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PART B – TECHNICAL DETAILS 

1 Title of the dissertation Effect of Positive End-Expiratory Pressure on Leakage 

and Oxygenation with controlled ventilation under 

anaesthesia using Proseal Laryngeal Mask Airway: 

Prospective, parallel group,randomized,controlled 

single blinded study 

2 Introduction Laryngeal mask airways (LMA) are the single-use or 

reusable supraglottic airway devices, used as a  method 

to maintain airway during the administration of 

anesthesia.1 Laryngeal mask airway (LMA) provides a 

relatively safe airway for positive pressure ventilation 

(PPV).2 It is an easy to use, less invasive and 

economical. The laryngeal mask is one of the well-

established options for airway management in patients 

undergoing general anesthesia for various surgeries.3,4 

  

            The use of general anesthetic reduces functional 

residual capacity, resulting in increased intrapulmonary 

shunts.1 Positive End-Expiratory Pressure (PEEP) 

reduces this shunt volume during controlled ventilation 

in patients with healthy lungs.5 Functional residual 

capacity is reduced by approximately 20%under GA 

with an intermediate and universal development of 

atelectasis in the dependent parts of the lung.PEEP is a 

mechanical manoeuvre that increases functional 



residual capacity that prevents collapse of the airway 

there by reducing atelectasis. 

 

A. Problem statement PEEP is frequently used in tracheally intubated patients 

to increase oxygenation, but is rarely used with the 

LMA as the low-pressure seal with LMA predisposes 

to oropharyngeal and esophageal air leak, risk of 

aspiration and lower efficacy of tidal volume (Vt) 

delivery.3 

B. Rationale There are not many clinical trials with respect to use of 

LMA with Positive End Expiratory pressure under 

general anesthesia.  By conducting the present study we 

will assess the safety and efficacy in terms of leak 

volume, leak fraction, complication rate and evaluating 

the ventilation and oxygenation with LMA under 

controlled ventilation. 

C. Novelty Role of PEEP and its effects on ventilation using LMA 

during controlled ventilation is yet to be explored. 

D. Expected outcome and 

application 

Gas leakage and oxygenation during elective surgeries 

may be affected by PEEP applied with an LMA mask 

under controlled ventilation. . 

3 Research question(s) Does the use of PEEP during controlled ventilation 

while using LMA cause higher leakage of gases? 

4 Research hypothesis (es), if any PEEP might result in an increase in the incidence of gas 

leakage. 

5 Objectives of the Study: 

A. Primary objective(s) 

 

 

B. Secondary objective(s) 

 

To evaluate the effect of PEEP on gas leakage with 

proseal LMA under controlled ventilation during 

elective surgeries. 

To compare the efficacy of PEEP with LMA and Zero 

end expiratory pressure (ZEEP) with LMA by assessing 

the oxygenation. 

To compare the ventilation with PEEP and ZEEP. 



To compare the number of reseating required for PEEP 

and ZEEP  

To study adverse airway complications . 

6 1. Review of literature A study by Ullmann H et al 6 had compared the effect 

of PEEP versus zero end-expiratory pressure (ZEEP) 

on gas leakage and oxygenation. Their clinical trial had 

hypothesized that a PEEP of 8 mbar (8.2 cm H2O) 

would be associated with an increased incidence of gas 

leakage compared to ZEEP. 

They had conducted a prospective, controlled, 

randomized, single-blinded, multicenter clinical trial by 

recruiting the patients aged >18 years with an American 

Society of Anesthesiologists (ASA) status I or II 

without increased risk of aspiration, scheduled for 

elective surgery under general anesthesia with an LMA 

mask. Patients were randomized into control group 

managed with ZEEP or an intervention group managed 

with a PEEP of 8 mbar. Both groups received positive 

pressure ventilation.  

174 patients were recruited in ZEEP and 208 in PEEP. 

Based on their observations, the incidence of gas 

leakage in ZEEP was 23/174 (13.2%) and among 

PEEP: 42/208 (20.2%) with the P value of 0.071, 

suggesting no significant difference. Whereas the 

number of patients required reseating of the LMA mask 

in the ZEEP was 5/174 and in PEEP it was 18/208 with 

the significant P value of 0.018. The need for 

endotracheal intubation did not differ between groups. 

After positive pressure ventilation for 25 minutes, the 

mean peripheral oxygen saturation (Spo2) was higher 

in the PEEP than in the ZEEP group, accounting for 

about 98.5% and 98.0% respectively with P = 0.01.  

 

Kim DH et al7 had conducted a clinical trial to evaluate 

the effect of PEEP on arterial oxygen partial pressure 



(PaO2) in elderly patients using LMA who were 

undergoing urological surgery in the lithotomy 

position. 

They had divided the patients randomly into two 

groups. The group Z with 34 patients, who received 

zero end-expiratory pressure or the group P with 33 

patients, receiving PEEP of 7 cmH2O. Ventilatory, 

respiratory and haemodynamic variables were 

measured at 5 min considered as baseline: T0, 30 min 

(T1) and at 60 min (T2) after LMA Supreme™ (sLMA) 

insertion.  

The primary outcome they assessed was the difference 

of PaO2 at T2 between the two groups. Atelectasis 

score, the incidence of a significant leak and 

complications associated with sLMA insertion were the 

secondary outcomes.  

They found that the PaO2 at T2 was significantly higher 

in group P than in group Z, which were 20.0 ± 4.9 and 

14.7 ± 3.7 kPa respectively, with the P < 0.001. 

Atelectasis score at T2 was significantly (p <0.001) 

lower in group P than in group Z accounting for about 

5.3 ± 1.7 and 8.4 ± 2.3 respectively. Whereas the 

incidence of a significant leak and complications 

associated with LMA insertion did not have significant 

difference between two groups.  

