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PART B – TECHNICAL DETAILS 

1 Title of the dissertation Efficacy of Sequential Organ Failure Assessment score 

in predicting the mortality in cases of sepsis. 

2 Introduction  

A. Problem statement Sepsis is a life threatening condition with high risk of 

morbidity and mortality. Predicting the mortality in 

sepsis is important and difficult. SOFA Score is a 

bedside test that may identify patients with suspected 

infection who are at greater risk for a poor outcome. 

 

B. Rationale The Sequential Organ Failure Assessment (SOFA) score 

is a simple and objective score that allows for 

calculation of both the number and the severity of 

organ dysfunction in six organ systems (respiratory, 

coagulatory, liver, cardiovascular, renal, and 

neurologic). Hence can be used as a predictor for 

mortality. 

 

C. Novelty  



The use of SOFA score for sepsis has been studied in 

insufficient numbers for predicting sepsis related 

Mortality. This study aims to rectify this. 

 

 

 

D.Expected outcome and 
application 

 

 

• Primary outcome: To compare actual mortality 

with the predicted mortality  

• Secondary outcomes: 

•  To identify the various causes of sepsis among 

patients admitted to Surgery Department 

• To identify individual risks of mortality in 

different causes of sepsis. 

 

 

3 Research question(s) 1) Is the SOFA score a reliable predictor of mortality in 
sepsis? 
 
 

4 Research hypothesis (es), if any None 

5 Objectives of the Study: 

A. Primary objective(s) 

 

B. Secondary objective(s) 

 

 

A. To study the effectiveness of the SOFA score in 
predicting the mortality in patients with sepsis due to 
surgical cause. 
 

 1.   
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2.  

3. Review of literature 

 
Sepsis is a life threatening condition with high risk of 
morbidity and mortality. The Sequential Organ Failure 
Assessment (SOFA) score is a simple and objective 
score that allows calculation of both the number and 
the severity of organ dysfunction in six organ systems 
(respiratory, coagulatory, liver, cardiovascular, renal, 
and neurologic) and the score can measure individual 
or aggregate organ dysfunction. (1) 
 



 
Regular, repeated scoring enables patient condition 
and disease development to be monitored and better 
understood.(7) Estimation of the SOFA score will also 
help health professionals to monitor organ states.(13)  

 

SOFA can be used to quantify the degree of 
dysfunction/failure already present on ICU admission, 
the degree of dysfunction/failure that appears during 
the ICU stay and the cumulative insult suffered by the 
patient.(8) SOFA Score has higher accuracy than qSOFA 
Score.(11)   

 

In  a study among adults with suspected infection 
admitted to an ICU, an increase in SOFA score of 2 or 
more had greater prognostic accuracy for in-hospital 
mortality than SIRS criteria or the qSOFA score. These 
findings suggest that SIRS criteria and qSOFA may have 
limited utility for predicting mortality in an ICU setting 
(5) 

 
Models with sequential SOFA scores seem to have a 
comparable performance with other organ failure 
scores. (4)  A new SOFA score calculation to improve the 
predictive performance for mortality in sepsis- 
associated disseminated intravascular coagulopathy 
patients is called delta-SOFA (SOFAΔ).(9)  

 

  
 
ΔSOFA on day 7 is a useful early prognostic marker of 
28-day mortality.(12) Lactate is an independent 
prognostic predictor of mortality for patients with 
sepsis. Patients with higher lactate, have higher 
mortality than those with lower lactate.(10)  
 
The Surviving Sepsis Campaign (SSC) is International 
Guidelines for the Management of Sepsis and Septic 
Shock which provides guidance on the care of 
hospitalized adult patients with (or at risk for) sepsis, 
based on systematic summary and assessment of 
relevant literature. (2) 
 
The recommendations of the SSC 2021 guidelines 
update: There are 93 total statements, which address 
screening and initial resuscitation (n = 10 statements), 
infection (n = 21), hemodynamics (n = 14), ventilation 
(n = 12), additional therapies (n = 16), and goals of care 
and long-term outcomes (n = 20). (2) 



 
Definition: The guidelines recognize sepsis as life-
threatening organ dysfunction secondary to a 
dysregulated host response to infection consistent 
with the Sepsis-3 consensus definition However, 
studies were not required to use a particular sepsis 
definition to be considered as relevant evidence for 
the guidelines. (2) 
 
