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PART	B	–	TECHNICAL	DETAILS	

1	 Title	of	the	dissertation	 A	 comparative	 study	 using	 zinc	 lozenges	 versus	 placebo	 for	 the	
prevention	 of	 post-operative	 sore	 throat	 in	 patients	 undergoing	
elective	surgery	under	general	anaesthesia:	A	prospective	randomized	
controlled	double	blind	trial.	

2	 Introduction	 Post-operative	 sore	 throat	 has	 been	 listed	 to	 be	 one	 of	 the	 most	
unfavourable	 outcomes	 after	 tracheal	 intubation	 among	 patients	
undergoing	 surgery	 under	 general	 anaesthesia1.	 This	 leads	 to	
dissatisfaction	and	irritation	in	patients,	which	delays	the	return	to	their	
regular	 routine2.	 This	 study	 proposes	 to	 compare	 the	 efficacy	 of	 zinc	
sulphate	 lozenges	 in	 reducing	 the	 incidence	 of	 post-operative	 sore	
throat	 thus	 improving	the	overall	outcome	of	 the	patient	experience.	
Intervention	in	the	prevention	of	the	incidence	of	post-operative	sore	
throat	will	be	helpful	thus	making	the	patient	experience	a	better	one	
after	their	surgery.		



A. Problem	statement	 Sore	 throat	 is	 one	 of	 the	 most	 common	 complaint	 occurring	 often	
following	 tracheal	 intubation3.	 There	are	various	 factors	 such	as	 tube	
size,	cuff	design	and	technique	of	intubation	and	this	procedure	can	lead	
to	 pathological	 changes,	 injury	 and	 damage	 to	 tissues	 leading	 to	
symptoms	after	surgery.	The	discomfort	 in	 the	patient	caused	due	to	
this	 hampers	 the	 overall	 outcome	of	 the	 patient	 and	 thus	 creating	 a	
hiatus	 in	patient	care	and	 the	desired	 transition	 into	well-being	post-
surgery	gets	delayed.	

B. Rationale	 “Zinc	is	a	group	IIb	metal	that	is	involved	in	diverse	physiologic	processes	
such	as	growth,	 immune	system	modulation,	and	tissue	repair,	and	 it	
acts	as	an	anti-inflammatory	agent.	It	has	also	been	demonstrated	to	be	
an	 effective	 antioxidant	 via	 protection	 of	 sulfhydryl	 groups	 against	
oxidation	 and	 inhibition	 of	 reactive	 oxygen	 species	 production	 by	
transition	metals.	In	these	roles,	zinc	has	been	shown	to	be	effective	in	
the	prevention	of	oral	mucositis,	xerostomia,	and	pain	associated	with	
chemotherapy.	A	recent	oncologic	study	showed	that	patients	receiving	
high-dose	 chemotherapy	 benefitted	 from	 each	 “swish	 and	 swallow”	
zinc	preparation	or	zinc	lozenge,	showing	a	significant	reduction	in	the	
use	 of	 analgesics	 for	 oral	 pain.”	 4	 Applying	 the	 same	 rationale,	 zinc	
lozenges	can	reduce	the	incidence	of	post-operative	sore	throat	in	our	
study.		

	

	

C. Novelty	 A	cost-effective	method	to	prevent	incidence	of	sore	throat	in	our	South	
Indian	population	by	using	55mg	zinc	sulfate	lozenges.	

D. Expected	outcome	and	application	 Reduction	in	the	incidence	of	sore	throat	post	extubation.	

Usage	 of	 lozenges	 prior	 to	 general	 anaesthesia	 with	 endo	 tracheal	
intubation	preoperatively	for	elective	surgeries.	

3	 Research	question(s)	 Does	 zinc	 sulphate	 reduce	 the	 incidence	 of	 sore	 throat	 following	
intubation?	

4	 Research	hypothesis	(es),	if	any	 We	hypothesize	that	the	use	of	zinc	sulphate	lozenges	could	be	effective	
in	 attenuating	 the	 post-operative	 sore	 throat,	 thus	 improving	 the	
outcome	of	the	patients	after	surgery	under	general	anaesthesia.	