Hence, they concluded that the PEEP can improve 

arterial oxygenation and reduce atelectasis in elderly 

patients using sLMA during urological surgery in the 

lithotomy position. Also, suggested that PEEP may be 

useful for elderly patients with an increased risk of 

perioperative hypoxemia when using sLMA. 

 

 

Another study by Fiedler MO et al8 did an 

investigation to evaluate the impact of PEEP levels on 



ventilation parameters and gastric air insufflation 

during general anesthesia in children using pressure-

controlled ventilation with laryngeal mask. Trail was 

carried out in 67 children aged between 1 and 11 years 

PEEP levels of 0,3,5 mbar tested for 5mins in each 

patient during surgery and compared with ventilation 

parameters including compliance,etco2,peak pressure, 

and tidal volume.All parameters increased significantly 

with higher PEEP with exception of etco2(significant 

difference) and respiratory rate(no significant 

difference) Also showed different values for air 

quantity in the comparisions between the different PEE 

levels with significant differences between PEEP 5 and 

PEEP 3. They concluded that the positive PEEP value 

is more suitable than no PEEP during ventilation with 

S-LMA in children.  

 

An Indian clinical trial by Jagannathan N et al9 had 

compared the clinical performance of the laryngeal 

mask airway supreme with the laryngeal mask airway 

unique in infants and children. 180 pediatric patients 

were assigned to receive either a Supreme or a 

laryngeal mask airway-U. They hypothesized higher 

airway leak pressure with the Supreme at both 40 cm 

H(2)O and 60 cm H(2)O, when compared with the 

laryngeal mask airway-U. They assessed the ease and 

time of insertion, insertion attempts, fiber optic 

examination, quality of airway, efficacy of mechanical 

ventilation, success of gastric tube placement 

(Supreme), incidence of gastric insufflation, and 

complications.  

On analysis, intracuff pressure of 60 cm H2O for the 

Supreme was 17.4 (5.2) vs laryngeal mask airway-U, 

18.4 (6.6) cm H2O and both groups did not differ when 

compared to an intracuff pressure of 40 cm H2O. 



Supreme at 17.2 (5) vs laryngeal mask airway-U at 17.7 

(6) cm H2O. The laryngeal mask airway-U was 

associated with higher first-attempt success rates. The 

Supreme was associated with less gastric insufflation 

than the laryngeal mask airway-U. 

 

Goldmann K et al10 had concluded by their 

observations that the pressure-controlled ventilation 

(PCV) without PEEP leads to a decreased oxygenation 

when compared with PCV with PEEP when a 

supraglottic airway device is used in paediatric patients. 

They recruited 20 patients. Anaesthetized then but did 

not give any skeletal muscle relaxants. They were 

randomly allocated into two groups. Size 2 and 2(1/2) 

PLMA were used. Artificial ventilation in Group I was 

with pressure controlled ventilation (PCV) and 

PEEP=5 cm H2O, in Group II with PCV without PEEP. 

A Fi(o(2)) = 1.0 was used for 20 min during induction 

of anaesthesia. Sixty minutes after induction of 

anaesthesia an arterial blood gas sample was taken 

under a FiO2 of 0.3.  

Hence, they concluded that the Proseal LMA (PLMA) 

can be used to apply PEEP=5 cm H2O during PCV and 

thereby improve gas exchange in healthy paediatric 

patients.  

 

Similar study by Satoh D et al11 who compared 

functional residual capacity (FRC) in mechanically low 

tidal volume ventilation with different PEEP levels 

during upper abdominal surgery, reported that PEEP at 

10 cmH2O is necessary to maintain lung function if low 

tidal volume ventilation is used during upper abdominal 

surgery.  

In their clinical trial, before induction of anesthesia for 

nine patients with upper abdominal surgery, a tight-seal 



facemask was applied with 2 cmH2O pressure support 

ventilation and 100 % O2 during FRC measurements 

conducted on patients in a supine position.  

After tracheal intubation, lungs were ventilated with 

bilevel airway pressure with a volume of 7 ml/kg 

predicted body weight and with an inspired FiO2 of 0.4. 

PEEP levels of 0, 5, and 10 cmH2O were used. Each 

level of 5 and 10 cmH2O PEEP was maintained for 2 h. 

FRC was measured at each PEEP level. 

They found that the FRC awake was significantly 

higher than that at PEEP 0 cmH2O. FRC at PEEP 

0 cmH2O was significantly lower than that at 

10 cmH2O (P < 0.01).  

PaO2/FIO2 awake was significantly higher than that for 

PEEP 0 cmH2O (P < 0.01). PaO2/FIO2 at PEEP 

0 cmH2O was significantly lower than that for PEEP 

5 cmH2O or PEEP 10 cmH2O (P < 0.01). Furthermore, 

PEEP 0 cmH2O, PEEP 5 cmH2O after 2 h, and PEEP 

10 cmH2O after 2 h were correlated with FRC 

(R = 0.671, P < 0.01) and 

PaO2/FIO2 (R = 0.642, P < 0.01). 

 

They concluded that zero PEEP and the lower PEEPs 

could not achieve significant FRC when the patient was 

awake according to their study.  

7 2. Methodology  

A. Study design A tertiary care hospital based prospective, parallel 

group, randomized, controlled ,single blinded study. 

B. Study participants (human, 

animals or both) 

Humans 

i. Inclusion criteria 

 

 

 

 

1. Patients of either gender aged more than 18 years. 

2.  ASA I and II 

3. Elective surgeries requiring general anaesthesia for 

>60mins. 

