
 

 

PART B – TECHNICAL DETAILS 

1 Title of the dissertation A clinical study on the effect of prophylactic combination of 
glycopyrrolate,ondansetron and ephedrine upon hypotension 
during elective caesarean section under spinal anaesthesia – a 
prospective  randomized double blinded control trial. 

2 Introduction Spinal anaesthesia is the technique of choice for caesarean 
sections(CSs). Hypotension after spinal anaesthesia for caesarean 
section has an incidence upto 80% without prophylactic 
management1,2,3.Various pharmacologic and non pharmacologic 
methods have been employed to minimize hypotension during 
caesarean section such as fluid preload, lateral tilt, compressive 
stockings, acupressure and use of vasopressors. The use of 
vasopressor is the most reliable method of countering the 
hypotension induced by spinal anaesthesia 4. This study proposes 
to compare the prophylactic combination of glycopyrrolate , 
ondansetron and ephedrine in terms of total vasopressor 
consumption, with standard treatment. This intervention may 
reduce adverse effects of nausea , vomiting secondary to 
hypotension and result in better surgical and anaesthetic 
experience. 

A. Problem statement Hypotension associated with spinal anaesthesia for caesarean 
section potentially contributes to adverse maternal and fetal 
outcomes5.Maternal hypotension does not only result in 
unpleasant complications such as nausea and vomiting in the 
parturient , but also decreases uteroplacental blood flow, 
consequently leading to low Apgar score and fetal acidosis.These 
conditions have been co-related to the severity and the duration of 
hypotension.The mechanism of hypotension is multi- factorial – 
arteriolar dilatation and decrease in vascular resistance  being 
predominant6. Other factors like aortocaval compression 
,intravascular volume redistribution, decrease in cardiac output  
may not contribute significantly as strategies addressing them 
alone have not shown to be effective in preventing 
hypotension.Hence vasopressors are the mainstay of treatment.  

B. Rationale Ondansetron, a 5HT3 antagonist ,recently has been shown to 
moderately decrease  the incidence of hypotension and 
bradycardia by inhibiting the Bezold- Jarisch reflex7. Glycopyrrolate 
, an anti cholinergic agent also can decrease the vasopressor 
requirements but the effect may be modest8 and ephedrine , an 
indirectly acting sympathomimetic on alpha and beta receptors is a 
commonly used vasopressor. Avoiding hypotension is more 
important than treating it . Applying above rationale , this 
prophylactic combination of drugs may reduce the incidence of the 
post spinal hypotension in our study.  

C. Novelty Exploration of a low cost pharmacologic method to prevent/reduce 
the incidence of post spinal hypotension which may translate to 
better surgical and anaesthetic experience. 

D. Expected outcome and 

application 

Decreased incidence of post spinal hypotension and effective 
prevention of adverse effects like nausea, vomiting secondary to 
hypotension and improved neonatal outcome.  

3 Research question(s) Does the combination of glycopyrrolate , ondansetron and 



ephedrine reduce episodes of post spinal hypotension in caesarean 
section ? 

4 Research hypothesis (es), if any We hypothese that prophylactic combination of glycopyrrolate , 
ondansetron and ephedrine may prevent or reduce post spinal 
hypotension.  

5 Objectives of the Study: 

A. Primary objective(s) 

B. Secondary objective(s) 

a) To estimate the amount of total vasopressor consumption.  
b )To estimate the incidence and degree of hypotension before 
baby delivery, to study heart rate variations, to assess neonatal 
APGAR score at 0 and 5 min,to estimate total delivery time and the 
incidence of adverse events like nausea and vomiting . 

6 1. Review of literature 1) Fei Xiao et al conducted a prospective double blind study 
on the effect of intravenous ondansetron on the effective 
dose in 50% of subjects of prophylactic phenylepherine 
infusions for preventing post spinal hypotension in 
caesarean delivery . Sixty parturients were randomly 
assigned to receive ondansetron (group O) or saline 
control (group A) 10 minutes before positioning for 
induction of spinal anesthesia. A prophylactic 
phenylephrine infusion was used to prevent hypotension. 
The first patient in each group received a phenylephrine 
infusion at the rate of 0.5 µg/kg/min. The infusion rate for 
each subsequent patient was varied with increments or 
decrements of 0.05 µg/kg/min based on the response of 
the previous patient, and the effective dose of the 
phenylephrine infusion for preventing hypotension in 50% 
of patients (ED50) was calculated for each group and 
compared using up-down sequential analysis. Probit 
regression was applied as a backup and sensitivity analysis 
was used to compare ED50 values for phenylephrine 
between groups by comparing calculated relative mean 
potency. Under the conditions of this study, intravenous 
ondansetron 4 mg reduced the ED50 of a prophylactic 
phenylephrine infusion by approximately 26% in patients 
undergoing cesarean delivery under combined spinal-
epidural anesthesia9 

2) Walid K Samarah et al made a comparative study of effect 
of two different doses of ondansetron on haemodynamic 
changes during caesarean section under spinal 
anaesthesia.Their prospective randomised clinical trial 
investigated a new approach by administrating intravenous 
ondansetron 20 minutes before spinal anaesthesia. This 
work investigated ondansetron effect on both 
haemodynamic changes and vasopressors use by dividing 
patients into three groups. The first group O4 (n = 51) 
received 4 mg ondansetron, the second group O6 (n = 51) 
received 6 mg ondansetron, and the control group A (n = 
50) received normal saline. They recorded systolic blood 
pressure (SBP), diastolic blood pressure (DBP) and the 
mean blood pressure (MBP) at different time intervals. 
Episodes of hypotension and number of patients with 
hypotension were not significantly different among the 
studied groups (P = 0.07; P = 0.96, respectively). They 
concluded that prophylactic 4 and 6 mg ondansetron given 
20 minutes before spinal anaesthesia in caesarean section 
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does not reduce the incidence of hypotension.10 
3) Choongun Ryu, MD, et al are involved in an ongoing 

