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ETHICS COMMITTEE- AIMS, THRISSUR

Registration No. EC/NEW/INST/2021/1648 (DHR, Government of India)

T ' Registration No. ECR/653 /Inst/KL/2014/RR-22) (CDSCO, Government of India)

o Amala Institute of Medical Sciences, Thrissur-680 555

Ref.No: 13/EC/23/AIMS

(Affiliated to Kerala Umiversity of Health Sciences and Accredited A+)
E -mail: ethics.committee@amalaims.org

Dated: 10/08/2023

Circular

A sitting of Ethics Committee, Amala Institute of Medical Sciences, Thrissur — 680 555, is scheduled

to be held at 2 pm on Saturday, 16™ September 2023, at College Council Hall.

Research projects and clinical trials, required for clearance from Ethics Committee may be submitted

to the Ethics Committee office in the prescribed form with five printed copies of the protocol before

01/09/2023, as per below mentioned guidelines (more copies may have to submitted if needed later) . Those

submitted without proof of clearance from Research Committee of this Institution will be rejected forthwith.
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Initial review submission form (new addition- sample will be issued from ethics committee office).
Alignment —Font size 12, Spacing 1.15, Times New Roman Format
Title with name, designation and address of Investigator. Guide and Co Guide

Background / need/ significance of research project
Objectives
Research methodology in detail (setting, sample size, inclusion and exclusion criterion, procedures and
Statistical analysis)
Budget and advertisement details, if any
References, at least six in number
Format of information to participants in English, Malayalam and in participants’ languages
Format of informed consent of participants in English, Malayalam and pariicipants’ languages
Sample formats of 9 and 10 should be in the format available from EC office.

Participants should be available for clarifications if any, from 2 pm on'wards, on 16/09/23

N.B: Sitting of Institutional Ethics Committee will be after next three months.
4 ; o
;! :[t--“fp"
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Member Secretary, IEC

Director/ Associate Director/ Principal, Amala Institute of Medical Sciences/ Para Medical Course/
Amala College of Nursing/ Director, School of Nursing/Co-ordinator of DMLT/ Head of Anatomy/
Anesthesiology/ Biochemistry/ Blood Bank/ Cardology/ Clinical Immunology/ Community Medicine/
Dermatology/ Emergency Medicine/ Endocrinology’ Forensic Medicine/ Gastroenterology/ Medical
OncoIogylMedicinefMicrobiolognyephrology/ Neurology/ Neuro Surgery/ Obstetrics & Gynecology/
Ophthalmology/ Orthopedics/ Oto-RhinoLaryngology (ENT) Pediatrics/ Pathology/ Pharmacolog;f
Physiology/Physiotherapy/ Physical Medicine and Rehabilitation/ Plastic Surgery/ Psychiatry/
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No.DIR/14/2023/AIMSTSR 07.06.2023

OFFICE ORDER

Institutional Ethics Committee of Amala Institute of Medical Sciences is
reconstituted for a period of 3 years w.e.f. 8/6/2023, with the following members:

Dr.Rev.Fr. Anil George Konkoth CMI, Chairman

Dr. Sojan K George, Member Secretary

Rev. Fr. Deljo Puthoor CMI, Theologist

Adv. Sebi J Pullely, Legal Expert

Dr. P Bagavathiammai, Basic Medical Scientist —-Pharmacologist
Dr. C B. Bindu, Basic Medical Scientist -Physiologist

. Dr. Rajee Reghunath, Scientific Member

8 Dr. V K Lathika, Clinician

9. Dr. V K Prathibha, Basic Medical Scientist —Pharmacologist
10. Adv. Jino Jose, Legal Expert

11.Mr. C.P. Verghese, Lay Person

12.Mr. T K Pius, Lay Person
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ETHICS COMMITTEE- AIMS, THRISSUR

—
* 8 = Registration No. EC/NEW/INST/2021/1648 (DHR, Government of India)
E "1‘"‘ £ Registration No. ECR/653/Inst/KL/2014/RR-22) (CDSCO, Government of India)
Amala Institute of Medical Sciences, Thrissur-680 555
(Affiliated to Kerala University of Health Sciences and Accredited A+)
E -mail: ethics.committee@amalaims.org

To: Date: 19/07/23
The Principal
AIMS, Thrissur

Respected Madam,
Sub: Revision of processing fees for IEC approval.

It has been decided to revise the processing charges of protocols submitted for approval from
June 15" as follows.
1. UG student project and PG Thesis —no fees.
2. All other protocols (non clinical trials) submitted by PGs and faculty of Amala MC and
Nursing collage — Rs 1,000.
3. Submission from PhD students outside Amala or institutions outside Amala (with whom
MoU is available) - Rs 3,000,
Investigator initiated trials-Rs 3,000.
Sponsor initiated studies — Rs 30,000.
Annual review of clinical trials (sponsor initiated) - Rs 2,500.
SAE review (one time fee) — Rs 10,000,

o A TR

* However researchers can apply for scholarship to the director duly forwarded by director
of research centre.

e Scholarships will be awarded to protocols submitted by faculty or students from Amala
Medical College only, based on merit and timely submission.