4. Non laparoscopic surgeries 



 

 

 

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 

 

1. Pregnant female 

2. History of gastro esophageal reflux disease. 

3. Patients with history of pulmonary and cardiac 

conditions (pneumonia, asthma, COPD, cardiac 

bypass surgeries) 

4. Surgeries requiring prone and lateral position. 

5. Obese patients (Patients with BMI >30) 

6. Anticipated difficult airway 

 

 

NIL     

 

 

 

 

 

 

 

 

 

iv) NIL 

  

 

 

TWO GROUPS 

 

Group P: With PEEP  7 cm of H2O 

Group Z: With zero PEEP 

C. Sampling  

a. Sampling population 

 

 

 

 

a) Patients undergoing elective surgeries requiring 

general anaesthesia, admitted at SDM medical sciences 

and Hospital, Dharwad, Karnataka during the study 

period  



b. Sample size calculation 

 

 

 

 

 

 

c. Sampling technique 

b) The formula used for sample size calculation is, 

Z2pq/d2, Z value is 1.96 for 95% confidence level and  

Assuming moderate allowable error (d) with defined 

intervention at 10% and the 20% prevalence of leakage 

as obtained from the study by Ullman H et al, the 

obtained sample size is 62 x 2 = 124 subjects. To 

compensate for exclusion 150 subjects will be 

recruited.  

Simple randomization 

 

D. Randomization details (for 

interventional studies)- 

Intervention details with 

standardization techniques (drugs / 

devices / invasive procedures / 

noninvasive procedures / others) 

Simple randomization will be done by numbering all 

the patients from 1 to 150, as and when they will be 

recruited in the study. Those numbered even will be 

recruited in control group, that is Group Z and the 

patients with odd numbers will be administered with 

PEEP of 7 cm of H2O. 

E. Ethical Clearance from the 

Institution’s Ethics Committee 

Obtained? (Copy to be Attached) 

AWAITED 

F. Study procedure After obtaining the ethical clearance, patients will be 

recruited based on the above-mentioned inclusion 

criteria. The study protocol, advantages, disadvantages 

and the withdrawal freedom from the study will be 

explained in detail to all the recruited patients, in 

simple, understandable language.  

Then the patients will be given numbers and divided 

into two groups as mentioned above. patients were 

blinded to the assigned group,but anaesthiologists were 

not blinded. 

 

Patients will be taken for OT and the standard ASA 

monitors connected.  Preoxygenation will be performed 

for 3 minutes using a mask ventilation  with a fraction 

of inspired oxygen (Fio2) of 1.0.  



Induction of general anaesthesia with Fentanyl: 

2mcg/kg, Propofol: 2-3mg/kg titrated to response (Loss 

of vocalization).   No skeletal muscle relaxants will be 

administered.  

All patients will be receiving the Proseal LMA. LMA 

mask sizes were based on patient weight, as specified 

by the manufacturer. After successful insertion, the cuff 

will be inflated to a pressure of 60 cm H2O using a 

barometer. We will be determining the adequacy of 

placement by observing chest movements and the end-

tidal carbon dioxide (Etco2) waveform.  

OROPHARNGEAL LEAK PRESSURE 

MEASUREMENT (OPLP) 

Following successful LMA placement and ventilation, 

OPLP Will be measured by closing the expiratory 

valve of the circuit at a fixed gas flow rate of 3L/min 

and noting the airway pressure at which the gas leaked 

into the mouth. 

 Controlled mechanical ventilation will be initiated as 

per the patients group.   

Group P patients will be set to the PEEP of 7 cm H2O 

and Group Z will be continued with zero PEEP 

pressure.  

In both the groups tidal volume of 6ml /kg of ideal body 

weight and   respiratory rate of 10–16 count per minute 

will be adjusted to achieve an end-tidal carbon dioxide 

partial pressure (EtCO2) of 35 to 40 of mmHg. Fresh 

gas flow will be set to 2 L/ min and an inspiratory: 

expiratory ratio of 1:2 will be maintained. Patients will 

be receiving fio2 of 0.4 and if saturation falls below 

96% then FIO2 will be increased by 0.1%  

ADEQUACY OF LMA 

In case of inadequate LMA mask placement, the 

anesthesiologist will be allowed to adjust as and when 

required. If ventilation seems to be still insufficient, 



then the tracheal intubation might be required and these 

patients will be excluded from further analysis. 

DETERMINING THE LEAK 

Leak will be determined by the difference between 

inspired and expired tidal volume at 5 minutes and 

thereafter every 15 minutes interval. Leak fraction will 

be calculated and more than 0.2 will considered as 

significant leak. 

 

DETERMINING THE OXGENATION  

 Oxygenation will be monitored by pulse oximeter 

through out the procedure continuously and recorded at 

every 5 mins interval and also intraoperative and 

postoperative recovery period. The observed difference 

between two groups will be noted for further analysis. 

VENTILATORY PARAMETERS 

Peak airway pressure, mean airway pressure, 

compliance, will be monitored continuously and 

documented at 5 mins interval. 

POST OPERATIVE COMPLICATIONS 

Incidence of sore throat, requirement of postoperative 

oxygen supplementation for more than 30 minutes and 

any other post operative respiratory complications will 

be documented. 

G. Data collection methods including 

settings and periodicity 

After obtaining clearance from the institutional ethical 

committee and informed consent 150 patients will be 

studied in this prospective simple randomised study. 

SPSS version 20 registered to SDM university will be 

used. The data will be collected for the stipulated time 

Periodicity – 1 year 

H. List of statistical tests to be used 

for data analysis 

Mean, Standardrd deviation and the frequency 

distribution for demographical data. 

Chi square test to analyse the variables association 

between two groups. 



Student t test to compare the numerical data between 

two group. 

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 RISK: Gastric insufflation which will be taken care of 

by inserting ryles tube.  