systematic review and network metaanalysis protocol  on 
vasopressors for the management of maternal 
hypotension during cesarean section under spinal 
anaesthesia .A systematic and comprehensive search to 
detect all the randomized controlled studies on 
vasopressors for the management of maternal 
hypotension during cesarean section under spinal 
anesthesia were performed using information in the 
databases, MEDLINE, EMBASE, the Cochrane Central 
Register of Controlled Trials (CENTRAL), and Google 
Scholar, beginning from their inception to October 
2018.They have conducted a network meta-analysis to 
combine the direct and indirect comparisons of the 
vasopressors.They have used the surface under the 
cumulative ranking curve (SUCRA) values and rankograms 
to present the hierarchy of vasopressors. A comparison-
adjusted funnel plot was used to assess the presence of 
small-study effects. The quality of the studies included will 
be assessed using the risk of bias tool. This ongoing 
systematic review  and network meta-analysis may identify 
the most effective vasopressor to prevent maternal 
hypotension, and to decrease fetal acidosis in women 
undergoing spinal anesthesia for elective cesarean 
section.11 

4) Prasanna Vadhanan et.al., compared administration of a 
combination of glycopyrrolate, ondansetron, and 
ephedrine with a placebo in terms of total vasopressor 
consumption in a randomised controlled trial . One 
hundred patients undergoing elective caeserean sections 
were randomly divided into two groups of 50 each, the 
study group received prophylactic ondansetron and 
glycopyrrolate boluses followed by an infusion of 
ephedrine, while the control group received ephedrine 
boluses as required. The total ephedrine consumption 
(primary objective), incidence and degree of hypotension, 
heart rate variations, and neonatal APGAR scores 
(secondary objectives) were analysed . The median 
ephedrine requirement was lesser in the study group A 
compared to the control group [13.2 mg (10--15.75) vs. 
27.7 mg (12--24)], with a P value of 0.02. Fewer 
participants experienced hypotension in the study group 
before baby delivery compared to the control group (12 vs. 
36, P = 0.004). Heart rate was higher in the study group. 
No significant differences were observed in neonatal 
APGAR scores and incidence of adverse events.Their 
conclusion was a combination of glycopyrrolate, 
ondansetron, and ephedrine might offer better 
haemodynamic stability and reduce vasopressor 
consumption in obstetric patients undergoing spinal 
anaesthesia as opposed to standard treatment.12 

5) Shiqin Xu et al made a radomised control double blinded 
study 13 comparing prophylactic  nor-epinepherine and 
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ephedrine infusion for preventing maternal spinal 
hypotension during cesarean section under spinal 
anaesthesia .Ninety-seven women undergoing elective 
cesarean section were administered norepinephrine at 4 
μg/minute (group N; n = 48) or ephedrine at 4 mg/minute 
(group E; n = 49) immediately postspinal anesthesia, with 
an on-off titration to maintain systolic blood pressure (SBP) 
at 80% to 120% of baseline. A rescue bolus of 8 μg 
norepinephrine was given whenever SBP reached the 
predefined lower limit. The primary outcome was the 
incidence of tachycardia. Secondary outcomes included 
the incidence of bradycardia, hypotension, severe 
hypotension, hypotensive episodes, number of rescue top-
ups, hemodynamic performance error including median 
performance error (MDPE), and median absolute 
performance error (MDAPE).  Women in group N 
experienced fewer cases of tachycardia (4.2% vs 30.6%, P = 
.002, odds ratio: 0.11 [95% confidence interval, CI: 0.02-
0.47]), a lower standardized heart rate (HR) (70.3 ± 11 vs 
75 ± 11, P = .04, difference: 4.7 ± 2.2 [95% CI: 0.24-9.1]), 
and a lower MDPE for HR (1.3 ± 9.6 vs 8.4 ± 13.5 bpm, P = 
.003, difference: 3.1 ± 1.8 [95% CI: -0.6-6.7]). In addition, 
the lowest or the highest HR was lower in group N 
compared to group E (both P < .05). Meanwhile, the 
standardized SBP in group N was lower than that in group 
E (P = .04). For neonates, the UA blood gas showed a 
higher base excess (BE) and a lower lactate level in group N 
compared to E (both P < .001). Other hemodynamic 
variables, maternal, and neonatal outcomes were 
similar.They 10 concluded that Infusion of 4 μg/minute 
norepinephrine presented fewer cases of tachycardia, less 
fluctuation and a lower HR compared to baseline values, as 
well as a less stressed fetal status compared to ephedrine 
infusion at 4 mg/minute. In addition, norepinephrine 
infusion presented a lower standardized SBP compared to 
ephedrine. 

6) Nitu Puthenveettil et al  came up with a randomised 
control trial on comparison between norepinephrine and 
phenylepherine boluses for the treatment of hypotension  
during spinal anaesthesia for caesarean section. Fifty 
patients undergoing elective caesarean section under 
spinal anaesthesia were randomly assigned into two 
groups. Group B patients received phenylephrine 50 μg as 
an intravenous bolus and group N received 4 μg of 
norepinephrine as intravenous bolus to treat spinal 
hypotension. The primary objective of their study was to 
compare the number of bolus doses of norepinephrine or 
phenylephrine required to treat spinal hypotension. The 
secondary objectives were to compare the incidence of 
bradycardia, hypertension, nausea and vomiting in mother 
and foetal outcomes. The number of boluses of 
vasopressors required to treat hypotension was 
significantly lower in group N (1.40 ± 0.577 vs. 2.28 ± 
1.061, P = 0.001). The frequency of bradycardia was high in 
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group B, but this difference was not statistically significant 
(4%vs. 20%, P = 0.192). Maternal complications such as 
nausea and vomiting and shivering were comparable 
between the groups. The foetal parameters were also 
comparable between the two groups. Their conclusion was 
intermittent boluses of norepinephrine are effective in the 
management of spinal-induced hypotension during 
caesarean section. The neonatal outcomes were similar in 
both the groups. Norepinephrine boluses can be 
considered as an alternative to phenylephrine boluses. 13 

