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SURGERIES,A  PROSPECTIVE  RANDOMISED COMPARATIVE  STUDY 

2 Introduction Since the introduction of general anaesthesia through endotracheal tube in the last 

quarter of 19th century, endotracheal intubation has become the backbone of anaesthesia 

practice in modern times. 

The process of  laryngoscopy and intubation are noxious stimuli which cause a period of 

haemodynamic stress and are related with extreme sympathetic activity marked by 

increased heart rate and blood pressure. The response occurs within 30sec after 

intubation and lasts less than 10min1. These changes in heart rate and blood pressure are 

unpredictable. Healthy individuals can sustain this response well but in vulnerable 

individuals this sympathetic response can produce adverse outcomes. Till date, 

numerous drugs and various routes have been tried to attenuate this stress response such 

as opioids, vasodilators, beta-blockers, calcium channel blockers, intravenous 

lignocaine, topical sprays, volatile agents, α2 agonists but none of the agents proved to 

be ideal 2. 

 An ideal premedication should have anxiolytic, sedative, analgesic and antisialagogue 

property. It preferably should be short acting, rapid onset, administered non-parenterally 

and devoid of any adverse haemodynamic or respiratory effect3. 

 

Dexmedetomidine is a short acting highly selective alpha 2 receptor agonist with an 

alpha2:alpha 1 specificity of1620:1 . The properties of this drug which are sedative, 

hypnotic and antinociceptive are due to its agonism of the presynaptic   alpha 2 

adrenergic receptors which are situated in locus ceruleus, which blocks the release of 

nor-adrenaline, thus terminating pain signals and inhibit sympathetic activity which lead 

to decrease in blood pressure and heart rate.  

Apart from intravenous route various studies have been conducted to evaluate the 

effects of Dexmedetomidine by other routes like intramuscular, nasal and nebulisation. 

The main disadvantages of Intravenous Dexmedetomidine , is that sedative action is 

more pronounced than analgesic effect with profound bradycardia and 

hypotension4.Moreover, rapid Intravenous Dexmedetomidine  infusion may cause 

biphasic alteration of MAP which is undesirable in anaesthesia5.  

Nebulised dexmedetomidine before induction of anaesthesia was contemplated as it has 

a very short distribution half-life of 6 minutes  and elimination half-time of 2 hours 

without the adverse haemodynamic effects of intravenous dexmedetomidine. In the 

study  about pharmacokinetic and pharmacodynamic of intranasal dexmedetomidine by 

Li et al., it has been documented that intranasal dexmedetomidine is associated with a 

slower and more gradual onset than intravenous administration6. 

Nebulised dexmedetomidine has a bioavailability of 65% through the nasal mucosa and 

82% through the buccal mucosa7,8
. Nebulised drug administration may be preferred over 

intranasal administration, as it avoids transient nasal irritation, cough, vocal cord 

irritation or laryngospasm9. 

 Recently, several studies have reported beneficial perioperative outcomes of nebulised 

dexmedetomidine   premedication as an alternative to traditional premedication.10, 11  .Till 

now to the best of our knowledge, there is no reported  study which has compared the 

efficacy of preoperative Intravenous dexmedetomidine with nebulised dexmedetomidine. 

 

 

 Problem 

statement 

Direct laryngoscopy and intubation are noxious stimuli and are associated with transient, 

unpredictable and variable haemodynamic changes and can precipitate intra-operative 

complications. This response occurs within 30sec after intubation and lasts less than 10 

minutes. Hence it is preferred to attenuate adverse haemodynamic response by using 

pharmacological measures. 

 

 

Rationale The use of pharmacological measures as a premedication to blunt haemodynamic 

response to laryngoscopy and intubation is increasingly common.  

 Nebulised dexmedetomidine has a good bio-availability and blunts haemodynamic 

https://www.ijaweb.org/article.asp?issn=0019-5049;year=2019;volume=63;issue=11;spage=915;epage=923;aulast=Niyogi#ref6


 

response to intubation. It is not associated with hypotension and other side effects as 

seen with intravenous dexmedetomidine. 

 

 

 

Novelty There have been studies on the effects of various drugs as premedication to avoid 

haemodynamic stress response. Intravenous dexmedetomidine is presently one of the 

most commonly used drugs. Newer emerging data and evidence show that 

dexmedetomidine is efficacious in nebulised route for the same purpose in both adults 

and pediatric patients. Less has been explored to compare the efficacy of 

dexmedetomidine nebulisation versus intravenous in attenuating stress response and to 

prevent the adverse effects.  

 

 

 

 

 Expected outcome and application We aim to find the effectiveness of Nebulised dexmedetomidine as an alternative to 

Intravenous dexmedetomidine in patients undergoing elective surgery under general 

anaesthesia in blunting the haemodynamic stress response to laryngoscopy and 

intubation, obtaining good preoperative sedation score and reducing induction dose of 

propofol. 

