workshop the participants will be able to:  

1. Define evidence based health care, meta-analysis and Systematic Review 

2. Formulate research question 

3. Outline the steps while conducting Systematic Reviews 

4. Data management in Systematic Reviews  

 

 

 

 

 

 

Time Topic Resource Persons 

08.50 am to 09.00 am Welcome Address 

09.00 am to 09.15 am Introduction to Evidence Informed health care  Dr. B. Unnikrishnan,  

Associate Dean & Professor of 

Community Medicine, Kasturba 

Medical College, Mangalore. 

 

 

 

 

 

Dr. Prasanna  Mithra P, 

Associate Professor of 

Community Medicine, Kasturba 

Medical College, Mangalore. 

 

09:15 am – 09:45 am Identifying the Research Question and “PICO” 

development  

09:45 am – 10:30 am Preparation of Protocol   

Tea break – 10 minutes 

10:40 am – 11:40 am Search strategy + De-duplication  

11:40 am – 12:10 pm Group work  

12:10 pm – 01:00 pm Screening using Softwares + Group work  

Lunch break – 45 minutes 

01:45 pm – 02:45 pm Assessing risk of bias + Group work 

02:45 pm – 03:15 pm Data extraction 

Tea break – 10 minutes 

03:25 pm – 03:55 pm Group work 

03:55 pm – 04:30 pm Introduction to Meta – Analysis  

04:30 pm – 05:00 pm Introduction to RevMan software and  GRADE Pro 
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SCIENTIFIC SESSIONS: DAY 1 - 28.11.2019 

 

Session - 1 

Introduction to Systematic Review  

Dr. Silva Titus Chacko, President NRSI 

briefed about Systematic Review, difference 

between traditional reviews, types of 

systematic review and systematic review 

protocols and Registries. 

 

 
 

Session - 2 

Steps to conduct Systematic Review  

Dr. S. Venkatesan, Senior Lecturer, 

Department of Bio informatics, Sri 

Ramachandra Institute of Higher Edu. & 

Research [DU], Chennai. He elaborated on 

framing research questions with PICO, 

SPICE. 
 

 

 

Session - 3  & 4 

Basics of search strategies & Reference 

Management  

Dr. Vasumathi Sriganesh Founder & Hon 

CEO, Q Med Knowledge Foundation, 

Mumbai. She focused on mapping 

resources to needs, fundamentals of 

searching, Principles of searching, search 

methods, Boolean operators, MESH terms, 

PUB MED advanced search, Key 

databases, Hand searching & citation 

Indexes, Mendeley Reference manager .  
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DAY 2 -29.11.2019 

 
Session - 7   

Reporting Standards 

 

Dr. Maninder Singh Setia, consultant, 

Epidemiologist, MGMIHS, Mumbai. He 

briefed the delegates on PRISMA statement & 

checklist, MOOSE, PROSPERO 

 

 

 
Session  - 8  
 

Statistical Approaches and Software for 

Meta-Analysis 
 

Mrs. Sadhana Kannan, Biostatistician, 

Department of Clinical research Secretariat, 

ACTREC, Tata Memorial Centre, Navi 

Mumbai demonstrated on Live soft wares for 

meta analysis.   

 

 

Session - 5   & 6   

Data Extraction, Synthesis, Interpretation 

& Meta Analysis   
Dr. Aneesh Basheer, Professor of Internal 

Medicine, Vice Dean, Medical Education, 

Pondicherry Institute of Medical Sciences. He 

discussed on Meta-analysis in systematic 

reviews, effect measures, Bias in RCT and 

assessing the Risk of Bias, synthesizing the 

results of included studies, Meta-analysis and 

its nuances. He made the session interactive 

with hands on exercises               
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Session  - 9 
 

Implications For Evidence Based Practice & 

Future Research 

Dr. Assuma Beevi. T, Vice President, NRSI 

discussed on Implications of EBP and further 

research, challenges for moving EBP forward, 

Role of feasibility, appropriateness, 

meaningfulness, effectiveness, factors to be 

considered when interpreting results in 

systematic reviews. 

 
 

 

NRSI GENERAL BODY MEETING 

NRSI General Body meeting was conducted and the names of three elected executive members 

were announced. NRSI Post Doctoral fellowship was awarded to Dr. Suresh Sharma and           

Dr. Sivabalan. The invocation and Oath taking ceremony of newly registered members of Nursing 

Honor society was conducted. 
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DAY 3 -29.11.2019  

 

The post conference workshop on Systematic review was conducted by Dr. B. Unnikrishnan, 

Associate Dean, Professor of Community medicine, and Dr. Prasanna Mithra P, Associate 

Professor of Community medicine Kasturba Medical College, Mangalore on the third day of the 

conference.  

 

The workshop consisted of hands on sessions on identifying research questions, searching 

literature reviews, de-duplicating the literatures, screening using software, assessing risk of bias 

and data extraction. 