7) Kinsella SM et al published a international14  consensus 
statement on the management of hypotension with 
vasopressors during caesarean section under spinal 
anaesthesia. The objective of this comprehensive 
consensus statement was to provide practical and 
independent advice to physicians for treating and 
managing spinal anesthesia-induced maternal 
hypotension. The recommendations for best clinical 
practice include a)Hypotension is frequent and, therefore, 
vasopressors should be used routinely and preferably 
prophylactically.b)α-agonist drugs are the most 
appropriate agents to treat or prevent hypotension 
following spinal anaesthesia. Although those with a small 
amount of β-agonist activity may have the best profile 
(noradrenaline (norepinephrine), metaraminol), 
phenylephrine is currently recommended due to the 
amount of supporting data. Single-dilution techniques, 
and/or prefilled syringes should be considered.c)Left 
lateral uterine displacement and intravenous (i.v.) colloid 
pre-loading or crystalloid coloading, should be used in 
addition to vasopressors.d)The aim should be to maintain 
systolic arterial pressure (SAP) at ≥ 90% of an accurate 
baseline obtained before spinal anaesthesia, and avoid a 
decrease to < 80% baseline. They recommend a variable 
rate prophylactic infusion of phenylephrine using a syringe 
pump. This should be started at 25-
50 μg.min−1 immediately after the intrathecal local 
anaesthetic injection, and titrated to blood pressure and 
pulse rate. Top-up boluses may be required. 

8) Selina D Patel et al did a meta analytic study on the effect 
of glycopyrrolate on the incidence of hypotension and 
vasopressor requirement during spinal anesthesia for 
caesarean delivery .A literature search was performed to 
identify randomized controlled trials investigating the 
effect of glycopyrrolate on spinal-induced hypotension 
during cesarean delivery. Primary outcomes were 
intraoperative hypotension and vasopressor requirement 
(phenylephrine equivalents). Secondary outcomes 
included heart rate (HR), nausea and vomiting, dry mouth, 
and Apgar scores. Risk ratios (RRs), and mean differences 
(MDs) were calculated using random-effects modeling with 
95% confidence intervals for primary outcomes and 99% 
confidence intervals for secondary outcomes. A total of 
311 patients were included: 153 received glycopyrrolate 
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and 158 placebo. The incidence of spinal-induced 
hypotension was no different with prophylactic 
glycopyrrolate compared to control (RR, 0.93 [0.71-1.21]; P 
= .59), but the total phenylephrine dose required was 
significantly reduced with glycopyrrolate (MD, -62.64 μg [-
107.61 to -17.66 μg]; P = .006). The incidence of 
intraoperative nausea and vomiting was not different 
between groups; however, glycopyrrolate increased the 
risk of dry mouth (RR, 5.15 [1.82-14.57]; P < .0001). They 
concluded that prophylactic glycopyrrolate does not 
reduce the incidence of spinal-induced hypotension but 
results in a modest reduction in vasopressor requirements 
while increasing maternal HR. 

9) Chooi C, Cox JJ et al. did a Cochrane Database Syst Review 
on techniques for preventing hypotension during spinal 
anaesthesia for caesarean section.They included 126 
studies involving 9565 participants. Interventions were to 
prevent maternal hypotension following spinal anaesthesia 
only, and excluded any interventions considered active 
treatment. All the included studies reported the review's 
primary outcome. Across 49 comparisons, they identified 
three intervention groups: intravenous fluids, 
pharmacological interventions, and physical interventions. 
They found there were no clear differences between 
ephedrine and phenylephrine groups for preventing 
maternal hypotension (average RR 0.92, 95% CI 0.71 to 
1.18; 401 women; 8 studies; very low‐quality evidence) or 
hypertension (average RR 1.72, 95% CI 0.71 to 4.16, 2 
studies, 118 women, low‐quality evidence). Rates of 
bradycardia were lower in the ephedrine group (average 
RR 0.37, 95% CI 0.21 to 0.64, 5 studies, 304 
women, low‐quality evidence).There was no clear 
difference in the number of women with nausea and/or 
vomiting (average RR 0.76, 95% CI 0.39 to 1.49, 4 studies, 
204 women, I² = 37%, very low‐quality evidence), or babies 
with neonatal acidosis (average RR 0.89, 95% CI 0.07 to 
12.00, 3 studies, 175 babies, low‐quality evidence). No 
baby had an Apgar score of less than 8 at five minutes in 
either group (321 babies; low‐quality evidence)15 .They 
concluded that  while interventions such as crystalloids, 
colloids, ephedrine, phenylephrine, ondansetron, or lower 
leg compression can reduce the incidence of hypotension, 
none have been shown to eliminate the need to treat 
maternal hypotension in some women. 

10) Michael Heesen et al studied on prevention of post spinal 
hypotension  during caesarean delivery by 5HT3 receptor 
antagonist. After a systematic literature search in various 
databases, randomized placebo-controlled double-blind 
trials studying the preventive effect of 5-HT3 receptor 
antagonists were included. A random-effects model was 
applied, risk ratio (RR, binary variables) or weighted mean 
difference (continuous variables) with 95% confidence 
intervals (CIs) were calculated. Seventeen trials (8 
obstetric, 9 non-obstetric) reporting on 1604 patients were 



identified. Ondansetron in doses from 2 to 12 mg was 
studied in 12 trials. Prophylactic 5-HT3 administration 
significantly reduced the risk of hypotension in the 
combined analysis of 17 trials, RR 0.54 (95% CI 0.36-0.81, I 
= 79%). In obstetric trials, the RR was 0.52, 95% CI 0.30-
0.88, I = 87% (number needed to treat 4). In non-obstetric 
studies, the 95% CIs were wide and included a clinically 
relevant ireduction in the risk of hypotension (RR 0.50, 
95% CI 0.22-1.16; I = 66%). Contour-enhanced funnel plots 
confirmed publication bias. Meta-regression showed a 
significant ondansetron dose response in non-obstetric 
patients (β = -0.355, P = .04). In the combined and in the 
obstetric-only analysis, the risk of bradycardia was 
significantly reduced as was the use of phenylephrine 
equivalents. They concluded that   5-HT3 antagonists are 
effective in reducing the incidence of hypotension and 
bradycardia; the effects are moderate and are only 
significant in the subgroup of patients undergoing 
cesarean delivery. The effects in the non-obstetric 
population are not significant. 