5	 Objectives	of	the	Study:	

A. Primary	objective(s)	

A.	To	study	the	role	and	efficacy	of	zinc	sulphate	to	reduce	the	incidence	
of	post-operative	sore	throat.	



B. Secondary	objective(s)	 B.	To	ascertain	the	severity	of	post-operative	sore	throat	 in	the	study	
population.	

6	 1. Review	of	literature	 Farhang	et	al.	studied	Zinc	Lozenge	in	the	prevention	of	Post-Operative	
Sore	 Throat(POST)	 in	 seventy-nine	 patients	 undergoing	 low	 to	
moderate-risk	 surgery	 with	 endotracheal	 intubation.	 Control	 group	
received	 placebo	 and	 zinc	 group	 received	 40mg	 zinc	 lozenges	 30	
minutes	 preoperatively.	 Patients	 were	 assessed	 for	 incidence	 and	
severity	(4-point	scale,	0–3)	of	post-operative	sore	throat,	2,	4,	and	24	
hours	 postoperatively.	 The	 primary	 outcome	 was	 incidence	 of	 post-
operative	sore	throat	at	4	hours	after	surgery.	The	secondary	outcomes	
were	the	incidence	of	Post-operative	sore	throat	0,	2,	and	24	hours	and	
the	severity	of	Post-operative	sore	throat.	They	found	that	incidence	of	
POST	at	0	hour	was	0%	in	zinc	group	and	24%	in	control	group	(P	=	.004),	
at	2	hour	after	surgery	incidence	of		post-operative	sore	throat	was	10%	
in	the	zinc	group	and	34%	 in	the	control	group	(P	=	 .0495),	at	4	hour	
incidence	of	post-operative	sore	throat	in	the	zinc	group	7%	and	control	
group	29%	(P	=	.046),at	24	hour	incidence	of	post-operative	sore	throat	
was	13%	in	zinc	group	and	24%	in	control	group	(not	significant).They	
concluded	that	administration	of	a	single	dose	of	40-mg	zinc	lozenge	30	
minutes	 preoperatively	 is	 effective	 to	 reduce	both	 incidence	of	 post-
operative	 sore	 throat	 in	 the	 first	 4	 hours	 and	 severity	 of	 mild	 and	
moderate	POST	in	the	immediate	postoperative	period.	4	

	

Tanmay	Sarkar	and	Tanuka	Mandal	in	their	study	which	involved	eighty-
eight	 patients	 undergoing	 surgery	 with	 endotracheal	 intubation	 who	
were	 randomly	 allocated	 into	 two	 groups,	 zinc	 group	 received	
dispersible	zinc	tablet	40	mg	and	control	group	received	placebo	tablet	
30	 min	 preoperatively.	 Assessment	 for	 incidence	 and	 severity	 was	
performed	for	post-operative	sore	throat,	on	a	4-point	scale	(0–3)	at	0,	
30	min,	2,	4,	and	24	h	postoperatively.	They	found	at	0	min	incidence	of	
post-operative	 sore	 throat	 in	 zinc	 group	 2.3%	 and	 in	 placebo	 group	
27.3%	(p=0.001*),	at	30	min	 in	zinc	group	4.5%	and	 in	placebo	group	
34.1%(p=	<0.001)	,at	2	hour	in	 	zinc	group	9.1%	and	in	placebo	group	
36.4%(p=	0.002*),at		4	hours	in	zinc	group	6.8%	and		in	placebo	group		
31.8%	(p=0.003*)	,at	24	hours	zinc	group	15.9%	and	in	placebo	group	
34.1%(p=	 0.05)	 .The	 severity	 of	 Post-operative	 sore	 throat	 was	
significantly	lower	in	Zinc	group	than	Placebo	group	at	0	min	(P	=	0.003),	
30	 min	 (P	 =	 0.002),2	 h	 (P	 <	 0.001),	 and	 4	 h	 (P	 =	 0.001).	 5	

They	Concluded	that	Preoperative	administration	of	40	mg	dispersible	
zinc	tablet	effectively	reduces	the	incidence	and	severity	of	POST	in	the	
immediate	postoperative	period.		



Dostalova	 et	 al.	 conducted	 a	 prospective	 observational	 study	
comprising	 1,942	 patients	 background	 to	 assess	 postoperative	 sore	
throat,	its	incidence	and	risk	factors.	These	1,942	patients	after	elective	
surgery	were	 inquired	about	sore	throat	and	other	complaints	on	the	
1st	postoperative	day.	If	sore	throat	or	hoarseness	were	present,	they	
were	 re-examined	 on	 the	 3rd	 postoperative	 day.	 Patients	 with	 pain	
persisting	 until	 the	 3rd	 day	 were	 referred	 for	 otolaryngologic	
examination.	Patient	records	from	recovery	room	and	wards	as	well	as	
anesthetic	 records	 were	 used	 to	 find	 out	 how	 demographic	 data,	
anesthetic	 management	 and	 administered	 drugs	 affect	 sore	 throat.	
They	 found	 that	 a	 total	 of	 16.2%	 of	 patients	 had	 postoperative	 sore	
throat	on	the	day	of	surgery,	with	various	frequencies	depending	on	the	
type	 of	 airway	management	 during	 general	 anaesthesia.	 Sore	 throat	
after	endotracheal	intubation	(18.3%),	laryngeal	mask	insertion	(12.8%)	
and	 after	 face	 mask	 ventilation	 (4%).	 The	 way	 of	 tracheal	 tube	 tip	
preparation	prior	 to	 tracheal	 intubation	has	a	prominent	 influence	as	
well.	Both	Trimecaine	 jelly	and	water	 increased	 the	 incidence	of	 sore	
throat	 two-fold	 as	 compared	with	 the	 K-Y	 jelly	 or	 no	 pre-treatment.	
Gender	(p	=	0,712),	BMI	(p	=	0,982),	anesthesiologist’s	experience	(p	=	
0,311),	nasogastric	tube	insertion	(p	=0,522)	or	smoking	(p	=	0,691)	did	
not	influence	sore	throat	markedly.6They	Concluded	that	technique	of	
perioperative	 airway	 management	 and	 lubricant	 use	 during	 general	
anaesthesia	 significantly	 affect	 the	 incidence	 of	 postoperative	 sore	
throat.	

