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Dear Dr Minu,

Institutional Human Ethics Committee, PSG IMS&R reviewed and discussed your application dated 28.12.2015
to conduct the research study entitled “A clinical study on etiopathogenesis of hoarseness of voice” during the
IHEC meeting held on 29.12.2015.

The following documents were reviewed and approved:

Project Submission form

Study protocol (Version 1 dated 27.12.2015)
Informed consent forms (Version 1 dated 27.12.2015)
Data collection tool (Version 1 dated 27.12.2015)
Current CVs of Principal investigator, Co-investigators
Budget

N e P

The following members of the Institutional Human Ethics Committee (IHEC) were present at the meeting held on
29.12.2015 at IHEC Secretariat, PSG IMS & R between 10.00 am and 11.00 am:

" T
i Name of the Member of IHEC Qualification Area of Expertise Gender the meeting
No. Institution YesiN
Yes/No —
1 Mr. R. Nandakumar BA., BL Legal Experl, Chairperson Mala No Yes
2 | Dr.S. Shanthakumari MD Pathology, Ethicist Female | Yes |  Yes
_____ | DrSudhaRamalingam | SN S T
3._“ (Aemate Membor-Secretary MD Ethicisl, Epidemiologist Female ‘r’ix Yes
L] Mrs P Rama M Pharm Member Female Yes Yes

The study is approved in its presented form. The decision was arrived at through consensus. Neither PI nor
any of proposed study team members were present during the decision making of the IHEC. The IHEC functions
in accordance with the ICH-GCP/ICMR/Schedule Y quidelines. The approval is valid unil one year from the date
of sanction. You may make a written request for renewal / extension of the validity, along with the submission of
status report as decided by the IHEC.
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Following points must be noted:

IHEC should be informed of the date of initiation of the study
Status report of the study should be submitted to the IHEC every 12 months
Pl 'and other investigators should co-operate fully with IHEC, who will monitor the trial from time to time
At the time of PI's retirement/intention to leave the institute, study responsibility should be transferred to a
colleague after obtaining clearance from HOD, Status report, including accounts details should be
submitted to IHEC and extramural sponsors
5. Incase of any new information or any SAE, which could affect any study, must be informed to IHEC and
sponsors. The Pl should report SAEs occurred for IHEC approved studies within 7 days of the occurrence
of the SAE. If the SAE is ‘Death’, the IHEC Secretariat will receive the SAE reporting form within 24 hours
of the occurrence
6. In the event of any protocol amendments, IHEC must be informed and the amendments should be
highlighted in clear terms as follows:
a. The exact alteration/amendment should be specified and indicated where the amendment
occurred in the original project. (Page no. Clause no. etc.)
b. Alteration in the budgetary status should be clearly indicated and the revised budget form should
be submitted
. If the amendments require a change in the consent form, the copy of revised Consent
Form should be submitted to Ethics Committee for approval
d. If the amendment demands a re-look at the toxicity or side effects to patients, the same should be
documented
e. If there are any amendments in the trial design, these must be incorporated in the protocol, and
other study documents. These revised documents should be submitted for approval of the IHEC
and only then can they be implemented
f. Any deviation-Violation/waiver in the protocol must be informed to the IHEC within the stipulated
period for review
7. Final report along with summary of findings and presentations/publications if any on closure of the study
should be submitted to IHEC

o

Kindly note this approval is subject to ratification in the forthcoming full board review meeting of the IHEC.

Thanking You,

Yours Sincerely,

Dr S Shantakumari ¢ \
Member " -
Institutional Human Ethics Committeg
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The Institutional Human Ethics Committee PSG IMS & R, Coimbatore - 4, has reviewed your proposal on 6"
January 2017 in its expedited review meeting held at IHEC Secretariat, PSG IMS&R, between 10.00 am and
11.00 am, and discussed your request to renew the approval for the study entitled:

“A clinical study on etiopathogenesis of hoarseness of voice”
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1. Request for renewal dated 19.12.2016
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After due consideration, the Committee has decided to renew the approval for the above study.

The members who altended the meeting held on at which your proposal was discussed, are lisled below:

Affiliation
51 to the Feiata
No’ Name of the Member of IHEC Qualification Area of Expertise Gender Institution the meeting
8 Yes/No
Yes/Mo
1 Ih:irEIE:;Iandakunﬁr {Chairpersan, BA., BL Legal Expert Male No Yes
.| Dr.5. Bhuvaneshwar p————
% | (MemberSectelary, IHEC) o Owaremiar | Teme | M )
3 Dr § Shanthakumari MD Pathology, Ethicist Female Yes Yes
4 Dr Sudha Ramalingam MD Eﬁwﬁmmggtmﬁt Female Yes Yes
5 Dr D Vijaya MSc, PhD ?Balzlcchmc"ill&ienm Female Yes Yes

The approval is valid for one year (30.12.2016 to 29.12.2017).

This Ethics Committee is organized and operates according fo Good Clinical Practice and Schedule Y
requirements.

Non-adherence to the Standard Operating Procedures (SOP) of the Institutional Human Ethics Committee
(IHEC) and national and international ethical guidelines shall result in withdrawal of approval (suspension or
termination of the study). SOP will be revised from time to time and revisions are applicable prospectively to
ongoing studies approved prior lo such revisions.

Kindly note this approval is subject to ratification in the forthcoming full board review meeting of the IHEC.

Yours truly,
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DrS Bhuva}les
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INTRODUCTION

Voice is an integral part of human attribute known as speech. It’s a
powerful tool which can revea a persons physical state. Markel and his
colleagues have shown that the pitch, loudness and tempo of the voice can be
used to reflect the personality of the individual. A person with voice problem
may present with hoarseness, voice fatigue, breathy voice, reduced phonational
range, pitch breaks etc. characterized by altered pitch, loudness, vocal effort
and quality which reduces voice related quality of life or impairs
communication. Hoarseness is just a symptom, but Dysphonia is a diagnosis'.
Hoarseness is a coarse, scratchy sound most often associated with the
abnormalities of the vibratory margins of the vocal cords’. Hoarseness of voice
describes the voice quality that is noticeably aberrant in its lack of clarity and
discordance. Hoarseness may be associated with other symptoms like

breathiness, tension and strain of voice.

Teachers and older adult were the common group of people where
hoarseness is more prevalent. But both genders and al age groups can be
affected. It is caused by benign or malignant condition. It is a most common
presenting symptom for more serious conditions which warrants immediate
diagnosis and management®. Benign conditions are more common than

malignant®.

In 1930 Jackson and Jackson felt that hoarseness is the most common

and important symptom of laryngeal disease. When it is absent, it indicates that