11) M Mohta et al made a radomised double blind study 16 on 
comparison between phenylepherine and ephedrine for 
management of post spinal hypotension in fetal 
compromise. Healthy women with a singleton pregnancy 
undergoing emergency caesarean section for fetal 
compromise under spinal anaesthesia were studied. One-
hundred-and-six consecutive subjects, who developed 
hypotension after spinal anaesthesia, were randomly 
allocated to two groups of 53 each, to receive either 
phenylephrine (Group b) or ephedrine (Group E). For every 
systolic blood pressure reading <100mmHg patients 
received phenylephrine 100μg or ephedrine 8mg 
depending on group allocation. Umbilical blood gas 
parameters and Apgar scores were recorded. The number 
of hypotensive episodes, vasopressor doses for treatment 
of the first hypotensive episode and the total number of 
doses used during the study period were comparable. The 
median [IQR] total number of doses of phenylephrine and 
ephedrine used before delivery were 2 [1-2] and 2 [1-2], 
respectively (P=0.67). More patients receiving ephedrine 
(24.5%) developed tachycardia than those receiving 
phenylephrine (3.8%) (P=0.004). Bradycardia was more 
common with phenylephrine, with 39.6% of patients in 
Group B as compared to only 1.9% of patients in Group E 
developing a heart rate <60beats/min after vasopressor 
administration (P=0.001). They concluded that both 
phenylephrine 100μg and ephedrine 8mg boluses are 
equally efficacious when treating post-spinal hypotension 
in the presence of potential fetal compromise. 
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7 2. Methodology   

A. Study design  A tertiary care hospital based randomized double blinded control 
study 

B. Study participants (human, 

animals or both) 

Humans 

i. Inclusion criteria 

ii. Exclusion criteria 

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 

i)INCLUSION CRITERIA  
1. willing to participate 
2. singleton pregnancy beyond 36 weeks gestational age 
undergoing elective CS ( cat 3 and cat 4)  
3 . parturients age 18 to 35 years 
 
ii)EXCLUSION CRITERIA  
1. patients refusal   
2. comorbid conditions ( respiratory ,    cardiological, 
neurovascular) 
3. contraindications to spinal anaesthesia  
4. pregnancy induced hypertension, multiple gestation and 
abnormal placentation 
  
iii) nil 
  
iv) nil 
 
v) Group A – patients  receive ondansetron, glycopyrrolate i.v. 
bolus    and ephedrine infusion  
 Group B- patients receive placebo (normal saline as i.v.bolus and   
as infusion)   

C. Sampling  

a. Sampling population 

b. Sample size calculation 

c. Sampling technique 

a)Patients undergoing elective caesarean sections at SDM Medical 
Sciences and Hospital , Dharwad, Karnataka during the study 
period  
b) The sample size calculation is done as follows, value is 1.96 for 
95% confidence level and value is 1.0364 for 85% power. 
Assuming moderate effect size (d) (0.5) for controlling hypotension 
with defined drugs at 5% level of significance and 85% power, the 
sample size obtained is 73 subjects for each group. Hence, total 
sample size required is 73 x 2 = 146 subjects. Accounting for 10% 
dropout sample size of 160 was taken.  
 
 
 

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) 

AWAITED 



F. Study procedure Study will be done on patients undergoing elective caesarean 
section under spinal anaesthesia at SDM medical college and 
hospital . 160 patients will be studied in this randomized control 
double blinded study. Patients falling under inclusion criteria and 
after obtaining their consent as per the guidelines from institution 
ethical committee ,computer based randomization will be done. 
They will be randomized into 2 groups of 80 each.  Group A 
patients receive combination of i.v ondansetron , i.v.glycopyrrolate 
as bolus and i.v ephedrine infusion where as, Group B patients 
receive saline as placebo. The participants , anaesthesiologists 
administering the drugs and assessing outcomes will be blinded to 
group  allocation concealed in sealed envelopes. All participants 
will receive oral pantaprazole 40 mg and metoclopramide 10 mg 
the night before and will be  fasting overnight. 
In the operation theatre standard monitors  ( 3 lead ECG , non- 
invasive blood pressure , pulse – oximetry) will be attached and 
baseline heart rate, systolic and diastolic blood pressures and 
oxygen saturation will be recorded. The 90% of baseline systolic 
blood pressure will serve as threshold value for defining 
hypotension till delivery of baby. 

The Group A will receive single intravenous bolus of glycopyrrolate 
of 0.2 mg and ondansetron 4mg before positioning for spinal 
anaesthesia. In the sitting position spinal anaestheia will be 
administered with 2.1 ml of 0.5% bupivacaine  heavy and 100mcg 
of morphine in L3-L4 /L4-L5  interspace using 26G Quincke spinal 
needle. Co- loading will be done with 20 ml/kg ringer’s lactate. An 
infusion of ephedrine  10mg in 100 ml NS will be started in 
separate intravenous line in an infusion pump at the rate of 10 ml/ 
min while injecting spinal anaesthetic. The Group Bpatients will 
receive IV normal saline as placebo in place of glycopyrrolate and 
ondansetron injections , and 100 ml NS infusion over 10 min during 
injection of spinal anaesthetic. Vitals will be monitored at baseline 
and every 2 minutes till delivery of the baby beyond which 5 
minute cycles will be used. The sensory level attained will be 
checked by hypoesthesia to pin prick every minute after 
positioning, till minimum level of T6 is achieved. 
Hypotension is defined as SBP of less than 90% of baseline value12 
will be treated with ephedrine bolus 6mg and bradycardia is 
defined as heart rate less than 60 treated by atropine 0.6mg . After 
delivery of baby hypotension will be defined as fall in SBP of more 
than 30% of baseline value and will be treated in the same 
manner.  