3 Research question 

(s) 

 Is nebulised dexmedetomidine as efficacious as intravenous dexmedetomidine in 

preventing the haemodynamic response to laryngoscopy and intubation and are the side 

effects comparable.  

4 Research hypothesis (es), if any We hypothesize that dexmedetomidine nebulisation would be efficacious as intravenous 

dexmedetomidine in blunting the haemodynamic stress response to laryngoscopy and 

intubation. 

 

 

5 Objectives of the Study: 

 

Primary objective  

 

 

 

Secondary objective 

 

 

To compare the effect of nebulised dexmedetomidine versus intravenous 

dexmedetomidine in attenuating stress response produced by laryngoscopy and 

intubation  

 

 

To study adverse effects if any, sedation scores pre-induction  



 

6 • Review of literature 1.  Misra S et al conducted a study titled effect of preoperative dexmedetomidine 

nebulisation on the haemodynamic response to laryngoscopy and intubation, in which 

they included 120 ASA I & II adult patients, of either gender, undergoing elective 

surgeries requiring tracheal intubation and randomized to receive nebulised 

dexmedetomidine (1 µg/kg in 3-4 ml of 0.9% saline) or 0.9% saline (3-4 ml), 30 minutes 

before anesthesia induction. Heart rate and non-invasive systolic blood pressures were 

studied for 10 minutes following laryngoscopy and found that   nebulised 

dexmedetomidine 1 µg/kg attenuated the increase in heart rate but not systolic blood 

pressures following laryngoscopy; and reduced the intraoperative anesthetic and 

analgesic consumption and concluded that nebulised dexmedetomidine may represent a 

favorable alternative to the intravenous route in short duration surgeries. 

2. Niyogi S et al conducted a study titled Attenuation of haemodynamic responses to 

laryngoscopy and endotracheal intubation with dexmedetomidine: A comparison 

between intravenous and intranasal route in which they included 70 adults, who were 

divided into two groups [Group DIV (n=35) and Group DIN (n=35)]. DIV group received 

intravenous dexmedetomidine (DEX) infusion (0.5 μg/kg) over 40 min and DIN group 

received intranasal dexmedetomidine (1 μg/kg) 40 min before induction and assessed the 

mean arterial pressure (MAP) between two groups from 40 min before induction at 

every 10 min intervals till induction of anaesthesia, at the time of intubation, thereafter 

every 1 min interval till 5 min, at 7 min and 10 min after intubation. Heart rate, systolic 

and diastolic blood pressure along with sedation and other adverse effects were also 

compared and found that in both the groups, all the haemodynamic parameters were 

maintained within (20% of baseline values) throughout the study period. There was no 

statistically significant difference in MAP between two groups. Preoperative sedation 

score was significantly higher in the DIV group than the DIN group and concluded that 

like Intravenous Dexmedetomidine, intranasal Dexmedetomidine can also attenuate the 

haemodynamic stress responses of laryngoscopy and endotracheal intubation without 

significant differences in MAP between two groups. 

3. Anupriya j et al conducted a study titled Randomized Comparison between the 

Efficacy of Two Doses of Nebulised Dexmedetomidine for Premedication in Paediatric 

Patients in which they included 66 patients aged between 1 and 8 years. Patients were 

divided into two groups as D2 and D3. The D2 group received 2 μg kg-1 of nebulised 

dexmedetomidine, and the D3 group received 3 μg kg-1 of nebulised dexmedetomidine 

preoperatively. All the patients received general anaesthesia and caudal epidural 

analgesia with 0.75 ml kg-1 of 0.2% ropivacaine. Parental Separation Anxiety Scale at 

30 min after the end of nebulisation, Mask Acceptance Score (MAS) during induction, 

haemodynamic variables, emergence agitation and duration of caudal analgesia were 

compared between the groups and found that in lower age group children, satisfactory 

parental separation was achieved in 100% of the patients in the D3 group compared to 

20% of those in the D2 group.Mask acceptance score  was significantly better in the D3 

group in both the lower  and higher age groups and  concluded that nebulised 

dexmedetomidine in a dose of 3 μg kg-1 provides better parental separation and mask 

acceptance in younger children. 

4. Jarineshin H et al conducted a study titled Comparison of two different doses of 

dexmedetomidine in attenuating cardiovascular responses during laryngoscopy and 

endotracheal intubation: A double blind, randomized, clinical trial study in which they 

included 90 cases in the range of 18 and 50years old, with ASA I, II supporting 

voluntary operation, who were randomly classified into three teams, each group 

consisting of 30 cases. The first set (A) got 0.5 μg/ kg dexmedetomidine, the second set 

(B) got 1 μg/ kg dexmedetomidine and the third set (C) got an equal volume of saline as 

placebo, 600 seconds earlier the initiation of anesthesia. Haemodynamic parameters 

were recorded at baseline (T0), then after the injection and the earlier initiation of 

anesthesia (T1), after the induction of anesthesia and before the endotracheal intubation 

(T2), promptly after tracheal intubation, 180, and 300 after endotracheal intubation (T4, 

T5)and found that the diastolic mean arterial pressure, heart rate, and systolic arterial 

pressure were significantly lower in dexmedetomidine teams (A,B) at all times after the 

endotracheal intubation compared to group C. There were no significant differences in 

haemodynamic factors among group A and Band concluded that Dexmedetomidine 

effectively and significantly attenuates cardiovascular and haemodynamic responses 

during endotracheal intubation and different doses of dexmedetomidine did not cause 

any significant distinct result in mitigating cardiovascular responses. 