 

Introduction to Rev man Software was also done and hands on exercise using Rev-man Software 

was demonstrated. 
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PAPER & POSTER PRESENTATION 

 
 

  
 

  
 

Posters were presented on the topics related to the theme of the conference. Twenty six papers 

and fifteen posters were presented on 28/11/2019. Dr. Selva Titus Chacko, Dr. H.C. Rawat,       

Dr. Suresh Sharma and Sr. Doris evaluated the paper presentations. Dr. Nancy Fernandes and    

Dr. Blessy Antony evaluated the posters based on preset criteria.  Three best papers and posters 

were awarded. 
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POSTER PRESENTATION PRIZE DISTRIBUTION 

 

The prize winners for the poster presentation competition was awarded with certificate 

 

 

 
Ms. Persis Gracy Philip 

 Second Year M.Sc Student, MGMNBCON 

1
st
 Prize 

 

  
M V Smitha,  

Reader, College of nursing, All India Institute of 

Medical Science, Bhubaneswar, Odisha 

2
nd

 Prize 

                  Ms. Arathi Chandran 

 Second Year M.Sc Student, MGMNBCON 

3
rd

 Prize. 
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PAPER PRESENTATION PRIZE DISTRIBUTION 
The prize winners for the paper presentation competition was awarded with certificate 

 

 

 

 

 
Prof. Dr. S. J. Nalini, 

Principal, Faculty of Nursing 

Shri Ramachandra Institute of Higher 

Education and Research (DU)  Tamil Nadu      

1
st
 Prize 

 

 

Dr. Swapna Jose, 

Professor, College of Nursing 

Thalassery, Kerala                                          

2
nd

 Prize 

 

 

  
 

Ms. Salina S, PhD. Scholar  

3
rd

 Prize. 

Mr. Sunil Joshi, Quality Nurse Manager, 

H M Patel Centre for Medical Care and 

Education and Shree Krishna Hospital,  

Gokal Nagar. 3
rd

 Prize                   
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CULTURAL ACTIVITIES 
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VALEDICTORY FUNCTION 

 

Proceeding Report and Vote of Thanks 

 

 

 

 

Dr. Ponchitra R. Professor & Vice Principal, 

Organising Secretary read out the report of 

the 2 days National Conference. She gave in 

depth detailing of the sessions carried out on 

28
th

 & 29
th

 November 2019.  

 
 

The session concluded with a valedictory 

function and a vote of thanks proposed by Mrs. 

Sarika Nair, Faculty, MGM New Bombay 

College of Nursing. 
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FEEDBACK ABOUT THE CONFERENCE 

 

  

  
 

 
 

The feedback about the National Conference was delivered by the representatives from the 

participants, NRSI Secretary and the Organizing Chairperson. The analysis of the feedback 

submitted by all the participants is as follows. 
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FEEDBACK ANALYSIS 

 

The conference was attended by 226 delegates. Feedback was obtained on overall 

organization and quality of the sessions 

The feedback was obtained on 5 point Likert scale, with highest score (5) indicating as 

excellent and lowest score (1) poor quality.   

1. Feedback on overall quality of Conference 

 

 
 

2. Feedback on Scientific  
 

 
 

Sessions and workstations 

All participants provided positive feedback with regard to overall scientific sessions of 

the conference. The feedback analysis on quality of overall sessions and workstation 

denotes that majority (96%) had responded that resource persons had enough 

knowledge, presentations were effective and their doubts were certified. 
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 All participants provided positive feedback with regard to overall scientific sessions of the workshop. 

Scientific Sessions 

Mean score 

(Max. Score 

5) 

Score in % 

Introduction to systematic Review 4.6 92 

Steps to conduct Systemic Review 4.8 96 

Basics of Search Strategies 4.3 86 

Reference Management 4.4 88 

Approach for Data Extraction 4.0 80 

Data synthesis & Interpretation of results 4.4 88 

Meta-analysis 4.6 92 

Reporting standards 4.4 88 

Statistical approaches and software for Meta-analysis 4.4 88 

Implications for Evidence Based practice & further 

research 
4.4 88 

 

The overall session-wise feedback was found to be ≥ 89%.  

 

Conclusion: The Conference had been an excellent source of information for all the 

participants especially post graduate students. The sessions were highly appreciated. 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

   

   

  

  

 

 









 

  

    Institution’s Innovation Council, 

       MGMIHS, Navi Mumbai 
 

   3rd quarterly activity self-driven activity 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

                                 

 

 

 

                              

 

                          Organized by 
 

MGM New Bombay College of Nursing 

MGMIHS, Navi Mumbai 

 

 

At Seminar Hall, 2nd Floor, MGM Hospital, Kamothe, Navi Mumbai 

On 6th March, 2020 (Friday, 2.30 pm – 3.30 pm) 

 

 

Mentoring Session on 

Ideas and its diverse application 
 

Felicitation of Mentor 

Dr. Prabha K. Dasila, 

 Professor &Director, MGM New Bombay College of Nursing, 

Kamothe, Navi Mumbai. 

 
Mentoring Session 

Dr. Jyoti M. Chaudhari,  

Associate Professor, MGM New Bombay College of Nursing, 

Kamothe, Navi Mumbai. 

 
Welcome by  

Ms. Persis, 

2nd year M.Sc Nursing Student, MGM New Bombay College of 

Nursing, Kamothe, Navi Mumbai.  
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