G. Data collection methods 

including settings and 

periodicity 

After obtaining clearance from the institutional ethical committee 
and informed consent 160 patients will be studied in this 
randomised control double blinded study SPSS version 20 
registered to SDM university will be used. The data will be 
collected for the stipulated time 
Periodicity – September 2022 to August 2023 

H. List of statistical tests to be 

used for data analysis 

Chi- square test , unpaired Student’s t - test,Kaplan-Meier survival 
analysis    

I. If it’s a Clinical Trial:Clinical 

Trials Registry of India or 

equivalent registration number 

Awaited 



to be mentioned 

8 3. List risks and benefits of the study No risks involved  
Benefits-  
a)Reduction in post spinal hypotension 
b)Reduction in adverse effects like nausea, vomiting  resulting in 
better surgical and anaesthetic experience. 
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11 6. Declarations/Remarks by the Guide  

 

 

 

 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

PROFORMA 

 

NAME: 

 

AGE: 

 

GENDER: Male / Female 

 

IP NO: 

 

Height(cm): 

 

Weight(kg): 

 

Co-morbid illness: 

  



Diagnosis: 

 

Surgery: 

 

Start:                                                   End:                                            Duration: 

 

 

Pre operative Assessment: 

 

ASA grading -  

 

MMS -  

 

Mouth Opening - 

 

Neck extension/ flexion/ rotation -  

 

Spine - 

 

 

SYSTEMIC EXAMINATION: 

 

RS -                         

 

CVS -                          

 

CNS -                      

 

 P/A - 



 

 

Preoperative Vitals 

Heart rate:                        Blood pressure:                             SpO2: 

 

 

Pre-operative medications: 

 

Glycopyrolate/Ondansetron(mg) OR Placebo -  

 

 

Intraoperative (during spinal anaesthesia): 

 

Ephiderine infusion(10mg in 100ml/10 min) OR Placebo infusion(100ml/10min) - 

 

 

Intra-operative monitoring(after spinal anaesthesia till the delivery of baby): 

  

PARTICULARS 
(IN 
MINUTES) 

2 4 6 8 10 12 14 16 20 

SBP          

DBP          

MAP          

HR          

SPO2          



 

Incision to delivery time(mins) :   

Intra-operative monitoring(after delivery of baby till the end of surgery): 

 

Intra-operative requirement of ephedrine bolus(6mg) : 

Total duration of surgery (mins) : 

 

Post Operative vitals: 

 

Heart rate-                         BP-                             SPO2- 

 

 

 

 

 

 

  

PARTICULARS  
(IN 
MINUTES) 

5 10 15 20 25 30 35 40 45 

SBP          

DBP          

MAP          

HR          

SPO2          



INFORMED CONSENT FORM 

(This template can be used as a guideline for preparing ICF) 

Title of the Project: “A clinical study on the effect of prophylactic combination of glycopyrrolate, 

ondansetron and ephedrine upon hypotension during elective caesarean section under spinal anaesthesia” 

– a prospective randomized double blinded control trial. 

Name of the Principal/Site Investigator: Dr. SHREYAS H  BHAT. 

GUIDE: Dr. SIDDESH N KADUR. 

 
PURPOSE OF RESEARCH: I have been informed that this study will assess analgesic efficacy of fentanyl 

versus dexmedetomidine as a additive to bupivacaine in erector spinae plane block in patients undergoing 

percutaneous nephrolithotomy under general anaesthesia. 

PROCEDURE:  I understand that the procedure of the study will involve the administration of various drugs 

like ondansetron, glycopyrrolate and ephedrine and recording of various parameters like blood pressure, 

pulse rate and saturation. The procedure will little interfere with any of my physiological parameters . 

RISK AND DISCOMFORTS: I understand determination of above mentioned tests will not cause any 

discomfort to me and do not involve any risk to my health. 

BENEFITS: I understand that my participation in the study may have or may not have a direct benefit to me 

but also help to understand the mechanism of regulation of functional capacity.  

CONFIDENTIALITY: I understand that medical information produced by this study will become part of 

institutional records and will be subject to the confidentiality and privacy regulation of the said institute. 

Information of a sensitive personal nature will not be a part of medical record, but will be stored in 

investigators research file and identified only by a code number. The code key connecting name to 

numbers will be kept in a separate secured location. If the data are used for publication in the medical 

literature and for teaching purposes no names will be used and other identities such as photographs, audio 

and video tapes will be used only with my special written permission. I understand I may see the 

photographs and the video tapes and have the audio tapes before giving this permission. 

REQUEST FOR MORE INFORMATION: I understand that I may ask more questions about the study at any 

time. Concerned researcher is available to answer my questions or concerns. I understand that I will be 

informed of any significant new findings discovered during the course of this study which might influence 

my continued participation. If during the study or later, I wish to discuss my participation in all concerns 

regarding this study with a person not directly involved, I am aware that the social worker of the Institute is 

available to talk with me. A copy of this consent form will be given to me to keep for careful re-reading. 

REFUSAL OR WITHDRAWAL OF PARTICIPATION: I understand that my participation is voluntary and may 

refuse to participate or may withdraw my consent and discontinue participation in the study at any time 

without prejudice to my present or future care at this hospital. I also understand that researcher may 

terminate my participation in this study at any time after she/he has explained the reasons for doing so and 

had helped arrange for my continued care by my physician or physical therapist if this is appropriate. 



INJURY STATEMENT: I understand that in unlikely event of injury to me resulting directly from my 

participation in this study, if such injury were reported promptly, then medical treatment will be available 

to me, but no further compensation would be provided. I understand that by my agreement to participate 

in this study I am not waiving any of my legal rights. 