5. Kumar R R N et al conducted a study titled Evaluation of nebulised 

https://pubmed.ncbi.nlm.nih.gov/?term=Misra+S&cauthor_id=32434291


 

dexmedetomidine in blunting haemodynamic response to intubation: A prospective 

randomized study in which they included 100 American Society of Anesthesiologists 

(ASA) I, II patients divided randomly into two groups. Control group C (n = 50) 

received nebulisation with 5 ml of normal saline and group D (n = 50) received 1 μg/kg 

dexmedetomidine 5 ml 10 min before induction in sitting position and found that 

following laryngoscopy and intubation, systolic (SBP), diastolic (DBP) and mean arterial 

pressure (MAP), response entropy (RE) and state entropy (SE) were markedly increased 

in the control group whereas in group D there was a fall in SBP, DBP  and MAP, RE and 

SE, dose sparing effect of propofol ; sedation score was comparable and  Concluded that 

Nebulised dexmedetomidine effectively blunts the stress response to laryngoscopy and 

intubation with no adverse effects. 

6. Yildiz M et al conducted study titled Effect of dexmedetomidine on haemodynamic 

responses to laryngoscopy and intubation : perioperative haemodynamics and 

anaesthetic requirements, in which they included Fifty patients scheduled for elective 

minor surgery and were randomized into two groups (dexmedetomidine group and 

placebo group, n = 25 in each group). During and after drug administration, the Ramsey 

sedation scale was applied every 5 minutes. Fentanyl 1 microg/kg was administered to 

all patients and thiopental was given until lash reflex disappeared. Anaesthesia 

continuation was maintained with 50% : 50%, oxygen : nitrous oxide. Sevoflurane 

concentration was adjusted to maintain systolic blood pressure within 20% of 

preoperative values. After extubation, the Steward awakening score was applied at 5 and 

10 minutes. Haemodynamic parameters and adverse effects were recorded every 10 

minutes for 1 hour after surgery and found that dexmedetomidine group has lesser  need 

for thiopental and sevoflurane concentration ,lesser increase in blood pressure and heart 

rate after tracheal intubation and reduced fentanyl requirement during the operation .At 5 

minutes, the Steward scores were >6 in dexmedetomidine group and in 4% of the 

placebo group . At 10 minutes, sedation scores were > or =4 in all patients in the 

dexmedetomidine group. Arterial blood pressure and heart rate in the postoperative 

period were significantly lower in the dexmedetomidine group compared with the 

placebo group and concluded  that preoperative administration of a single dose of 

dexmedetomidine resulted in progressive increases in sedation, blunted the 

haemodynamic responses during laryngoscopy, and reduced opioid and anaesthetic 

requirements. Furthermore, dexmedetomidine decreased blood pressure and heart rate as 

well as the recovery time after the operation. 

7. K Sudheesh and SS Harsoor published an article titled Dexmedetomidine in 

anaesthesia practice: A wonder drug? Claim it to be a wonder drug due to its 

haemodynamic, sedative, anxiolytic, analgesic, neuroprotective and anaesthetic sparing 

effects. Other claimed advantages include minimal respiratory depression with cardio 

protection, neuroprotection and renoprotection, thus making it useful at various 

situations including offsite procedures. α-1 to α-2 ratio of 1:1600 makes it a highly 

selective α-2 agonist compared to clonidine, thus reducing the unwanted side effects 

involving α-1 receptors. 

High selectivity of dexmedetomidine to α-2A receptors (which mediate analgesia and 

sedation) has been exploited by various authors in regional anaesthesia practice. 