P	Biro	et	al.	 in	 their	prospective	study	 followed	up	809	adult	patients	
who	 underwent	 elective	 surgical	 interventions	 and	 examined	 their	
history,	the	applied	anesthetic	techniques,	perioperative	course	and	the	
occurrence,	intensity	and	duration	of	postoperative	throat	complaints.	
The	expertise	of	the	incubators	was	also	assessed.	Postoperative	sore	
throat	was	present	 in	40%	overall	being	significantly	higher	 in	 female	
than	 in	male	 (44%	 vs.	 33%;	 p	 =	 0.001).	Main	 factors	 associated	with	
throat	complaints	were	female	sex;	history	of	smoking	or	lung	disease,	
duration	 of	 anaesthesia,	 postoperative	 nausea,	 bloodstain	 on	 the	
endotracheal	tube	and	natural	teeth.	They	could	find	no	 influence	on	
the	 occurrence	 or	 intensity	 of	 throat	 complaints	 by	 the	 professional	
assignment	or	 the	 length	of	professional	experience	of	 the	personnel	
involved.7	They	 concluded	 that	 postoperative	 throat	 complaints	 after	
tracheal	intubation	for	general	anaesthesia	in	the	first	2	postoperative	
days,	but	they	are	of	variable	intensity	and	duration.	

Aliya	 Ahmed	 et	 al.	 in	 their	 prospective	 observational	 study	 on	 312	
patients	 who	 underwent	 elective	 gynecological	 and	 general	 surgery	
were	interviewed	24	hours	postoperatively	to	determine	the	presence	
of	 sore	 throat.	 They	 found	 26%	 patients	 suffered	 with	 sore	 throat	



postoperatively.	28%	of	patients	with	endotracheal	intubation	(ETT)	and	
3.5%	of	patients	with	 laryngeal	mask	airway	had	a	 sore	 throat.	More	
female	 patients	 reported	 sore	 throat	 than	 male	 patients	 (27.1%	 vs.	
19.1%).	 Sore	 throat	 was	 found	 to	 be	 more	 common	 with	 older	 age	
group,	grade	of	difficulty	in	intubation,	duration	of	surgery	and	patient's	
position	 during	 surgery.8	 They	 concluded	 that	 knowing	 the	 factors	
responsible	 for	 increased	 incidence	 of	 postoperative	 sore	 throat	 and	
appropriate	care	especially	during	endotracheal	intubation	can	help	to	
reduce	the	incidence	of	postoperative	sore	throat.	

	

Borazan	 et	 al.	 in	 their	 randomized,	 Prospective,	 Placebo-controlled	
Study,	 in	 70	 patients	 undergoing	 orthopedic	 surgery	 were	 randomly	
allocated	 into	 two	 groups,	 to	 either	 receive	 placebo	 (control)	 or	
magnesium	 lozenges	 (magnesium)	 to	 be	dissolved	by	 sucking	 30	min	
preoperatively.	Patients	were	assessed	for	incidence	and	severity	(four-
point	 scale,	 0	 –3)	 of	 POST	 at	 0,	 2,	 4,	 and	 24	 h	 postoperatively.	 The	
incidence	of	POST	at	4	h	was	higher	in	control	group	than	in	magnesium	
group	(95%	CI:	26%,	14	–	42%;	P	=	0.032).	The	highest	incidence	of	POST	
occurred	at	the	second	hour	after	surgery,	with	the	rate	of	23%	in	the	
magnesium	group	and	57%	in	the	control	group	(95%	CI:	34%,	20	–51%;	
P	 =	 0.007).	 The	 severity	 of	 POST	 was	 significantly	 lower	 in	 the	
magnesium	group	at	0	(P	=	0.007)	and	2h	(P	=	0.002).	The	incidences	of	
POST	 at	 0	 and	 24	 h	 and	 severity	 scores	 at	 4	 and	 24	 h	 were	 not	
significantly	 different	 between	 the	 groups.	 They	 concluded	 that	
administration	of	magnesium	lozenge	30	min	preoperatively	is	effective	
to	 reduce	 both	 incidence	 and	 severity	 of	 POST	 in	 the	 immediate	
postoperative	period.9	