 
The Sequential Organ Failure Assessment or SOFA 
score was developed to assess the acute morbidity of 
critical illness at a population level and has been 
widely validated as a tool for this purpose across a 
range of healthcare settings and environments. (2) 
In recent years, the SOFA score has become 
extensively used in a range of other applications. A 
change in the SOFA score of 2 or more is now a 
defining characteristic of the sepsis syndrome, and the 
European Medicines Agency has accepted that a 
change in the SOFA score is an acceptable surrogate 
marker of efficacy in exploratory trials of novel 
therapeutic agents in sepsis. The requirement to 
detect modest serial changes in a patients’ SOFA score 
therefore means that increased clarity on how the 
score should be assessed in different circumstances is 
required. (2) 

 
 
 
The SOFA score is an increasingly important tool in 
defining both the clinical condition of the individual 
patient and the response to therapies in the context of 
clinical trials. (2) 
 
The development of the SOFA score: 
The SOFA (Sequential Organ Failure Assessment) score 
was developed following a consensus meeting in 1994, 
the stated aim of which was to create a score ‘to 
describe quantitively and as objectively as possible the 
degree of organ dysfunction/failure over time in 
groups of patients or even individual patients. The 
score was designed to describe a sequence of 
complications of critical illness and not to predict 
outcome, although the authors acknowledged that any 
functional morbidity score must also be associated 
with mortality. Initially described as the sepsis-related 
organ failure assessment, the utility of the score for 
the assessment of acute morbidity in a range of critical 



illnesses was recognized early and the title changed. 
Calculation of the SOFA score standard approach 
SOFA score may traditionally be calculated on 
admission to ICU and at each 24-h period that follows. 
The tool employs six criteria reflecting the function of 
an organ system (respiratory by PaO2/FiO2 (mmHg), 
cardiovascular by Mean arterial pressure (MAP) OR 
administration of vasopressors required, renal by 
Creatinine (mg/dl) [μmol/L]; urine output, neurological 
by Glasgow Coma Scale, hepatic by Bilirubin (mg/dl) 
 [μmol/L] and hematological by Platelets) and allocates 
a score of 0–4. (3) 
 
In cases where the physiological parameters do not 
match any row, zero points are given. In cases where 
the physiological parameters match more than one 
row, the row representing the highest score is 
selected. (3) 
 
An increase in the measured value during the first 48 
hours of ICU admission indicates a mortality rate of at 
least 50%. (6) 
 
SOFA Score of more than 14, indicate  95.2 % chance 
of mortality whereas mean SOFA score of  >5.1 
indicates 84.4% chance of mortality (6) 

 
 
 

7 4. Methodology 

5.  

 

A. Study design Prospective observational study in Tertiary Care Centre 

over a period of 12 months  

B. Study participants (human, 

animals or both) 

Humans 

 

 

 

i. Inclusion criteria 

 

 

 

INCLUSION CRITERIA  

All patients above 18 years of age diagnosed with 
sepsis admitted under general surgery with qSOFA 
Score of 2 or more. 
 
 



 

 

 

 

 

 

 

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 

 
qSOFA score is a new diagnostic tool to identify 
patients at risk for sepsis. 
 
Consists of 3 parameters: 
 
1.Altered mental status  
2.Decrease in systolic BP of less than 100 
3.Respiratory rate greater than 22 breaths/min  
 
 
EXCLUSION CRITERIA  

Patients below 14 years of age and 
Patients getting discharged against medical advice 
during the course of treatment 
 

iii) NIL 

 

 

 

 

iv) NIL 

 

 

 

 

 

v) Single group.  

 

 

C. Sampling  

 

a. Sampling population 

 

b. Sample size calculation 

 

 

 
 
 

a. sampling population – Patients getting admitted 
under general surgery. 
 
 
Sample size 100 
b. sample size calculation formula: 



 

 

 

 

 

 

 

             C. Sampling technique 

 
where n is the sample size required, p is the 
percentage occurrence of a state or condition 
(proportion or prevalence), E is the percentage 
maximum error required, Z is the value corresponding 
to level of confidence required. 
 
 

 

C. Prospective observational study 

 

D. Randomization details (for 

interventional studies)- 

Intervention details with 

standardization techniques 

(drugs / devices / invasive 

procedures / noninvasive 

procedures / others) 

N/A 

E. Ethical Clearance from the 

Institution’s Ethics Committee 

Obtained? (Copy to be 

Attached) 

 

Clearance approved.  

F. Study procedure Patients satisfying the inclusion criteria will be 
taken up for the study. Patient’s demographic 

and clinical data will be recorded in a standard 
proforma. An informed consent will be taken 
stating patient is consenting for volunteering to 
be a part of the study. 
The patients will be educated about the study and an 
information sheet will be provided to the patient to 
answer their doubts and queries. 
All these patients will be explained about 
communication media including telephone.   
 