Due to its central sympatholytic effect, dexmedetomidine is useful in blunting 

haemodynamic responses in perioperative period. It is successfully used in intravenous 

doses varying from 0.25 to 1 mcg/kg for attenuating intubation response. Optimal dose 

for attenuating pressor response seems to be 1 mcg/kg with lesser doses not being 

effective. Infusion continued into the postoperative period has been associated with 

reduced haemodynamic fluctuations and decrease in plasma catecholamines. Doses in 

the range of 0.5 mcg/kg not only blunted the extubation response but also reduced the 

emergence reaction and analgesic requirement to extubation following rhinoplasty and 

neurosurgery. There was no delay in recovery or prolonged sedation when boluses were 

administered before induction or before extubation. Similar was the observation when 

https://www.ncbi.nlm.nih.gov/pubmed/?term=Sudheesh%20K%5bAuthor%5d&cauthor=true&cauthor_uid=22013245
https://www.ncbi.nlm.nih.gov/pubmed/?term=Harsoor%20S%5bAuthor%5d&cauthor=true&cauthor_uid=22013245


 

duration of infusion was within 2 hrs. Bradycardia and hypotension are the major side 

effects observed following dexmedetomidine infusion. Bradycardia is attributed to reflex 

response for transient hypertension during initial part of infusion. Subsequent decrease in 

heart rate is due to decrease in central sympathetic outflow. Hypotension is attributed to 

decreased central sympathetic outflow. Transient hypertensive response has been 

observed with higher doses (1–4 mcg/kg). This is attributed to initial stimulation of α-2B 

receptors present in vascular smooth muscles. This hypertensive episode settles once 

there is decrease in central sympathetic outflow. By virtue of its effect on spinal α-2 

receptors, dexmedetomidine mediates its analgesic effects.  There has been dose-

dependant prolongation of analgesia.   In a recent study conducted on patients 

undergoing thoracic surgery under combined epidural and general anaesthesia, 

dexmedetomidine administered via epidural route provided good postoperative analgesia 

with reduction in anaesthetic requirements Dexmedetomidine is finding its way into 

every segment of anaesthesia practice, and barring few animal study reports, no 

significant side effects so far being described, this drug may stay put firmly in 

anesthetist's armamentarium. 

8.Arpita Laha, Sarmila Ghosh,1 and Susanta Sarkar conducted study titled Attenuation 

of sympathoadrenal responses and anaesthetic requirement by dexmedetomidine, in 

which they included fifty patients scheduled for elective major surgery were randomized 

into two groups each having twenty five patients-dexmedetomidine group (Group 1) and 

control group (Group 2). Heart rate (HR), systolic blood pressure (SBP), diastolic blood 

pressure (DBP) and Ramsay sedation score were recorded at 1, 2 and 5 min after 

completion of administration of study drug. Fentanyl 2 μg/kg was administered to all 

patients and propofol was given until loss of verbal contact. Intubation was facilitated 

with vecuronium 0.1 mg/kg i.v. Anaesthesia was maintained with oxygen (O2) and 

nitrous oxide (N2O) 33%: 67% and isoflurane. Heart rate (HR), systolic blood pressure 

(SBP), diastolic blood pressure (DBP) was noted at 1 min, 2 min and 5 min after 

intubation and found that pretreatment with dexmedetomidine 1 ug/kg attenuated, but 

did not totally abolish the cardiovascular and catecholamine responses to tracheal 

intubation after induction of anesthesia i.e. HR, SBP, DBP all increased after intubation 

at 1, 2, 3 and 5 min in both the groups, but the rise was significantly less in the 

dexmedetomidine group. Requirement of propofol was significantly less in the 

dexmedetomidine group and concluded that preoperative administration of a single dose 

of dexmedetomidine blunted the haemodynamic responses during laryngoscopy, and 

reduced anaesthetic requirements. 

 

7 Methodology We propose a study in tertiary care teaching hospital, in elective surgical patients of 

American society of anesthesiology physical status grades I, II who will be divided into 

two groups, patients in one group receive Dexmedetomidine nebulisation at a dose of 1 

mcg/kg body weight diluted to 5ml with normal saline and other group receive 

Intravenous Dexmedetomidine at a dose of 0.5mcg/kg body weight 30 min before 

induction of anaesthesia. Haemodynamic variables i.e. HR,SBP,DBP,MAP values at 

baseline, every 10 minutes for 30 minutes thereafter, at the time of induction of 

anaesthesia, zero(time after intubation ,confirmation by capnography and inflation of 

ETT cuff),five, ten minutes post laryngoscopy and intubation will be studied. 

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

Study participants (human, animals or both) Humans 

https://www.ncbi.nlm.nih.gov/pubmed/?term=Laha%20A%5bAuthor%5d&cauthor=true&cauthor_uid=25885723
https://www.ncbi.nlm.nih.gov/pubmed/?term=Ghosh%20S%5bAuthor%5d&cauthor=true&cauthor_uid=25885723
https://www.ncbi.nlm.nih.gov/pubmed/?term=Sarkar%20S%5bAuthor%5d&cauthor=true&cauthor_uid=25885723


 

Inclusion criteria 

 

 

 

 

 

 

 

 

 

 

Exclusion criteria 

 

 

 

 

 

 

 

 

 

 

 

 

 

Withdrawal criteria,if any 

 

 

 

Rescue criteria,if applicable 

 

 

 

Number of groups to be studied, identify groups with 

definition 

 

 

SAMPLING 

 

C. Sampling population: 
 

D. Sample size calculation 

 

 