	

Higgins	 et	 al.	 in	 their	 prospective	 study,	 5264	 ambulatory	 surgical	
patients	were	studied	to	determine	the	patient,	anesthetic,	and	surgical	
factors	associated	with	sore	throat	and	12.1%	reported	a	sore	throat.	
Patients	with	tracheal	tube	had	the	greatest	incidence,	45.4%,	followed	
by	 patients	with	 laryngeal	mask	 airway,	 17.5%,	while	 patients	with	 a	
facemask	had	a	lower	incidence	of	sore	throat,	3.3%.	Female	patients	
had	 more	 sore	 throats	 than	 male	 patients	 (13.4	 vs	 9.1%).	 Airway	
management	 had	 the	 strongest	 influence	 on	 the	 incidence	 of	 sore	
throat.	Sore	throat	in	ambulatory	surgical	patients	was	associated	with	
female	sex,	younger	patients,	use	of	succinylcholine,	and	gynecological	
surgery	 and	 they	 concluded	 that	 airway	 management,	 female	 sex,	
younger	 patients,	 surgery	 for	 gynecological	 procedure,	 and	
succinylcholine	predicts	postoperative	sore	throat.	14		



	

Amin	 Ebneshahidi	 et	 al.	 in	 their	 RCT	 studied	 150	 patients	 who	were	
either	 ASA	 physical	 status	 I/II,	 scheduled	 to	 undergo	 general	
anaesthesia	 and	 elective	 orthopedic	 or	 gynecologic	 surgery.	 The	
incidence	 and	 severity	 of	 postoperative	 sore	 throat	 and	 hoarseness	
were	evaluated	immediately	and	24	hours	after	surgery.	The	incidence	
of	early	postoperative	sore	throat	was	13.7%	and	33.3%	and	hoarseness	
was	12.3%	and	26.4%	in	the	Strepsils	and	placebo	groups,	respectively	
(P	<	0.05).	One	day	after	surgery,	the	incidence	of	sore	throat	decreased	
to	6.8%	and	18.1%	in	the	Strepsils	and	control	groups,	respectively.	The	
incidence	of	hoarseness	1	day	after	the	operation	decreased	to	8.2%	in	
the	Strepsils	group	and	19.4%	in	the	placebo	group,	but	the	difference	
remained	 statistically	 significant	 (P	 <	 0.05).	 They	 concluded	 that	 the	
perioperative	use	of	Strepsils	tablets	reduces	postoperative	sore	throat	
and	hoarseness	of	voice.15	

	

Sumathi	et	al.	in	their	prospective,	randomized,	double	blind,	controlled	
study	compared	the	incidence	of	postoperative	sore	throat,	cough,	and	
hoarseness	of	voice	after	general	 tracheal	anaesthesia	when	applying	
betamethasone	gel	(betamethasone	group)	or	lidocaine	jelly	(lidocaine	
group)	on	 the	 tracheal	 tube.	One	hundred	and	 fifty	ASA	class	 I	and	 II	
patients	 undergoing	 elective	 surgeries	 under	 general	
orotrachealanaesthesia	 were	 randomized	 into	 three	 groups:	
betamethasone	 gel,	 lidocaine	 jelly,	 and	 control	 groups.	 They	
interviewed	 all	 patients	 on	 postoperative	 sore	 throat,	 cough,	 and	
hoarseness	of	voice	at	1,	6,	12,	and	24	h	after	operation.	They	found	in	
the	first	24	h	after	surgery,	the	incidence	of	postoperative	sore	throat	
was	40,	100,	and	100%;	cough	was	6,	40,	and	28%;	and	hoarseness	of	
voice	was	 4.1,	 32.9,	 and	 50%,	 for	 the	 betamethasone,	 lidocaine	 and	
control	groups,	respectively.	The	incidence	of	postoperative	sore	throat,	
cough,	 and	 hoarseness	 of	 voice	 was	 significantly	 lower	 in	 the	
betamethasone	group	compared	with	 the	other	 two	groups	 (P<0.05).	
They	concluded	that	application	of	betamethasone	gel	on	the	tracheal	
tube	decreases	the	incidence	and	severity	of	postoperative	sore	throat,	
cough,	and	hoarseness	of	voice.	