Benefits: 1. Prevention of atelectasis under general 

anaesthesia with PEEP 

2. Reduction incidence of post operative pulmonary 

complications 

9 4. Relevant references for the project 

(Minimum 10, Maximum 20) (in 

Vancouver style) 

1. Kamhawy G, El-Lilly J, Azzam M, Maha Misk. 

Positive end-expiratory pressure with I-gel in 

children, is it effective and safe? Egyp J 

Anaesthesia. 2018. 34:3, 101-105. 

2. Strametz R, Bergold MN, Weberschock T. 

Laryngeal mask airway versus endotracheal tube 

for percutaneous dilatational tracheostomy in 

critically ill adults. Cochrane Database Syst 

Rev. 2018 Nov 15;11:CD009901. 

3. Hoda QM, Samad K, Ullah H. ProSeal versus 

classic laryngeal mask airway (LMA) for positive 

pressure ventilation in adults undergoing elective 

surgery. Cochrane Database Syst Rev. 

2017;7:CD009026. 

4. Devitt JH, Wenstone R, Noel AG, O’Donnell MP. 

The laryngeal mask airway and positive pressure 

ventilation. Anesthesiology. 1994;80:550–555. 

5. Martin JB, Garbee D, Bonanno L. Effectiveness of 

positive end-expiratory pressure, decreased 

fraction of inspired oxygen and vital capacity 

recruitment maneuver in the prevention of 

pulmonary atelectasis in patients undergoing 



general anesthesia: a systematic review. JBI 

Database System Rev Implement Rep. 

2015;13(8):211-49. 

6. Ullmann H, Renziehausen L, Geil D, Sponholz C, 

Thomas-Rüddel D, Völker MT, Pietsch U, Krug N, 

Bercker S. The Influence of Positive End-

Expiratory Pressure on Leakage and Oxygenation 

Using a Laryngeal Mask Airway: A Randomized 

Trial. Anesth Analg. 2022 Jun 20. doi: 

10.1213/ANE.0000000000006115. Epub ahead of 

print.  

7. Kim DH, Park JY, Yu J, Koh GH, Kim E, Hwang 

JH, Kim YK. Positive end-expiratory pressure 

increases arterial oxygenation in elderly patients 

undergoing urological surgery using laryngeal 

mask airway in lithotomy position. J Clin Monit 

Comput. 2020;34(1):161-169.  

8. Fiedler MO, Schätzle E, Contzen M, Gernoth C, 

Weiß C, Walter T, Viergutz T, Kalenka A. 

Evaluation of Different Positive End-Expiratory 

Pressures Using Supreme™ Airway Laryngeal 

Mask during Minor Surgical Procedures in 

Children. Medicina (Kaunas). 2020  21;56(10):551.  

9. Jagannathan N, Sohn L, Sommers K, Belvis D, 

Shah RD, Sawardekar A et al. A randomized 

comparison of the laryngeal mask airway 

supreme™ and laryngeal mask airway unique™ in 

infants and children: does cuff pressure influence 

leak pressure?. Ped anaesthesia. 2013; 23(10): 927-

933 

10. Goldmann K, Roettger C, Wulf H. Use of the 

ProSealTM laryngeal mask airway for pressure-

controlled ventilation with and without positive 

end-expiratory pressure in paediatric patients: a 



randomized, controlled study. Br J Anaesth 2005; 

95: 831–4.  

11. Satoh D, Kurosawa S, Kirino W, Wagatsuma T, 

Ejima Y, Yoshida A et al. Impact of changes of 

positive end-expiratory pressure on functional 

residual capacity at low tidal volume ventilation 

during general anesthesia. J Anesth 2012;26:664–

669.  

10 5. Conflict of interest for any other 

investigator(s) (if yes, please explain 

in brief) 

Nil 

11 6. Declarations/Remarks by the Guide This study is recommended 

 7.   

 

 

 

 

 

 

 

 

 

 

 

 

  
 



Data Collection form 

Title of the project: EFFECT OF POSITIVE END-EXPIRATORY PRESSURE ON LEAKAGE 

AND OXYGENATION WITH CONTROLLED VENTILATION UNDER ANAESTHESIA 

USING PROSEAL LARNYGEAL MASK AIRWAY: A PROSPECTIVE, PARALLEL GROUP, 

RANDOMIZED, CONTROLLED, SINGLE BLINDED STUDY 

Participant Details: 

1. ID of participant 

2. Name 

3. Age  

4. Sex 

5. Address 

6. Contact number 

 

 

Demographic information 

1. Education 

2. Socioeconomic status 

3. Occupation 

 

 

Personal history 

1. Smoking 

2. Alcohol 

3. Snoring 

4. others 

 

 

Family History 

1. Diabetes mellitus 

2. Hypertension 

3. others 

 

 

Clinical history 

 

 

Past medical history 

 

 

Medication history 

 

 

Previous anaesthetic history  

 

Parameters as per the study 

1. BP 

2. HR 

3. Respiratory rate 

4. Spo2 

5. Height 

6. Weight 

7. BMI 

8. ASA grade 

 

Laboratory investigations 

1. Hemoglobin 

2. Platelet count 

3. Coagulation profile 

 



4. Blood group 

5. Serology 

 

 

 

AFTER LMA INSERTION 

TIME(MIN) HEART 
RATE(bpm) 

NIBP(mmhg) SPO2(%) ETCO2(mmhg) FIO2(%) 

0      

5      

10      

20      

30      

40      

50      

60      

 

 

; 

TIME(min) PEAK 
AP(cmH2O) 

MEAN 
AP(cmH2O) 

COMPLINCE(ml/cmH2O) PEEP(mmhg) 

0     

5     

10     

20     

30     

40     

50     

60     

 

 