 

 

Randomization details(for interventional studies)- 

Intervention details with standardization techniques 

(drugs / devices / invasive procedures / noninvasive 

procedures / others) 

Ethical Clearance from the 

Institution’s Ethics Committee 

Obtained? (Copy to be Attached) 

 

 

 

 

Study design 

 

 

 

 

 

 

 

A. Inclusion criteria  

1.Patients willing to participate in the study 

2.Patients belonging to ASA I and ASA II   

3.Posted for elective  surgeries under general anaesthesia with endotracheal intubation 

4.Patients aged between 18 and 60 years of age, 

5.BMI >30  and belonging to both genders 

B. Exclusion criteria  

1.Patient refusal 

2.Patients belonging to ASA III and IV   

3.Patients posted for emergency 

procedures  

4. Patients with coagulopathies ,electrolyte imbalance and 

increased intracranial tension 

5.Patients with predicted airway difficulty   

6.Patients allergic to drugs used in study 

C. Withdrawal criteria -trial-related therapy, follow-up and documentation are 

terminated prematurely as it is indicated to ensure safety of the participants)-patients 

refusal anytime during the study.  

D. Rescue criteria, (starting symptomatic therapy either to control symptoms of disease 

or to overcome lack of adequate efficacy of the study drug or placebo)-nil     

GROUP 1 :- Receive Dexmedetomidine nebulisation at a dose 1 mcg/kg body weight 

GROUP 2:-Receive Intravenous Dexmedetomidine at a dose of 

0.5mcg/kg body weight. 

According to study by Saikat Niyogi “attenuation of haemodynamic response to 

laryngoscopy and endotracheal intubation with dexmedetomidine, A comparison 

between intravenous and intranasal route, average of standard deviation of heart rate at 

5minute is 7.49  

Sample size is calculated with epiinfo version  3, 

Taking Confidence interval  95%, Level of significance-5% 

And power of study 84%, precision is 2 

Expected  Standard deviation of 15 

Mean difference between two group- 10 

Sample size of  36 was obtained in each group, a total of 72 patients 

Sampling technique: 

Randomization 

Computer based randomization chart 

 

Obtained  

Study will be conducted in patients undergoing elective surgeries under general 

anaesthesia at SDM College of Medical Science and Hospital Dharwad 

After obtaining clearance from institutional ethical committee and informed consent 

from patients, patients satisfying the inclusion and exclusion criteria will be enrolled into 

the study. 

Patients will be randomly categorized into 2 groups using computer generated 

randomisation tables as mentioned above. 

The study drug will be prepared by the anesthesiologist 

technician who was not involved in the study. 



 

  

The patients will receive a preoperative visit one day prior to surgery. Thorough history 

and physical examination will be done. All patients shall be explained about the study 

protocol and the consent will be obtained for the same. Patients will be kept electively 

nil per orally for 6 hours for solid food for 6 hours and 2hours for clear liquids before 

induction of anaesthesia. Patients will be given tablet pantaprazole 40mg HS and CMS 

as preanaesthetic medication. On the day of surgery, consent will be confirmed and nil 

per oral status confirmed .Patient will be brought to pre operative holding area, IV line 

shall be secured. Standard monitors will be attached to take baseline reading.   

Dexmedetomidine at a dose of 1 μg/kg (mixed with saline to a total volume of 5 ml) 

nebulisation will be  administered to Group 1 with a nebuliser face mask ,30 minutes 

before induction of anaesthesia and  group2will be given intravenous dexmedetomidine 

at a dose of 1mcg/kg body weight diluted in 100 ml 0.9% normal saline. Patients will be 

observed for 30minutes with constant monitoring.HR ,SBP,DBP,MAP and Sedation 

score will be noted at 10,20,30minutes and patient will be shifted to Operation theatre. 

On arrival to the operating table, the baseline sedation score using Richmond Agitation 

and Sedation Score will be noted .All the standard monitors will be attached and baseline 

readings of pulse rate, systolic, diastolic blood pressure, mean arterial pressure, SPO2 

will be noted. Patients will be premedicated with injection fentanyl 2 μg/kg, induced 

with propofol (2 mg/kg)  and vecuronium as a muscle relaxant in the dose of 0.1 mg/kg, 

to facilitate intubation. Direct laryngoscopy (appropriate size Macintosh blade) and 

intubation will be done using an appropriate sized endotracheal tube by an experienced 

consultant anesthesiologist and patient will be connected to the ventilator and maintained 

on a mixture of Oxygen, Nitrous oxide and Isoflurane. The patient will be undisturbed 

for a period of 10 min after intubation for noting the vital parameters like heart rate (HR) 

blood pressure (systolic (SBP), diastolic (DBP) and mean arterial pressure (MAP), pulse 

oximetry (SpO2), by an anaesthesia resident doctor not involved in the study at the 

following time points: baseline (T0),10,20,30(N10,N20and N30) minutes after 

dexmedetomidine administration , post-intubation at 0, 5 and 10 min (T0, T5 and T10) 

and study ends here. Once the surgical procedure is  done, the residual neuromuscular 

blockade shall be  reversed with injection glycopyrrolate and neostigmine, the  

patient’s   trachea shall be extubated after meeting the extubation  criteria and shifted to 

post anaesthesia care unit. 