	

Agarwal	 et	 al.	 in	 their	 prospective,	 randomized,	 single-blind	 study	
compared	 the	 efficacy	 of	 dispersible	 aspirin	 gargle	 to	 benzydamine	
hydrochloride	gargles	for	prevention	of	POST	in	60	female	patients,	16-
60	yr	of	age,	ASA	physical	 status	 I	or	 II,	undergoing	elective	modified	
radical	mastectomy	under	general	anaesthesia.	Patients	were	randomly	



divided	into	3	groups	of	20	subjects	each:	Group	1	(C)	mineral	water;	
Group	 2	 (AS)	 tab	 aspirin	 350	 mg;	 and	 Group	 3	 (BH)	 15	 mL	 of	
benzydamine	 hydrochloride	 (0.15%).	 All	 the	medications	 were	made	
into	30	mL	of	solution.	Patients	were	asked	to	gargle	this	mixture	for	30	
s,	5	min	before	induction	of	anaesthesia.	Grading	of	POST	was	done	at	
0,	2,	4,	and	24	h	postoperatively	on	a	4-point	scale	(0-3).	They	concluded	
that	 Aspirin	 gargles	 reduced	 the	 incidence	 of	 POST	 for	 4	 h	 whereas	
benzydamine	hydrochloride	gargles	 reduced	POST	 for	24	h	and	POST	
was	more	severe	in	the	control	group	at	0	and	2	h	(P	<	0.05).	Aspirin	and	
benzydamine	hydrochloride	gargles	significantly	reduced	the	incidence	
and	severity	of	POST	(P	<	0.05).16	

	

7	 2. Methodology	 	

A. Study	design	 A	tertiary	care	hospital	based	prospective	randomized	control	study.	

B. Study	participants	(human,	animals	
or	both)	

Humans	

i. Inclusion	criteria	

	
	
	
	
	
	
	
	

	

ii. Exclusion	criteria	

	

	

	

	

	

	

	

INCLUSION	CRITERIA:	

1.AGE	GROUP	18-60	YEARS		

2.PATIENTS	UNDER	THE	CATEGORY	OF	MMS	CLASS	I	OR	CLASS	II.	

3.PATIENTS	BELONGING	TO	ASA	I	/	ASA	II	

4.SURGERY	DURATION	OF	1-	4	HOURS	

5.ELECTIVE	SURGERY.	

6.WILLINGNESS	TO	PARTICIPATE	IN	THIS	STUDY	

	

	

EXCLUSION	CRITERIA	

1.PATIENT	REFUSAL	

2.SURGERY	FOR	MORE	THAN	4	HOURS	

3.PATIENTS	BELONGING	TO	ASA	III	OR	IV	

4.PATIENTS	OF	MMS	CLASS	III	OR	IV	

4.EMERGENCY	SURGERIES	



	

	

	

	

	

iii. Withdrawal	 criteria,	 if	
any	 (trial-related	
therapy,	 follow-up	 and	
documentation	 are	
terminated	
prematurely	 as	 it	 is	
indicated	 to	 ensure	
safety	 of	 the	
participants)	

	 	

iv. Rescue	 criteria,	 if	
applicable	 (starting	
symptomatic	 therapy	
either	 to	 control	
symptoms	of	disease	or	
to	 overcome	 lack	 of	
adequate	 efficacy	 of	
the	 study	 drug	 or	
placebo)										

	

v. Number	of	groups	to	be	
studied,	identify	groups	
with	definition	

	
	
	
	

5.SMOKERS	

6.HISTORY	OF	ALLERGY	TO	ZINC/PLACEBO.	

7.PATIENT	WITH	HISTORY	OF	PRE-EXISTING	URTI	

8.	PREGNANCY	OR	LACTATING	MOTHER	

9.	TRAUMATIC	INTUBATION.	

		

III.NIL	
	

	

	

	

	

	
	
IV.NIL	

	

	

	

	

	

V.		

GROUP	 Z	 -WHERE	 PATIENTS	 RECEIVE	 ZINC	 LOZENGES.	
	

	GROUP	P-	WHERE	PATIENTS	RECEIVE	THE	PLACEBO.	

	

	

C. Sampling		

	
a. Sampling	population	

	

a.	Patients	undergoing	any	elective	surgeries	at	SDM	medical	sciences	
and	hospital,	Dharwad,	Karnataka	during	the	study	period.	



	

	

b. Sample	size	calculation	

	

	

	

	

	

	

	

	

	

	

	

	

	

c.	Sampling	technique	

	
b.	Based	on	pilot	study	sample	size	was	estimated	using	the	following	
formula.	

n	=" #$%#& 	𝟐×*×+
,-

	

where	p	=	*.%*"
"

	

	 q	=1⎼p	

Zα	=	1.96	at	5%	α-	error	

Zβ	=	0.842	at	80%	power	

d	=	difference	between	two	proportions	or	effect	size		

SAMPLE	SIZE	OF	52	WAS	OBTAINED	IN	EACH	GROUP.	

TAKING	 DROP	 OUT	 RATIO	 IN	 CONSIDERATION,	 GROUP	 OF	 62	 WAS	
OBTAINED.	