TIME      (min) INSPIRED TV(ml) EXPIRED TV(ml) LEAK(ml) LEAK 
FRACTION(%) 

0     

5     

10     

20     

30     

40     

50     

60     

 

Oropharyngeal leak pressure:                       cm H2 O 



AFTER THE PROCEDURE 

Sore throat:       Present/ Absent 

Require further oxygenation: Yes/NO 

Any repositioning of LMA :Yes/ NO  

Post operative respiratory complications : Yes/NO 

 

 

                                                     

 

 

 

 

 

 

 

 

 

 

 

 

 

 

SDM COLLEGE OF MEDICAL SCIENCES AND HOSPITAL MANJUSHREE NAGAR, 

SATTUR, DHARWAD  



                                  

                                      INFORMED CONSENT FORM 

 

 

Title of the Project: EFFECT OF POSITIVE END-EXPIRATORY PRESSURE ON LEAKAGE 

AND OXYGENATION WITH CONTROLLED VENTILATION UNDER ANAESTHESIA USING 

PROSEAL LARNYGEAL MASK AIRWAY: A PROSPECTIVE, PARALLEL GROUP, 

RANDOMIZED, CONTOLLED SINGLE BLINDED STUDY. 

Name of the Principal/Site Investigator: Dr Preeti  Dr Ravi bhat 

 

PURPOSE OF RESEARCH: I have been informed that this study will assess the effect 

of positive end-expiratory pressure on leakage and oxygenation using Proseal 

Laryngeal Mask airway under controlled ventilation. 

PROCEDURE: I understand that the procedure of the study will involve recording of 

various parameters. The procedure will little Interfere with any of my physiological 

parameters and they are non invasive/invasive. 

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 evalute the effect of PEEP on leakage and 

oxygenation using LMA under controlled ventilation. 

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

become part ofinstitutional 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 bestored in investigators research file 

and identified only by a code number. The code key connectingname 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 ethical committee. 

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

any time to 8904338690 , preetibhusnur92@gmail.com  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.) 

 

*** 

mailto:preetibhusnur92@gmail.com


 

I confirm that Dr.Ravi 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 &amp; Signature) 

 

Witness Date: 

(Name &amp; signature) 

 

Principal/Site Investigator Date 

(Name &amp; 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: ಪ್ರೋಸೋಲ್ ಲಾರಿಂಜಿಯಲ್ ಮಾಸ್ಕ್ ವಾಯುಮಾರ್ಗವನ್ುು ಬಳಸಕ  ಿಂಡು ಅರವಳಿಕ  

ಅಡಿಯಲ್ಲಿ ನಿಯಿಂತ್ರರತ ವಾತಾಯನ್ ಅಡಿಯಲ್ಲಿ ಸ  ೋರಕ  ಮತುು ಆಮಿಜನ್ಕೋಕರಣದ ಮೋಲ  ಧನಾತಮಕ ಅಿಂತಯದ 

ಮುಕಾುಯದ ಒತುಡದ ಪರಣಾಮ: ನಿರೋಕ್ಷಿತ ಮಧಯಸಿಕ ಯ ಅಧಯಯನ್ 

ಪ್ರಾಂಶುಪ್ಲರ/ಸ್ಥಳ ತನಿಖ್ಧಿಕ್ರಿಯ ಹೆಸ್ರು   ಡಾ   ಪ್ರೋತ್ರ  

ಮಾರ್ಗದರ್ಶಗ    ಡಾ ರವಿ ಭಟ್ 

                                                    

                     

 ಸ್ಾಂಶೆ ೋಧನೆಯ ಉದೆದೋಶ   ನಿಯಿಂತ್ರರತ ವಾತಾಯನ್ದ ಅಡಿಯಲ್ಲಿ ಪ್ರಸೋಲ್ ಲಾರಿಂಜಿಯಲ್ ಮಾಸ್ಕ್ ವಾಯುಮಾರ್ಗವನ್ುು 

ಬಳಸಕ  ಿಂಡು ಸ  ೋರಕ  ಮತುು ಆಮಿಜನ್ಕೋಕರಣದ ಮೋಲ  ಧನಾತಮಕ ಅಿಂತಯ-ಮುಕಾುಯದ ಒತುಡದ ಪರಣಾಮವನ್ುು ಈ 

ಅಧಯಯನ್ವು ನಿಣಗಯಿಸುತುದ  ಎಿಂದು ನ್ನ್ಗ  ತ್ರಳಿಸಲಾಗಿದ . 

 

ಕ್ಯಯವಿಧ್ನ   ಅಧಯಯನ್ದ ಕಾಯಗವಿಧಾನ್ವು ವಿವಿಧ ನಿಯತಾಿಂಕರ್ಳ ರ ಕಾಡಿಗಿಂಗ್ ಅನ್ುು ಒಳಗ  ಿಂಡಿರುತುದ  ಎಿಂದು ನಾನ್ು 

ಅರ್ಗಮಾಡಿಕ  ಿಂಡಿದ ದೋನ . ಕಾಯಗವಿಧಾನ್ವು ನ್ನ್ು ಯಾವುದ ೋ ಶಾರೋರಕ ನಿಯತಾಿಂಕರ್ಳ  ಿಂದಿಗ  ಸವಲ್ಪಮಟ್ಟಿಗ  

ಮಧಯಪರವ ೋಶಿಸುವುದಿಲ್ಿ ಮತುು ಅವು ಆಕರಮಣಕಾರ/ಆಕರಮಣಶಿೋಲ್ವಲ್ಿ. 