 

 

 

 

 

 

 

 

 

 

 

 

Data collection methods including settings and periodicity SPSS 2020 software for analysis of accrued data ill be done at the 

end   of sample collection. The data will be collected for a period of one year after 

institution ethics committee approval.  

 

• List of statistical tests to be used for data analysis Statistical analysis will be performed using   Statistical Package for Social Sciences 

(IBM SPSS) software version 20eternal licence granted to SDM Medical College and 

Hospital, Dharwad . The statistical analysis for comparison of continuous variables 

between the groups will be performed using analysis of variance (ANOVA) and a two-

tailed significance of P < 0.05 will be considered as a significant difference. The 

comparison of categorical variables between the groups will be performed using the Chi-

square test or Fisher exact test when the expected cell values were <5. A two-

tailed P value of <0.05 will be considered as a significant difference between the group. 

If its Clinical Trial: clinical trials registry number 

Clinical Trials Registry of India or equivalent registration 

number to be mentioned 

Awaited 

8 • List risks and benefits of the study We can ascertain the validity and usefulness of a commonly available drug in 



 

 

 

avoiding/terminating life threatening complications of laryngoscopy that are often 

overlooked. Risks may include a sustained hypotension and bradycardia to the test drugs 

and /or toxicity, unforeseen anaphylaxis etc. 
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                                                                                           CONSENT FORM 

Name of the participant:  

Name of the principal investigator:  

Name of the institution: SDM COLLEGE OF MEDICAL SCIENCES, MANJUSHREE NAGAR, SATTUR, DHARWAD-

580009 

 

I, _______________________________________________, have read the information in this form (or has 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, “Comparison of nebulised and intravenous 

dexmedetomidine in blunting haemodynamic response to laryngoscopy and endotracheal intubation.” 

 I have been explained in our vernacular language that, during the course of the study I might be allotted in any of the sample 

group, 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 different sample group.  

I have read and understood this consent form and the information provided to me. I have been explained the consent document 

and nature of study. My rights and responsibilities have been explained to me by the investigator. I have been advised about the 

risks associated with my participation in the study. I have informed the investigator of all treatments I am taking or have taken in 

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

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. I am also aware that the investigators may terminate my participation in the study at any time, for 

any reason, without my consent. 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. My identity will be kept confidential if my data are publicly presented. I 

have had my questions answered to my satisfaction. I have decided to be in the research study. 

 

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

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

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 and time:                                                                                        Patients signature with name  

Witness:  

Relationship to patient:  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

ಶ್ರೀ.ಧ.ಮಂ. ವರೈದ್ಯಕೀಯ ಮಹಾವಿದ್ಾಯಲಯ ಮತ್ತು ಆಸ್ಪತ್ರರ 
ಮಂಜತಶ್ರೀನಗರ, ಸ್ತ್ತುರತ,ಧಾರವಾಡ 

ಕರ್ಾಾಟಕ - ೫೮೦೦೦೯ 
 

                                             ಒಪ್ಪಪಗರಪತ್ರ  
 

 

ಭಾಗವಹಿಸ್ತವವರ ಹರಸ್ರತ : 

ಪರಧಾನ ವರೈದ್ಯಕೀಯ ಸ್ಂಶರ ೀಧಕರ ಹರಸ್ರತ :  ಡಾ|| ನಿಗಾರ ಇ ರಹಬರ್  ಹಾವನತರ 

 
 
 

ಸ್ಂಸ್ರೆಯ ಹರಸ್ರತ : ಶ್ರೀ.ಧ.ಮಂ. ವರೈದ್ಯಕೀಯ ಮಹಾವಿದ್ಾಯಲಯ ಮತ್ತು ಆಸ್ಪತ್ರರ 
 

…………ವಯನಸ್ಸಿನ ರ್ಾನತ, ಈ ಮತಲಕ "ಸಾಮಾನ್ಯ ಅರಿವಳಿಕೆಗೆ ಒಳಗಾಗುವ 
ರೆೊೋಗಿಗಳಲ್ಲಿನೆೋರ ಲಾರಿಿಂಗೆೊಸೆೊಕೋಪಿಎಿಂಡೆೊೋಟ್ಾಾಖಿಯಲ್ 
ಇಿಂಟ್ೊಯಬೆೋಶನ್ ಹೆಮೋಡೆೈನ್ಮಿಕ್ 

ಬದಲಾವಣೆಗಳನ್ುುನೆಬುಯಲೆೈಸೆೋಶನ್  ಮತ್ುು ಇಿಂಟ್ಾಾವೆನ್ಸ್ 
ಡೆಕೆಮೆಡೆಟ್ೆೊಮಿಡಿನ್ ನ್ಡೆಗಟ್ುುವಿಕೆ ನ್ಡುವಿನ್ ಹೆೊೋಲ್ಲಕೆ". 
 