ETHICAL COMMITTEE THAT REVIEWED AND APPROVED STUDY: I understand that the study has been 

reviewed and approved by  

CONTACT INFORMATION: If I have any questions about the study, I may contact at any time to 8747857962 

(Phone no.), & shreyasb19@gmail.com  (email ID). Further If I  have questions about my rights as a research 

participant, I may contact the Member secretary of the _______________(Name) Institutional Ethics 

Committee (IEC), Contact details of Member 

Secretary____________________________________________________________ 

______________________________________________________________ (Name, contact address, email 

ID, Phone No.) 

*** 

I confirm that Dr. SHREYAS H BHAT (Name of the Principal Investigator) has explained to me the 

purpose of research, the study procedure that I will undergo, and the possible risk and discomforts as well 

as benefits that I may experience. Alternative to my participation in the study have also been to give my 

consent from. Therefore I agree to give consent to participate as a subject and this research project. 

 

Participant       Date: 

(Name & Signature) 
 

Witness         Date: 

(Name & signature) 

 

 

 Principal/Site Investigator    Date 

 (Name & signature) 
 

(Modified from Portney L.G, Watkins M.P., in Foundation of Clinical Research, Second Edition, New Jersey,  Prentice Hall Health 2000.) 

                           

 

  

                      
 

 

  



   ಮಾಹಿತಿ ನೀಡಿದ ಒಪಿ್ಪ ಗೆ ನಮೂನೆ 

 (ಈ ಟೆಂಪ್ಲ ೀಟ್ ಅನ್ನು  ಐಸಿಎಫ್ ತಯಾರಿಸಲು ಮಾರ್ಗಸೂಚಿಯಾಗಿ ಬಳಸಬಹುದು) 

 

ಯೀಜನೆಯ ಶೀರ್ಷಗಕೆ: “ಬೆನ್ನು ಮೂಳೆಯ ಅರಿವಳಿಕೆ ಅಡಿಯಲಿ್ಲ  ಚುನಾಯಿತ ಸಿಸೇರಿಯನ್ 

ವಿಭಾಗದಲಿ್ಲ  ಹೈಪೊಟೆನ್ಷ ನ್ ಮೇಲೆ ಗಿ್ ೈಕೊಪಿರೊಲೇಟ್ ಆನಾಾ ನೆ್ಸ ಟ್ರಾ ನ್ ಮತ್ತು  ಎಫೆಡ್ರಾ ನ್ಗ ಳ 

ರೊೋಗನಿರೊೋಧಕ ಸಂಯೋಜನ್ಸಯ ಪರಿಣಾಮದ ಮೇಲೆ ವೈದಯ ಕೋಯ ಅಧಯ ಯನ್ - ಯಾದೃಚಿ್ಛ ಕ 

ನಿಯಂತಾ ಣ ಪಾ ಯೋಗ ":-ಒೆಂದು ನರಿೀಕಿ್ಷ ತ ಯಾದೃಚಿಿ ಕ ಡಬಲ್ ಬಲ ಲೆಂಡ್ ಅಧ್ಯ ಯನ. 

ಪ್ರ ೆಂಶುಪ್ಲರ/ಸಥ ಳ ತನಖಾಧಿಕಾರಿಯ ಹೆಸರು: ಡಾ. ಶ್ರ ೀಯಸ್ ಹೆಚ್ ಭಟ್ 

                         ಮಾಗಗದರ್ಶಗ : ಡಾ. ಸಿದ್ದ ೀಶ್ ಎನ್ ಕಡೂರು 

ಸಂಶೀಧ್ನೆಯ ಉದ್ದ ೀಶ: “ಬೆನ್ನು ಮೂಳೆಯ ಅರಿವಳಿಕೆ ಅಡಿಯಲಿ್ಲ  ಚುನಾಯಿತ ಸಿಸೇರಿಯನ್ 

ವಿಭಾಗದಲಿ್ಲ  ಹೈಪೊಟೆನ್ಷ ನ್ ಮೇಲೆ ಗಿ್ ೈಕೊಪಿರೊಲೇಟ್ ಆನಾಾ ನೆ್ಸ ಟ್ರಾ ನ್ ಮತ್ತು  ಎಫೆಡ್ರಾ ನ್ಗ ಳ 

ರೊೋಗನಿರೊೋಧಕ ಸಂಯೋಜನ್ಸಯ ಪರಿಣಾಮ ಮೇಲೆ ವೈದಯ ಕೋಯ ಅಧಯ ಯನ್ ” . 

ಕಾಯಗವಿಧಾನ: ಅಧ್ಯ ಯನದ ಕಾಯಗವಿಧಾನವು ಒೆಂಡಾನೆೆ ಟ್ರರ ನ್, ಗೆಲ ಲಕೊಪ್ಪರೊಲೇಟ್ ಮತ್ತು  

ಎಫೆಡ್ರರ ನ್ ನಂತಹ ವಿವಿಧ್ ಔಷಧಿರ್ಳ ಆಡಳಿತವನ್ನು  ಒಳಗೆಂಡಿರುತು ದ್ ಮತ್ತು  ರಕು ದೊತು ಡ, 

ನಾಡಿ ದರ ಮತ್ತು  ಶುದಧ ತವ ದಂತಹ ವಿವಿಧ್ ನಯತೆಂಕರ್ಳ ರೆಕಾಡಿಗೆಂಗ್ ಅನ್ನು  

ಒಳಗೆಂಡಿರುತು ದ್ ಎೆಂದು ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊೆಂಡಿದ್ದ ೀನೆ. ಕಾಯಗವಿಧಾನವು ನನು  

ಯಾವುದೇ ಶಾರಿೀರಿಕ ನಯತೆಂಕರ್ಳೆಂದಿಗೆ ಸವ ಲಿ ಮಟಿ್ಟ ಗೆ ಹಸು ಕಿೆ ೀಪ ಮಾಡುತು ದ್ 

 

ಅಪ್ಯ ಮತ್ತು  ಅನಾನ್ನಕೂಲತೆರ್ಳು: ಮೇಲೆ ತಿಳಿಸಿದ ಪರಿೀಕಿೆ ರ್ಳ ನರ್ಗಯವು ನನಗೆ ಯಾವುದೇ 

ಅಸವ ಸಥ ತೆಯನ್ನು  ಉೆಂಟುಮಾಡುವುದಿಲಲ  ಮತ್ತು  ನನು  ಆರೊೀರ್ಯ ಕೆೆ  ಯಾವುದೇ ಅಪ್ಯವನ್ನು  

ಒಳಗಳುು ವುದಿಲಲ  ಎೆಂದು ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊೆಂಡಿದ್ದ ೀನೆ. 