ಅಪ್ಯ ಮತುು ಅನ್ನುಕೂಲತೆಗಳು   ಮೋಲೆ ತಿಳಿಸಿದ ಪರಿೋಕ್ಷೆಗಳ ನಿರ್ಯಯವು ನನಗೆ ಯ್ವುದೆೋ ಅಸ್ವಸ್ಥತೆಯನುು 

ಉಾಂಟುಮ್ಡುವುದಿಲಲ ಮತುು ನನು ಆರೊೋಗಯಕೆೆ ಯ್ವುದೆೋ ಅಪ್ಯವನುು ಒಳಗೊಳುುವುದಿಲಲ ಎಾಂದು ನ್ನು 

ಅರ್ಯಮ್ಡಿಕೊಾಂಡಿದೆದೋನೆ   

ಪರಯೋಜನಗಳು   ಅಧಯಯನದಲ್ಲಲ ನನು ಭ್ಗವಹಿಸ್ುವಿಕೆಯು ನನಗೆ ನೆೋರ ಪರಯೋಜನವನುು ಹೊಾಂದಿರಬಹುದು ಅರ್ವ್ 

ಹೊಾಂದಿರದಿರಬಹುದು ಆದರೆ ಕ್ರರಯ್ತಮಕ ಸ್ಮರ್ಯಯದ ನಿಯಾಂತರರ್ದ ಕ್ಯಯವಿಧ್ನವನುು ಅರ್ಯಮ್ಡಿಕೊಳುಲು ಸ್ಹ್ಯ 

ಮ್ಡುತುದೆ ಎಾಂದು ನ್ನು ಅರ್ಯಮ್ಡಿಕೊಾಂಡಿದೆದೋನೆ   

 

ಗೌಪ್ಯ ತೆ: ಈ ಅಧ್ಯ ಯನದಿಂದ ಉತ್ಪ ತಿ್ತಯಾಗುವ ವೈದಯ ಕೀಯ ಮಾಹಿತ್ತಯು ಸಿಂಸಿ್ಥ ಕ ದಾಖಲೆರ್ಳ 

ಭಾರ್ವಾಗುತಿ್ದೆ ಮತಿ್ತ  ಹೇಳಲಾದ ಸಂಸಿ್ಥಯ ಗೌಪ್ಯ ತೆ ಮತಿ್ತ  ಗೌಪ್ಯ ತೆ ನಿಯಂತ್ರ ಣಕೆ್ಕ  ಒಳಪ್ಟಿ್ಟ ರುತಿ್ದೆ 

ಎಿಂದು ನಾನು ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ. ಸೂಕ್ಷ್ಮ  ವೈಯಕಿಕ ಸ್ವ ಭಾವದ ಮಾಹಿತ್ತಯು ವೈದಯ ಕೀಯ 

ದಾಖಲೆಯ ಭಾರ್ವಾಗಿರುವುದಲ್ಲ , ಆದರೆ ತ್ನಿಖಾಧಿಕಾರಿರ್ಳ ಸಂಶೀಧ್ನಾ ಫೈಲ್ನಲ್ಲಲ  

ಸಂರ್ರ ಹಿಸ್ಲಾಗುತಿ್ದೆ ಮತಿ್ತ  ಕೀಡ್ ಸಂಖ್ಯಯ ಯಿಂದ ಮಾತ್ರ  ಗುರುತ್ತಸ್ಲಾಗುತಿ್ದೆ. ಸಂಖ್ಯಯ ರ್ಳಿಗೆ ಹೆಸ್ರನುು  

ಸಂಪ್ಕಗಸುವ ಕೀಡ್ ಕೀಯನುು  ಪ್ರ ತೆಯ ೀಕ ಸುರಕಿತ್ ಸಿ್ ಳದಲ್ಲಲ  ಇರಿಸ್ಲಾಗುತಿ್ದೆ. ವೈದಯ ಕೀಯ ಸಹಿತ್ಯ ದಲ್ಲಲ  



ಪ್ರ ಕಟಣೆಗಾಗಿ ಮತಿ್ತ  ಬೀಧ್ನಾ ಉದೆದ ೀಶರ್ಳಿಗಾಗಿ ಡೇಟಾವನುು  ಬಳಸ್ಥದರೆ ಯಾವುದೇ ಹೆಸ್ರುರ್ಳನುು  

ಬಳಸ್ಲಾಗುವುದಲ್ಲ  ಮತಿ್ತ  ಛಾಯಾಚಿತ್ರ ರ್ಳು, ಆಡಿಯೀ ಮತಿ್ತ  ವೀಡಿಯ ಟೇಪ್ಗಳಂತ್ಹ ಇತ್ರ 

ಗುರುತ್ತರ್ಳನುು  ನನು  ವಶೇಷ ಲ್ಲಖಿತ್ ಅನುಮತ್ತಯಿಂದಗೆ ಮಾತ್ರ  ಬಳಸ್ಲಾಗುತಿ್ದೆ. ಈ ಅನುಮತ್ತಯನುು  

ನಿೀಡುವ ಮೊದಲು ನಾನು ಛಾಯಾಚಿತ್ರ ರ್ಳು ಮತಿ್ತ  ವೀಡಿಯ ಟೇಪ್ರ್ಳನುು  ನೀಡಬಹುದು ಮತಿ್ತ  

ಆಡಿಯ ಟೇಪ್ರ್ಳನುು  ಹಿಂದಬಹುದು ಎಿಂದು ನಾನು ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ 

ಹೆಚಿಿ ನ ಮಾಹಿತ್ತಗಾಗಿ ವನಂತ್ತ: ನಾನು ಯಾವುದೇ ಸ್ಮಯದಲ್ಲಲ  ಅಧ್ಯ ಯನದ ಕುರಿತ್ತ ಹೆಚಿಿ ನ 

ಪ್ರ ಶ್ನು ರ್ಳನುು  ಕೇಳಬಹುದು ಎಿಂದು ನಾನು ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ. ನನು  ಪ್ರ ಶ್ನು ರ್ಳಿಗೆ ಅರ್ವಾ 