ಈ ಅಧಯಯನದ್ ಗತರಿ, ಇದ್ರಿಂದ್ಾಗತವ ಉಪಯೀಗಗಳು, ತ್ರತಂದ್ರರಗಳ ಬಗರೆ 
ಕತಲಂಕತಶವಾಗಿ ನನಗರ ಅರ್ಾವಾಗತವ ರಿೀತಿಯಲ್ಲಿ ನನನಆಡತಭಾಷರಯಲ್ಲಿ ತಿಳಿಸ್ಸರತತ್ಾುರರ. 
ಇದ್ನತನ ಸ್ರಿಯಾಗಿ ಅರರೈಾಸ್ಸಕರತಂಡತ ರ್ಾನತ ಸ್ವತ್ಂತ್ರಯವಾಗಿ, ಯಾರ ಒತ್ುಡವೂ ಇಲಿದ್ರೀ  
ಒಪ್ಪಪರತತ್ರುೀರ್ರ.  

 
೧-ನನಗರ ನಿೀಡಿರತವ ಮಾಹಿತಿಯನತನ ಓದಿ ಅರ್ಾಮಾಡಿಕರತಂಡಿದ್ರದೀರ್ರ.  

೨- ನನಗರ ಈ ಅಧಯಯನದ್ ಬಗರೆ ಮತ್ತು ಒಪ್ಪಪಗರ ಪತ್ರದ್ ಬಗರೆ ವಿವರಿಸ್ಲಾಗಿದ್ರ. 

೩- ನನನ ಹಕತುಗಳು ಮತ್ತು ಜವಾಬ್ಾದರಿಗಳ ಬಗರೆ ನನಗರ ವಿವರಿಸ್ಲಾಗಿದ್ರ. 



 

೪- ರ್ಾನತ ತ್ರಗರದ್ತಕರತಂಡತ ಅರ್ವಾ ಹಿಂದ್ರ ತ್ರಗರದ್ತಕರತಂಡ ಎಲಾಿ ಚಿಕತ್ರಿಗಳು ಸ್ಂಶರ ೀಧಕರಿಗರ 

ತಿಳಿಸ್ಲಾಗಿದ್ರ. 

೫-ರ್ಾನತ ಯಾವುದ್ರೀ ಸ್ಮಯದ್ಲ್ಲಿ ಅಧಯಯನದಿಂದ್ ಹರತರಬರತವ ಅಧಿಕಾರವನನತನ 

ಹರತಂದಿರತತ್ರುೀರ್ರ. 

೬- ತ್ನಿಖಾಧಿಕಾರಿಯಂದಿಗರ ಸ್ಹಕರಿಸ್ಲತ ರ್ಾನತ ಒಪುಪತ್ರುೀರ್ರ ಮತ್ತು ರ್ಾನತ ಅಸ್ಾಮಾನಯ 

ರರತೀಗ ಲಕ್ಷಣಗಳಿಂದ್ ಬಳಲತತಿುದ್ದರರ ತ್ಕ್ಷಣ ಅವರಿಗರ ತಿಳಿಸ್ತತ್ರುೀರ್ರ. 

೭-ನನನ ಒಪ್ಪಪಗರ ಇಲಿದ್ರ ತ್ನಿಖರಗಾರರತ ಯಾವುದ್ರೀ ಕಾರಣಕರು ಯಾವುದ್ರೀ ಸ್ಮಯದ್ಲ್ಲಿ 

ಅಧಯಯನದಿಂದ್ ನನನ ಭಾಗವಹಿಸ್ತವಿಕರ ಅಂತ್ಯಗರತಳಿಸ್ಬಹತದ್ತ ಎಂದ್ತ ರ್ಾನತ ತಿಳಿದಿದ್ರದೀರ್ರ. 

೮- ಪ್ಾರಯೀಜಕರತ, ನಿಯಂತ್ರಕ ಪ್ಾರಧಿಕಾರಗಳು, ಸ್ಕಾಾರದ್ ಏಜರನಿಿಗಳು ಮತ್ತು ರ್ರೈತಿಕ 

ಸ್ಮಿತಿಯಲ್ಲಿ ಭಾಗವಹಿಸ್ತವವರಿಗರ ಅಧಯಯನದ್ ಪರಿಣಾಮಗಳನತನ ಬಿಡತಗಡರ 

ಮಾಡಬಹತದ್ತ ಎಂದ್ತ ಅನತಮತಿ ನಿೀಡಿರತತ್ರುೀರ್ರ. 
೯-ಈ ಅಧಯಯನವನತನಯಾವುದ್ರೀ ರಿೀತಿಯಲ್ಲಿ ಪರಕಾಶನ ಮಾಡಲತ ನನನ 

ಅಭ್ಯಂತ್ರವಿರತವುದಿಲಿ. 