TOTAL	SAMPLE	SIZE	=124	

SPSS	VERSION	20	REGISTERED	TO	SDM	UNIVERSITY	WILL	BE	USED.	

	

	

C.PROSPECTIVE	RANDOMISED	DOUBLE	BLIND	CONTROL	STUDY.	

D. Randomization	 details	 (for	
interventional	 studies)-	
Intervention	 details	 with	
standardization	techniques	(drugs	/	
devices	 /	 invasive	 procedures	 /	
noninvasive	procedures	/	others)	

Computer	based	randomization	chart	

E. Ethical	 Clearance	 from	 the	
Institution’s	 Ethics	 Committee	
Obtained?	(Copy	to	be	Attached)	

Approved	and	the	copy	of	it	is	attached	in	this	document.	

F. Study	procedure	 Study	 will	 be	 done	 on	 patients	 undergoing	 elective	 surgeries	 under	
general	anaesthesia	at	SDM	medical	college	and	hospitals.	124	patients	
will	be	studied	in	this	randomized	controlled	double	blinded	study.	The	
study	 subjects	 will	 be	 those	 patients	 who	 come	 under	 the	 inclusion	
criteria.	 Patient’s	 consent	 as	 per	 the	 guidelines	 from	 the	 institution’s	
ethical	 committee	 will	 be	 obtained.	 The	 patients	 will	 be	 randomly	



allocated	into	two	groups	of	62	each	which	is	group	Z	(zinc)	and	group	
P(placebo)	using	 sealed	envelope	 technique	which	will	 be	opened	30	
minutes	before	shifting	the	patient	to	the	operating	room.	The	patient,	
person	 administering	 the	 study	 drug	 and	 the	 one	 doing	 the	 post-
operative	assessment	will	be	blinded	to	the	study	drug,	the	zinc	lozenge	
or	 the	placebo	will	be	given	 to	 the	patient	 to	be	administered	orally,	
with	the	instruction	to	dissolve	the	lozenge	by	sucking	on	it	30	minutes	
before	 the	 surgery.	 In	 the	 operating	 room,	 routine	monitors	 such	 as	
ECG,	non-invasive	blood	pressure	and	pulse	oximeter	will	be	attached.	
After	 3	 min	 of	 preoxygenation,	 anaesthetic	 induction	 will	 be	
commenced	with	intravenous	2	μg/kg	of	fentanyl	and	propofol	2	mg/kg	
.After	checking	for	the	ability	to	ventilate,0.1	mg/kg	vecuronium	will	be	
given	 after	 which	 3	minutes	 of	 bag	 and	mask	 ventilation	 with	 100%	
Oxygen	 following	which	 a	 consultant	 anaesthesiologist	 posted	 in	 the	
operating	room	will	perform	the	laryngoscopy	in	both	groups	using	3	or	
4	Macintosh	metal	blades	 to	 insert	endotracheal	 tubes	with	an	 inner	
diameter	of	8	mm	and	7	mm	for	male	and	female	patients,	respectively.	
The	 laryngoscopic	 view	 of	 glottis	 will	 be	 classified	 using	 Cormack–
Lehane	classification	as	follows:	grade	1:full	glottic	view,	grade	2:only	
posterior	extremity	of	glottis	visible,	grade	3:only	epiglottis	visible,	and	
grade	 4:no	 recognizable	 structure	 visible	 without	 laryngeal	
manipulation.	Duration	of	 laryngoscopy	(time	from	opening	mouth	to	
the	placement	of	the	endotracheal	tube)	and	the	intubation	time	(the	
interval	between	the	insertion	of	the	laryngoscope	blade	into	the	mouth	
to	the	inflation	of	the	endotracheal	tube	cuff)	will	be	recorded	by	the	
researcher	 in	 all	 patients.	 Anaesthesia	 will	 be	 maintained	 with	 2%	
sevoflurane	or	1.2%	isoflurane	in	60%	N2O	and	40%	O2	mixture.	The	cuff	
pressure	of	the	endotracheal	tube	will	be	adjusted	every	30	min,	using	
a	handheld	pressure	gauge	and	maintained	between	20	and	22	cm	of	
H2O	to	limit	nitrous	oxide	related	increase	in	the	cuff	pressure.	The	use	
of	steroids	and	anti-inflammatory	drugs	will	be	recorded.	

	
During	emergence	 from	anaesthesia,	any	coughing	or	bucking	will	be	
noted.	 The	 presence	 of	 traumatic	 intubation	 in	 form	 of	 blood	 in	 the	
oropharynx	or	on	the	endotracheal	tube,	will	be	visually	confirmed	and	
such	cases	will	be	excluded	from	the	study.	