 

ಪರ ಯೀಜನರ್ಳು: ಅಧ್ಯ ಯನದಲ್ಲಲ  ನನು  ಭಾರ್ವಹಿಸುವಿಕೆಯು ನನಗೆ ನೇರ ಪರ ಯೀಜನವನ್ನು  

ಹೆಂದಿರಬಹುದು ಅರ್ವಾ ಹೆಂದಿರದಿರಬಹುದು ಆದರೆ ಕ್ಷರ ಯಾತಮ ಕ ಸಾಮರ್ಯ ಗದ 

ನಯಂತರ ರ್ದ ಕಾಯಗವಿಧಾನವನ್ನು  ಅರ್ಗಮಾಡಿಕೊಳು ಲು ಸಹಾಯ ಮಾಡುತು ದ್ ಎೆಂದು 

ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊೆಂಡಿದ್ದ ೀನೆ. 

 

ಗೌಪಯ ತೆ: ಈ ಅಧಯ ಯನ್ದಿಂದ ಉತಪ ತ್ತು ಯಾಗುವ ವೈದಯ ಕೋಯ ಮಾಹಿತ್ತಯು ಸಿಂಸಿಿ ಕ ದಾಖಲೆಗಳ 

ಭಾಗವಾಗುತು ದೆ ಮತ್ತು  ಹೇಳಲಾದ ಸಂಸಿ್ಥ ಯ ಗೌಪಯ ತೆ ಮತ್ತು  ಗೌಪಯ ತೆ ನಿಯಂತಾ ಣಕೆೆ  

ಒಳಪಟಿ್ಟ ರುತು ದೆ ಎಿಂದು ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊಿಂಡಿದೆದ ೋನ್ಸ. ಸೂಕ್ಷ್ಮ  ವೈಯಕು ಕ ಸ್ವ ಭಾವದ 



ಮಾಹಿತ್ತಯು ವೈದಯ ಕೋಯ ದಾಖಲೆಯ ಭಾಗವಾಗಿರುವುದಲಿ್ , ಆದರೆ ತನಿಖಾಧಿಕಾರಿಗಳ 

ಸಂಶೋಧನಾ ಫೈಲ ನ್ಲಿ್ಲ  ಸಂಗಾ ಹಿಸ್ಲಾಗುತು ದೆ ಮತ್ತು  ಕೊೋಡ್ ಸಂಖ್ಯಯ ಯಿಿಂದ ಮಾತಾ  

ಗುರುತ್ತಸ್ಲಾಗುತು ದೆ. ಸಂಖ್ಯಯ ಗಳಿಗ್ ಹೆಸ್ರನ್ನು  ಸಂಪಕಗಸುವ ಕೊೋಡ್ ಕೋಯನ್ನು  ಪಾ ತೆಯ ೋಕ ಸುರಕಷ ತ 

ಸಿ್ ಳದಲಿ್ಲ  ಇರಿಸ್ಲಾಗುತು ದೆ. ವೈದಯ ಕೋಯ ಸಹಿತಯ ದಲಿ್ಲ  ಪಾ ಕಟಣೆಗಾಗಿ ಮತ್ತು  ಬೋಧನಾ 

ಉದೆದ ೋಶಗಳಿಗಾಗಿ ಡೇಟ್ರವನ್ನು  ಬಳಸಿದರೆ ಯಾವುದೇ ಹೆಸ್ರುಗಳನ್ನು  ಬಳಸ್ಲಾಗುವುದಲಿ್  ಮತ್ತು  

ಛಾಯಾಚ್ಛತಾ ಗಳು, ಆಡಿಯೋ ಮತ್ತು  ವಿೋಡಿಯ ಟೇಪಗ ಳಂತಹ ಇತರ ಗುರುತ್ತಗಳನ್ನು  ನ್ನ್ು  

ವಿಶೇಷ ಲ್ಲಖಿತ ಅನ್ನಮತ್ತಯಿಂದಗ್ ಮಾತಾ  ಬಳಸ್ಲಾಗುತು ದೆ. ಈ ಅನ್ನಮತ್ತಯನ್ನು  ನಿೋಡುವ 

ಮೊದಲು ನಾನ್ನ ಛಾಯಾಚ್ಛತಾ ಗಳು ಮತ್ತು  ವಿೋಡಿಯ ಟೇಪ ಗಳನ್ನು  ನೋಡಬಹುದು ಮತ್ತು  

ಆಡಿಯ ಟೇಪ ಗಳನ್ನು  ಹಿಂದಬಹುದು ಎಿಂದು ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊಿಂಡಿದೆದ ೋನ್ಸ 

ಹೆಚಿ್ಛ ನ್ ಮಾಹಿತ್ತಗಾಗಿ ವಿನಂತ್ತ: ನಾನ್ನ ಯಾವುದೇ ಸ್ಮಯದಲಿ್ಲ  ಅಧಯ ಯನ್ದ ಕುರಿತ್ತ ಹೆಚಿ್ಛ ನ್ 

ಪಾ ಶ್ನು ಗಳನ್ನು  ಕೇಳಬಹುದು ಎಿಂದು ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊಿಂಡಿದೆದ ೋನ್ಸ. ನ್ನ್ು  ಪಾ ಶ್ನು ಗಳಿಗ್ ಅರ್ವಾ 