ಕಾಳಜಿರ್ಳಿಗೆ ಉತಿ್ರಿಸ್ಲು ಸಂಬಂಧ್ಪ್ಟಿ  ಸಂಶೀಧ್ಕರು ಲ್ಭ್ಯ ವದಾದ ರೆ. ನನು  ಮಿಂದುವರಿದ 

ಭಾರ್ವಹಿಸುವಕ್ಕಯ ಮೇಲೆ ಪ್ರ ಭಾವ ಬೀರಬಹುದಾದ ಈ ಅಧ್ಯ ಯನದ ಅವಧಿಯಲ್ಲಲ  ಪ್ತಿೆಯಾದ 

ಯಾವುದೇ ಮಹತ್ವ ದ ಹಸ್ ಸಂಶೀಧ್ನೆರ್ಳ ಕುರಿತ್ತ ನನಗೆ ತ್ತಳಿಸ್ಲಾಗುವುದು ಎಿಂದು ನಾನು 

ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ. ಅಧ್ಯ ಯನದ ಸ್ಮಯದಲ್ಲಲ  ಅರ್ವಾ ನಂತ್ರ, ಈ ಅಧ್ಯ ಯನಕೆ್ಕ  ಸಂಬಂಧಿಸ್ಥದ 

ಎಲಾಲ  ಕಾಳಜಿರ್ಳಲ್ಲಲ  ನನು  ಭಾರ್ವಹಿಸುವಕ್ಕಯನುು  ನೇರವಾಗಿ ಭಾಗಿಯಾರ್ದ ವಯ ಕಿಯಿಂದಗೆ ಚಚಿಗಸ್ಲು 

ನಾನು ಬಯಸ್ಥದರೆ, ನನು ಿಂದಗೆ ಮಾತ್ನಾಡಲು ಸಂಸಿ್ಥಯ ಸಮಾಜಿಕ ಕಾಯಗಕತ್ಗರು ಲ್ಭ್ಯ ವದಾದ ರೆ 

ಎಿಂದು ನನಗೆ ತ್ತಳಿದದೆ. ಎಚಿ ರಿಕ್ಕಯಿಂದ ಮರು-ಓದಲು ಇರಿಸ್ಥಕಳಳ ಲು ಈ ಸ್ಮಮ ತ್ತಯ ನಮೂನೆಯ 

ಪ್ರ ತ್ತಯನುು  ನನಗೆ ನಿೀಡಲಾಗುವುದು. 

ಭಾರ್ವಹಿಸುವಕ್ಕಯ ನಿರಾಕರಣೆ ಅರ್ವಾ ಹಿಿಂತೆಗೆದುಕಳುಳ ವಕ್ಕ: ನನು  ಭಾರ್ವಹಿಸುವಕ್ಕಯು 

ಸ್ವ ಯಂಪ್ರ ೀರಿತ್ವಾಗಿದೆ ಮತಿ್ತ  ಭಾರ್ವಹಿಸ್ಲು ನಿರಾಕರಿಸ್ಬಹುದು ಅರ್ವಾ ನನು  ಒಪ್ಪಪ ಗೆಯನುು  

ಹಿಿಂಪ್ಡೆಯಬಹುದು ಮತಿ್ತ  ಅಧ್ಯ ಯನದಲ್ಲಲ  ಭಾರ್ವಹಿಸುವಕ್ಕಯನುು  ನಿಲ್ಲಲ ಸ್ಬಹುದು ಎಿಂದು ನಾನು 

ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ. ಈ ಆಸ್ಪ ತೆರ ಯಲ್ಲಲ  ನನು  ಪ್ರ ಸಿುತ್ ಅರ್ವಾ ಭ್ವಷಯ ದ ಆರೈಕ್ಕಗೆ ಯಾವುದೇ 

ಪೂವಾಗರ್ರ ಹವಲ್ಲ ದೆ. ಸಂಶೀಧ್ಕರು ಈ ಅಧ್ಯ ಯನದಲ್ಲಲ  ನನು  ಭಾರ್ವಹಿಸುವಕ್ಕಯನುು  ಯಾವುದೇ 

ಸ್ಮಯದಲ್ಲಲ  ಕನೆಗೊಳಿಸ್ಬಹುದು ಎಿಂದು ನಾನು ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ ಮತಿ್ತ  ಅವಳು/ಅವನು 

ಹಾಗೆ ಮಾಡಲು ಕಾರಣರ್ಳನುು  ವವರಿಸ್ಥದ ನಂತ್ರ ಮತಿ್ತ  ಇದು ಸೂಕಿವಾದರೆ ನನು  ವೈದಯ ರು ಅರ್ವಾ 

ದೈಹಿಕ ಚಿಕತ್ಸ ಕರಿಿಂದ ನನು  ಮಿಂದುವರಿದ ಆರೈಕ್ಕಗೆ ವಯ ವಸಿ್ಥ  ಮಾಡಲು ಸ್ಹಾಯ ಮಾಡಿದರು. 