Upon	completion	of	surgery	and	emergence	from	general	anaesthesia,	
the	patient	will	be	extubated	and	transferred	to	the	post-anaesthesia	
care	 unit	 (PACU).	 Once	 in	 the	 PACU,	 the	 patient	 will	 be	 assessed	
regarding	the	incidence	and	severity	of	POST	by	the	study	investigator	
using	a	standardized	scale.	The	severity	of	POST	will	be	graded	on	a	4-
point	 scale	 ranging	 from	0	 to	3;	0	being	no	 sore	 throat,	1	being	mild	
discomfort	(complains	only	upon	questioning),	2	being	moderate	sore	



throat	 (complains	 on	 his/her	 own),	 and	 3	 being	 severe	 sore	 throat	
(change	in	voice,	hoarseness,	and	throat	pain).	This	evaluation	will	be	
performed	at	30	minutes,	2	hours,	4	hours,	and	24	hours’	post-surgery,	
with	the	assessment	at	4	hours	being	the	primary	outcome	of	the	study.	

G. Data	 collection	 methods	 including	
settings	and	periodicity	

After	obtaining	clearance	from	the	institutional	ethical	committee	and	
informed	 consent	 ,124	 patients	 will	 be	 studied	 in	 this	 randomized	
controlled	 double	 blinded	 study.	 SPSS	 version	 20	 registered	 to	 SDM	
University	will	be	used.	The	data	will	be	collected	for	the	stipulated	time.	

	

Periodicity:	March	2021	–	January	2023	

	

H. List	of	statistical	tests	to	be	used	for	
data	analysis	

Chi	square	and	Mann	Whitney	U	test	

I. If	 it’s	 a	 Clinical	 Trial:	 Clinical	 Trials	
Registry	 of	 India	 or	 equivalent	
registration	 number	 to	 be	
mentioned	

Awaited	

8	 3. List	risks	and	benefits	of	the	study	 There	is	no	evidence	of	risk	of	this	study.	

Benefits:	

1.Helps	in	reduction	of	incidence	of	sore	throat.	

2.Improves	the	outcome	of	the	surgery	and	anesthetic	experience.	
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ETHICAL	COMMITTEE	APPROVAL	LETTER	

	

	



PROFORMA	

	

	

NAME:	

	

AGE:	

	

GENDER:	Male	/	Female	

	

IP	NO:	

	

Height(cm):	

	

Weight(kg):	

	

Co-morbid	illness:	

	

	

Diagnosis:	

	

Proposed	surgery:	

	

Patient	group	(Z/P):	

	

	

	

	



Anaesthesia:	Start:	 																End:	 																								Duration:	

	

Surgery:	

Start:	 																								End:	 																								Duration:	

Duration	of	laryngoscopy	(time	from	opening	mouth	to	the	placement	of	the	endotracheal	tube)	–	

	

Intubation	time	(the	interval	between	the	insertion	of	the	laryngoscope	blade	into	the	mouth	to	the	
inflation	of	the	endotracheal	tube	cuff)-	

Induction	and	maintenance	of	anaesthesia:	

	

Intravenous	anaesthetic	agent:	

	

Opioid:	

	

Inhalational	anaesthetic	agent:	

	

Airway:							Endo	tracheal	tube		 																																																					Size:	

	

Baseline	Vitals:	

	

	

Heart	rate:	

Blood	pressure:	

SpO2:	

	

ETT																																																												:		Insertion	time	-	

Extubation	time	–	

Analgesic	drug:	



	

Post-operative	monitoring	:	

	

	

0	–	No	sore	throat	

1	–	Mild	discomfort	(complains	only	upon	questioning	

2	–	Moderate	sore	throat	(complains	on	his/her	own)	

3	–	Severe	change	in	voice,	hoarseness	and	throat	pain		

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

																				Particulars		 30	minutes	 2	hours	 4	hours	 24	hours	

												4-point	scale		 	 	 	 	



	

ANNEXURE-A	

SDM	COLLEGE	OF	MEDICAL	SCIENCES	&	HOSPITAL	

MANJUSHREE	NAGAR,	SATTUR,	DHARWAD	(KARNATAKA)-580009.	

	

INFORMED	CONSENT	

“A	comparative	study	using	zinc	lozenges	versus	placebo	for	the	prevention	of	post-operative	sore	
throat	in	patients	undergoing	elective	surgery	under	general	anaesthesia:	a	prospective	randomized	
controlled	double	blind	trial.”	