ಕಾಳಜಿಗಳಿಗ್ ಉತು ರಿಸ್ಲು ಸಂಬಂಧಪಟಿ  ಸಂಶೋಧಕರು ಲ್ಭ್ಯ ವಿದಾದ ರೆ. ನ್ನ್ು  ಮಿಂದುವರಿದ 

ಭಾಗವಹಿಸುವಿಕೆಯ ಮೇಲೆ ಪಾ ಭಾವ ಬೋರಬಹುದಾದ ಈ ಅಧಯ ಯನ್ದ ಅವಧಿಯಲಿ್ಲ  ಪತೆು ಯಾದ 

ಯಾವುದೇ ಮಹತವ ದ ಹಸ್ ಸಂಶೋಧನ್ಸಗಳ ಕುರಿತ್ತ ನ್ನ್ಗ್ ತ್ತಳಿಸ್ಲಾಗುವುದು ಎಿಂದು ನಾನ್ನ 

ಅರ್ಗಮಾಡಿಕೊಿಂಡಿದೆದ ೋನ್ಸ. ಅಧಯ ಯನ್ದ ಸ್ಮಯದಲಿ್ಲ  ಅರ್ವಾ ನಂತರ, ಈ ಅಧಯ ಯನ್ಕೆೆ  

ಸಂಬಂಧಿಸಿದ ಎಲಿಾ  ಕಾಳಜಿಗಳಲಿ್ಲ  ನ್ನ್ು  ಭಾಗವಹಿಸುವಿಕೆಯನ್ನು  ನೇರವಾಗಿ ಭಾಗಿಯಾಗದ 

ವಯ ಕು ಯಿಂದಗ್ ಚಚ್ಛಗಸ್ಲು ನಾನ್ನ ಬಯಸಿದರೆ, ನ್ನು ಿಂದಗ್ ಮಾತನಾಡಲು ಸಂಸಿ್ಥ ಯ 

ಸಮಾಜಿಕ ಕಾಯಗಕತಗರು ಲ್ಭ್ಯ ವಿದಾದ ರೆ ಎಿಂದು ನ್ನ್ಗ್ ತ್ತಳಿದದೆ. ಎಚಿ ರಿಕೆಯಿಿಂದ ಮರು-

ಓದಲು ಇರಿಸಿಕೊಳಳ ಲು ಈ ಸ್ಮಮ ತ್ತಯ ನ್ಮೂನ್ಸಯ ಪಾ ತ್ತಯನ್ನು  ನ್ನ್ಗ್ ನಿೋಡಲಾಗುವುದು. 

ಭಾಗವಹಿಸುವಿಕೆಯ ನಿರಾಕರಣೆ ಅರ್ವಾ ಹಿಿಂತೆಗ್ದುಕೊಳುಳ ವಿಕೆ: ನ್ನ್ು  ಭಾಗವಹಿಸುವಿಕೆಯು 

ಸ್ವ ಯಂಪ್ಾ ೋರಿತವಾಗಿದೆ ಮತ್ತು  ಭಾಗವಹಿಸ್ಲು ನಿರಾಕರಿಸ್ಬಹುದು ಅರ್ವಾ ನ್ನ್ು  ಒಪಿಪ ಗ್ಯನ್ನು  

ಹಿಿಂಪಡ್ರಯಬಹುದು ಮತ್ತು  ಅಧಯ ಯನ್ದಲಿ್ಲ  ಭಾಗವಹಿಸುವಿಕೆಯನ್ನು  ನಿಲಿ್ಲ ಸ್ಬಹುದು ಎಿಂದು 

ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊಿಂಡಿದೆದ ೋನ್ಸ. ಈ ಆಸ್ಪ ತೆಾ ಯಲಿ್ಲ  ನ್ನ್ು  ಪಾ ಸುು ತ ಅರ್ವಾ ಭ್ವಿಷಯ ದ ಆರೈಕೆಗ್ 

ಯಾವುದೇ ಪೂವಾಗಗಾ ಹವಿಲಿ್ದೆ. ಸಂಶೋಧಕರು ಈ ಅಧಯ ಯನ್ದಲಿ್ಲ  ನ್ನ್ು  
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ಅಸಂಭ್ವವಾದ ಗಾಯದ ಸಂದಭ್ಗದಲಿ್ಲ , ಅಿಂತಹ ಗಾಯವನ್ನು  ತಕ್ಷ್ಣವೇ ವರದ ಮಾಡಿದರೆ, 



ನಂತರ ವೈದಯ ಕೋಯ ಚ್ಛಕತೆೆ ಯು ನ್ನ್ಗ್ ಲ್ಭ್ಯ ವಿರುತು ದೆ, ಆದರೆ ಹೆಚಿ್ಛ ನ್ ಪರಿಹಾರವನ್ನು  

ಒದಗಿಸ್ಲಾಗುವುದಲಿ್  ಎಿಂದು ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊಿಂಡಿದೆದ ೋನ್ಸ. ಈ ಅಧಯ ಯನ್ದಲಿ್ಲ  

ಭಾಗವಹಿಸ್ಲು ನ್ನ್ು  ಒಪಪ ಿಂದದ ಮೂಲ್ಕ ನಾನ್ನ ನ್ನ್ು  ಯಾವುದೇ ಕಾನೂನ್ನ ಹಕೆು ಗಳನ್ನು  

ಬಟಿ್ಟ ಕೊಡುತ್ತು ಲಿ್  ಎಿಂದು ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊಿಂಡಿದೆದ ೋನ್ಸ. 

ಅಧಯ ಯನ್ವನ್ನು  ಪರಿರ್ಶೋಲ್ಲಸಿದ ಮತ್ತು  ಅನ್ನಮೊೋದಸಿದ ನೈತ್ತಕ ಸ್ಮಿತ್ತ: ಅಧಯ ಯನ್ವನ್ನು  

ಪರಿರ್ಶೋಲ್ಲಸ್ಲಾಗಿದೆ ಮತ್ತು  ಅನ್ನಮೊೋದಸ್ಲಾಗಿದೆ ಎಿಂದು ನಾನ್ನ ಅರ್ಗಮಾಡಿಕೊಿಂಡಿದೆದ ೋನ್ಸ 
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