ಗಾಯದ ಹೇಳಿಕ್ಕ: ಈ ಅಧ್ಯ ಯನದಲ್ಲಲ  ನನು  ಭಾರ್ವಹಿಸುವಕ್ಕಯಿಂದ ನೇರವಾಗಿ ನನಗೆ ಆಗುವ 

ಅಸಂಭ್ವವಾದ ಗಾಯದ ಸಂದಭ್ಗದಲ್ಲಲ , ಅಿಂತ್ಹ ಗಾಯವನುು  ತ್ಕ್ಷ್ಣವೇ ವರದ ಮಾಡಿದರೆ, ನಂತ್ರ 

ವೈದಯ ಕೀಯ ಚಿಕತೆಸ ಯು ನನಗೆ ಲ್ಭ್ಯ ವರುತಿ್ದೆ, ಆದರೆ ಹೆಚಿಿ ನ ಪ್ರಿಹಾರವನುು  ಒದಗಿಸ್ಲಾಗುವುದಲ್ಲ  

ಎಿಂದು ನಾನು ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ. ಈ ಅಧ್ಯ ಯನದಲ್ಲಲ  ಭಾರ್ವಹಿಸ್ಲು ನನು  ಒಪ್ಪ ಿಂದದ ಮೂಲ್ಕ 

ನಾನು ನನು  ಯಾವುದೇ ಕಾನೂನು ಹಕೆು ರ್ಳನುು  ಬಟಿ್ಟಕಡುತಿ್ತಲ್ಲ  ಎಿಂದು ನಾನು 

ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ. 



ಅಧ್ಯ ಯನವನುು  ಪ್ರಿರ್ಶೀಲ್ಲಸ್ಥದ ಮತಿ್ತ  ಅನುಮೊೀದಸ್ಥದ ನೈತ್ತಕ ಸ್ಮಿತ್ತ: ಅಧ್ಯ ಯನವನುು  

ಪ್ರಿರ್ಶೀಲ್ಲಸ್ಲಾಗಿದೆ ಮತಿ್ತ  ಅನುಮೊೀದಸ್ಲಾಗಿದೆ ಎಿಂದು ನಾನು ಅರ್ಗಮಾಡಿಕಿಂಡಿದೆದ ೀನೆ 

ಸಂಪ್ಕಗ ಮಾಹಿತ್ತ: ನಾನು ಅಧ್ಯ ಯನದ ಕುರಿತ್ತ ಯಾವುದೇ ಪ್ರ ಶ್ನು ರ್ಳನುು  ಹಿಂದದದ ರೆ, ನಾನು ಯಾವುದೇ 

ಸ್ಮಯದಲ್ಲಲ  8904338690 (ದೂರವಾಣಿ ಸಂಖ್ಯಯ ), preetibhusnur92@gmail.com (ಇಮೇಲ ಐಡಿ) ಗೆ 

ಸಂಪ್ಕಗಸ್ಬಹುದು. ಸಂಶೀಧ್ನೆಯಲ್ಲಲ  ಭಾರ್ವಹಿಸುವವನಾಗಿ ನನು  ಹಕೆು ರ್ಳ ಕುರಿತ್ತ ನಾನು 

ಪ್ರ ಶ್ನು ರ್ಳನುು  ಹಿಂದದದ ರೆ, ನಾನು _____                                 (ಹೆಸ್ರು) ಸಿಂಸಿ್ಥ ಕ ನಿೀತ್ತಶಾಸಿ್ ರ ಸ್ಮಿತ್ತಯ 

(IEC) ಸ್ದಸ್ಯ  ಕಾಯಗದರ್ಶಗಯನುು  ಸಂಪ್ಕಗಸ್ಬಹುದು, ಸ್ದಸ್ಯ  ಕಾಯಗದರ್ಶಗಯ ಸಂಪ್ಕಗ 

ವವರರ್ಳು______________________________________________________________________________

_____________________________________________________________________ ಸಂಪ್ಕಗಸ್ಥ ಇಮೇಲ, 

ಇಮೇಲ ವಳಾಸ್ ) 

ಡಾ.                 (ಪ್ರ ಧಾನ ತ್ನಿಖಾಧಿಕಾರಿಯ ಹೆಸ್ರು) ನನಗೆ ವವರಿಸ್ಥದಾದ ರೆ ಎಿಂದು ನಾನು 

ಖಚಿತ್ಪ್ಡಿಸುತಿೆೀನೆ 

ಸಂಶೀಧ್ನೆಯ ಉದೆದ ೀಶ, ನಾನು ಒಳಗಾಗುವ ಅಧ್ಯ ಯನ ವಧಾನ, ಮತಿ್ತ  ಸಂಭ್ವನಿೀಯ ಅಪಾಯ ಮತಿ್ತ  

ಅಸ್ವ ಸಿ್ ತೆರ್ಳು ಮತಿ್ತ  ನಾನು ಅನುಭ್ವಸ್ಬಹುದಾದ ಪ್ರ ಯೀಜನರ್ಳು. ಅಧ್ಯ ಯನದಲ್ಲಲ  ನನು  

ಭಾರ್ವಹಿಸುವಕ್ಕಗೆ ಪ್ಯಾಗಯವಾಗಿ ನನು  ಒಪ್ಪಪ ಗೆಯನುು  ಸ್ಹ ನಿೀಡಬೇಕಾಗಿತಿ್ತ . ಆದದ ರಿಿಂದ ನಾನು 

ವಷಯವಾಗಿ ಮತಿ್ತ  ಈ ಸಂಶೀಧ್ನಾ ಯೀಜನೆಯಾಗಿ ಭಾರ್ವಹಿಸ್ಲು ಒಪ್ಪಪ ಗೆ ನಿೀಡಲು ಒಪ್ಪಪ ತಿೆೀನೆ. 

 

 

 

ಭಾರ್ವಹಿಸುವವರು 

(ಹೆಸ್ರು ಮತಿ್ತ  ಸ್ಹಿ)  

ಸಕಿ  

(ಹೆಸ್ರು ಮತಿ್ತ  ಸ್ಹಿ)  

ಪ್ಪರ ನಿಸ ಪಾಲ/ಸೈಟ್ ಇನೆವ ಸಿ್ಥ ಗೇಟರ್ 

(ಹೆಸ್ರು ಮತಿ್ತ  ಸ್ಹಿ) 

 

 

 



 