	

Name	of	the	participant:		

Principal	investigator:	Dr.Sparsha	S	Vasisht	

Guide:	Dr.Shyamsunder	Kamath	

	

Co-guide:	Dr.	Siddesh	Kadur	

											I,	 ___________________________________________________,	 aged	 _________	 have	 read	
the	information	in	this	form	(or	have	been	read	to	me).	I	was	free	to	ask	any	questions	and	they	have	
been	answered.	I	am	over	18	years	of	age	and,	exercising	my	free	power	of	choice,	hereby	give	my	
consent	to	be	included	as	a	participant	in	“A	comparative	study	using	zinc	lozenges	versus	placebo	
for	 the	 prevention	 of	 post-operative	 sore	 throat	 in	 patients	 undergoing	 elective	 surgery	 under	
general	anaesthesia	:	a	prospective	randomized	controlled	double	blind	trial.”	

I	have	been	informed	that	I	have	been	included	as	a	part	of	the	clinical	study	at	SDM	Medical	College	
and	Hospital,	under	which	I	have	been	told	that	a	study	drug	will	be	given	to	prevent	post-operative	
sore	throat.	

I	 have	been	 explained	 in	my	 vernacular	 language	 that,	 during	 the	 course	of	 the	 study,	 I	might	 be	
allotted	in	any	of	the	sample	group	(Group	Z	or	Group	P)	and	it	shall	not	be	my	decision	to	be	in	a	
particular	group.	I	have	been	explained	about	the	possible	advantages/disadvantages	of	being	allotted	
in	either	of	the	sample	group.	I	have	been	explained	about	the	complications	of	the	ZINC	lozenges	like	
unpleasant	 metallic	 taste	 and	 complications	 of	 the	 PLACEBO	 like	 any	 allergic	 reaction	 and	 the	
readiness	and	expertise	available	to	handle	such	complications,	if	it	occurs.	

1. I	have	been	explained	the	consent	document	and	nature	and	aim	of	study.	

2. I	have	read	and	understood	this	consent	form	and	the	information	provided	to	me.	

3. My	rights	and	responsibilities	have	been	explained	to	me	by	the	investigator.	



4. I	have	been	advised	about	the	risks	associated	with	my	participation	in	the	study.	

5. I	have	informed	the	investigator	of	all	treatments	I	am	taking	or	have	taken	in	the	past.	

6. I	agree	to	cooperate	with	the	investigator	and	I	will	inform	him	immediately	if	I	suffer	from	
unusual	symptoms.	

7. I	am	aware	of	the	fact	that	I	can	opt	out	of	the	study	at	any	time	without	having	to	give	any	
reason	and	this	will	not	affect	my	future	treatment	in	the	hospital.		

8. I	am	also	aware	that	the	investigators	may	terminate	my	participation	in	the	study	at	any	time,	
for	any	reason,	without	my	consent.	

9. I	hereby	give	permission	to	the	investigators	to	release	the	information	obtained	from	me	as	
result	 of	 participation	 in	 this	 study	 to	 the	 sponsors,	 regulatory	 authorities,	 Government	
agencies	and	the	ethics	committee.	I	understand	that	they	may	inspect	my	original	records.	

10. My	identity	will	be	kept	confidential	if	my	data	are	publicly	presented.	

11. I	have	had	my	questions	answered	to	my	satisfaction.	

12. I	have	decided	to	be	in	the	research	study.	

Date:																																																																																									

Time:																																																																																										

																																																																																																					Patient	signature	with	name																																																																													

Signature	of	witness/relative:		

	

I	hereby	state	 that	 the	study	procedures	were	explained	 in	detail	and	all	questions	were	 fully	and	
clearly	 answered	 to	 the	 above-mentioned	 participant	 and	 relative	 and	 I	 am	 responsible	 for	 any	
unusual	life-threatening	complications.	

Signature	of	the	investigator:	
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೨- ನನaೆ ಈ ಅಧ+ಯನದ ಬaೆl ಮತು5 ಒt8aೆ ಪತ"ದ ಬaೆl 0ವyಸsಾe1ೆ. 

೩- ನನh ಹಕು�ಗಳ} ಮತು5 ಜ'ಾ�ಾ�yಗಳ ಬaೆl ನನaೆ 0ವyಸsಾe1ೆ. 
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೧೧- Bಾನು oಾವw1ೇ ಪ"Mೆhಗಳನುh \ೇಳಲು ಮುಕ5Bಾe1ೆ�ೕBೆ ಮತು5 ನನh ಪ"Mೆhಗ[aೆ ಸYಾ?ಾನಕರ'ಾe 

ಉತ5yಸsಾe1ೆ. 

೧೨-  Bಾನು ಈ ಅಧ+ಯನದ] ̂IಾಗವKಸಲು uಧCyR1ೆ�ೕBೆ.  

 

 



{Bಾಂಕ : 

ಸಮಯ : 

 

Qೋeಯ .ೆಸರು ಮತು5 RK  

 

Uಾ�1ಾರರ .ೆಸರು ಮತು5 ಸK : 

Qೋeaೆ ಸಂಬಂಧ : 

 

 

 

	

	

	