೧೦- ನನನ ವಿಷಯವನತನ ಸ್ಾವಾಜನಿಕವಾಗಿ ನಿೀಡಲಾದ್ಲ್ಲಿ ನನನ ಗತರತತ್ನತನ ಗೌಪಯವಾಗಿ 

ಇಡಲಾಗತವುದ್ತ. 

೧೧- ರ್ಾನತ ಯಾವುದ್ರೀ ಪರಶರನಗಳನತನ ಕರೀಳಲತ ಮತಕುರ್ಾಗಿದ್ರದೀರ್ರ ಮತ್ತು ನನನ ಪರಶರನಗಳಿಗರ 

ಸ್ಮಾಧಾನಕರವಾಗಿ ಉತ್ುರಿಸ್ಲಾಗಿದ್ರ. 

೧೨-  ರ್ಾನತ ಈ ಅಧಯಯನದ್ಲ್ಲಿ ಭಾಗವಹಿಸ್ಲತ ನಿಧಾರಿಸ್ಸದ್ರದೀರ್ರ.  

 

ದಿರ್ಾಂಕ : 

ಸ್ಮಯ : 

 

ರರತೀಗಿಯಹರಸ್ರತ ಮತ್ತು ಸ್ಸಹಿ 
 

ಸ್ಾಕ್ಷಿದ್ಾರರ ಹರಸ್ರತ ಮತ್ತು ಸ್ಹಿ : 

ರರತೀಗಿಗರ ಸ್ಂಬಂಧ : 

 

 



 

 

 

 

 

 

 

 

 

SDM COLLEGE OF MEDICAL SCIENCES & HOSPITAL 

MANJUSHREE NAGAR, SATTUR, 

DHARWAD (KARNATAKA) – 580009. 

 

PROFORMA 

 

 

COMPUTER GENERATED NO:                                     DATE: 

                                                                                                IP NO: 

NAME:                                         

AGE:        Y 

SEX:  M / F     

HEIGHT:          (cm)  

WEIGHT:         (kg) 



 

BMI:                  (kg/m2) 

 

COMORBID ILLNESS: 

 

 DRUG HISTORY: 

 

 DIAGNOSIS:   

 

 PROCEDURE: 

PRE-OPERATIVE ASSESMENT: 

1.PATIENT  DATA 

-ASA GRADE: 

-MODIFIED MALLAMPATTI SCORE: 

-PULSE RATE:          (bpm)                                             

-BLOOD PRESSURE:               (mmHg) 

-SYSTEMICEXAMINATION: 

      CVS: 

      RS: 

      PA: 

      CNS: 

   



 

2. PRE-INDUCTION  STATUS OF THE PATIENT 

    -PULSE:         (bpm) 

    -BLOOD PRESSURE:            (mmHg) 

    -SpO2 : 

 

  

3. Vital parameters after induction 

Group 1 

 baseline 10 minutes 

after 

nebulisation 

(N10) 

20 min after 

nebulisation 

 

(N20) 

30min after 

nebulisation 

 

(30) 

At 

Induction 

and 

intubation 

(T0) 

1minute 

after   

intubatio 

(T1) 

5 minute 

after 

intubation 

(T5) 

10 minute 

after 

intubation 

(T10) 

HR         

SBP         

DBP         

MAP         

Pre induction 

sedation 

score 

        

 

 

 

 



 

 

 

 

 

 

 

 

Group 2 

 

 baseline 10 minutes 

after 

intravenous 

(N10) 

20 min after  

intravenous 

(N20) 

30min after 

intravenous 

 

(N30) 

At 

Induction 

and 

intubation 

(T0) 

1minute 

after   

intubation 

(T1) 

5 minute 

after 

intubation 

(T5) 

10 minute 

after 

intubation 

(T10) 

HR         

SBP         

DBP         

MAP         

Pre induction 

sedation score 

        

 

 

 

 



 

 

 

Richmond Agitation and Sedation Scale 

 

 

RAS 

Score 
Description 

+4 Combative, violet, danger to staff 

+3 Pulls or removes tube(s) or catheters; aggressive 

+2 Frequent nonpurposeful movement, fights ventilator 

+1 Anxious, apprehensive, but not aggressive 

0 Alert and calm 

-1 Awakens to voice (eye opening/contact) > 10 seconds 

-2 
Light sedation; briefly awakens to voice (eye opening/contact) < 10 

seconds 

-3 Moderate sedation; movement or eye opening. No eye contact 

-4 
Deep sedation; no response to voice, but movement or eye opening to 

physical stimulation 

-5 Unarousable; no response to voice or physical stimulation 

 



 

 

 

 

 

 

 

 

 

 

 