Thanking for your cooperation
( Dr. George k
p— Or. SOJAN GEORGE K rg
St r_ Mep Sy ASSOCIATE PROFESSOR 8 SENIOR CONSULTANT Member Secretary, IEC

(%3RS, MD, DM, DNB N GASTROENTEROLOGY)
TCMC No: 33440 1}’ S
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Prof. Dr. RAJEE REGHUMNATH
PRINCIPAL
AMALA COLLEGE OF NURSING
AMALA NAGAR PO., THRISSUR-680 555
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Copy to:

Director/ Associate Director/ Academic Officer/ Accounts section , Amala Institute of Medical
Sciences/ Dr. Ramankutty, Research Centre/_sAmala College of Nursing/ Director, School of
Nursing/ Para Medical Course/ co-ordinator of DMLT/ Head of Anatomy/ Anesthesiology/
Biochemistry/ Blood Bank/ Cardiology/ Clinical Immunology/ Community Medicine/
Dermatology/ Emergency Medicine/ Endocrinology/ Forensic Medicine/ Gastroenterology/
Medical Oncology/ General Medicine/ Microbiology/ Nephrology/ Neurology/ Neurosurgery
/Obstetrics & Gynecology/ Ophthalmology/ Orthopedics/ Oto- Rhino Laryngology (ENTY
Pediatrics/Pathology/ Pharmacology/ Physiology/ Physical Medicine and Rehabilitation/ Plastic
Surgery/ Psychiatry/ Pulmonary Medicine/ Radiation Oncology/ Radio diagnosis/ Respiratory
Medicine/ Surgery/ Surgical Oncology/ Urology/ Chairperson —Secretary, Research Committee,
Amala Institute of Medical Sciences, Thrissur - 680555.
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prof Dr. RAJEE REGHUNATH
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—‘\%\ Amala COLLEGE OF NURSING

A (An undenaking of Amala Cancer Hospital Society)
\»-# Amala Nagar, Thrissur — 680 555, Kerala

First Nursing Coilege accredited by NAAC with A grade in the first cvele (RAF)

Affilisted 10 Kerala University of Health Sciences and recognized by Kerala Nurses and Midwives Cosncil & Indian Nursing Council
(Centificate No. 18-1672893.INC)

No. C/028/IRB/2023 Date: 31.07.2023
CIRCULAR

The meeting of Institutional Review Board is scheduled at 2.00 pm, on
Wednesday, 2™ August 2023, in the Lecture Hall 111 of Amala College of Nursing.

Kindly make it convenient to attend the same.

AGENDA:

IRB 01 : Research Proposal Presentation of 111 year
B.Sc. Nursing Students (2020 batch)
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Principal and Chairperson

Prof. Dr. RAJEE REGHUNATH
i ‘ MIRSING

SUR-680 555
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ETHICS COMMITTEE- AIMS, THRISSUR
Registration No. EC/NEW/INST/2021/1648 (DHR, Government of India)
Registration No. ECR/653 /inst/KL/2014/RR-22) (CDSCO, Government of India)

,“"1"-_ Amala Institute of Medical Sciences, Thrissur-680 555
‘xI! {(Affiliated to Kerala University of Heaith Sciences and Accredited A+ )
E -mail: ethics committeed@®amalaims org
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Ref NoOREC/23/AIMS-26 Date: 17/06/23
(Confidential)
Protocol Title | Efffect of Activity Therapy om Self -Esteem Among Mentally
" 1l Patients
:‘b—stndymmhwm‘"d S e 2024 0 30 june 2024~
E.w---r--«_.;l—--,---, e w - - - M;‘ st AWM_ s S —.
1™ Year MSC Nursing
- Amala College of Nursing, Thaissur
g Do AR C o g L
{  Amala College of Nursing. Thrissur
" Co-Gude # Nl
Name and Address of the Institution | Amala institute of Medical Scrences. o
- Amala Nagar, Thnissur - 680555

Date of Ethical Commitiee Meeting | 17062023
Onman  Fulfilled
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Decision of the Ethics Commuttee ~~~ Approved

!

PS Principal Investigator or Guide is to report to the Ethics Committee
1. Cases 1if any, of
1. Adverse cvent(s)
" Ams)mmluﬂmﬂm‘hhnm.moﬂmm
. Premature termination of study and reasons and
2 Six monthly review and final outcome of rescarch
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Prof. Dr. RAJEE REGHUNATH
J PRINCIPAL

AMALA COLLEGE OF NURSING
AMALA NAGAR PO., THRISSUR-680 555




ETHICS COMMITTEE- AIMS, THRISSUR

Registration No. EC/NEW/INST /2021 /1648 (DHR, GCovernment of lndia)
Registration No. ECR/653 /inst /KL /2014 /RR-22) (CDSCO, Government of India)
v (AMiliated to Kerala University of Health Sciences and Accredited A+)

- E -mail: ethics committee@amalatms org

/S Thessur - 680 555
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Decision of the Ethics Committee

Ref. No:08 /EC/23/AIMS-27 Date: 1770623
(Confidential)

Protocol Title | Assess the Quality of Life Among Transgenders in Selected |

in _l. |
' Study Period ~ 1"1"January 2024 10 30 June 2024~

| First Year MSC Nursing

| Amala College of Nursing. Thrissur

|
|
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: | Mrs. Linda Varghese
~ Assoaate Professor,
- Deparment of Obstetnics and Gynecology
| Amala College of Nursing. Thrissar
|
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' Date of Ethical Commitiee Meeting | 17/062023 >

- Quorum Folfilied

“Decision of the Ethics Commitiee T
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PS Principal Investigator or Guide 15 to report to the Fthics Commitiee
I Cases, if any, of

L Adverse event(s)
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i Premature terrmnation of study and reasons and
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