 
 

 



G. Data collection methods 

including settings and 

periodicity 

Data will be collected from the patients in sepsis, 
admitted under General Surgery who are in the 
surgical intensive care unit or High dependency unit.  
 
SOFA score will be recorded every 24 hours till 
discharge to general ward or death. 
 
The worst score will be used for analysis  
 

H. List of statistical tests to be 

used for data analysis 

 

N/A 

I. If it’s a Clinical Trial:          

Clinical Trials Registry of India 

or equivalent registration 

number to be mentioned 

 

N/A 

 

 

 

8 6. List risks and benefits of the study No risks involved  

Benefits:  

The study will assess how efficacious SOFA Score Can 

be to predict Mortality in cases of sepsis. 

 

 

 

 

 

 

9 

7.  

8. Relevant references for the project 

(Minimum 10, Maximum 20) (in 

Vancouver style) 

 
 
1. Ferreira FL. Serial Evaluation of the SOFA Score to 
Predict Outcome in Critically Ill Patients. JAMA. 2001 
Oct 10;286(14):1754. 
 
2. Jones AE, Trzeciak S, Kline JA. The Sequential Organ 
Failure Assessment score for predicting outcome in 
patients with severe sepsis and evidence of 
hypoperfusion at the time of emergency department 
presentation*. Critical Care Medicine. 2009 
May;37(5):1649–54. 
 
3. Lambden S, Laterre PF, Levy MM, Francois B. The 
SOFA score—development, utility and challenges of 
accurate assessment in clinical trials. Critical Care. 
2019 Nov 27;23 



 
 
4. Minne, Lilian, et al. ‘Evaluation of SOFA-Based 
Models for Predicting Mortality in the ICU: A 
Systematic Review’. Critical Care, vol. 12, no. 6, 2009, 
p. R161.  
 
 
5. Raith, Eamon P., et al. ‘Prognostic Accuracy of the 
SOFA Score, SIRS Criteria, and QSOFA Score for In-
Hospital Mortality Among Adults With Suspected 
Infection Admitted to the Intensive Care Unit’. JAMA, 
vol. 317, no. 3, Jan. 2017, pp. 290–300. Silverchair,  
 
6. Ferreira FL. Serial Evaluation of the SOFA Score to 
Predict Outcome in Critically Ill Patients. JAMA. 2001 
Oct 10;286(14):1754. 
 
   
7. Vincent J-L, de Mendonca A, Cantraine F, Moreno R, 
Takala J, Suter PM, et al. Use of the SOFA score to 
assess the incidence of organ dysfunction/failure in 
intensive care units. Critical Care Medicine. 1998 
Nov;26(11):1793–800. 
 
  
8. Moreno R, Vincent J-L ., Matos R, Mendonça A, 
Cantraine F, Thijs L, et al. The use of maximum SOFA 
score to quantify organ dysfunction/failure in intensive 
care. Results of a prospective, multicentre study. 
Intensive Care Medicine. 1999 Jul 22;25(7):686–96. 
 
 
9. Arakawa M, Levy JH, Fujimori K, Kondo K, Iba T. A 
new SOFA score calculation to improve the predictive 
performance for mortality in sepsis-associated 
disseminated intravascular coagulopathy patients. 
Journal of Critical Care. 2021 Aug;64:108–13. 
 
 
10. Liu Z, Meng Z, Li Y, Zhao J, Wu S, Gou S, et al. 
Prognostic accuracy of the serum lactate level, the 
SOFA score and the qSOFA score for mortality among 
adults with Sepsis. Scandinavian Journal of Trauma, 
Resuscitation and Emergency Medicine. 2019 Apr 
30;27(1). 
 
 
 



 
 
11. Li Y, Yan C, Gan Z, Xi X, Tan Z, Li J, et al. Prognostic 
values of SOFA score, qSOFA score, and LODS score for 
patients with sepsis. Annals of Palliative Medicine. 
2020 May;9(3):1037–44. 
 
 
12. Karakike E, Kyriazopoulou E, Tsangaris I, Routsi C, 
Vincent J-L, Giamarellos-Bourboulis EJ. The early 
change of SOFA score as a prognostic marker of 28-day 
sepsis mortality: analysis through a derivation and a 
validation cohort. Critical Care. 2019 Nov 29;23(1). 
 
13. Chaurasia AK, Gupta P, Singh P. Assessment of 
SOFA Score and its Relation with Sepsis Outcome in a 
Tertiary Care Centre. Journal of Clinical Research and 
Applied Medicine. 2021;1(2):54-8. 
 

10 9. Conflict of interest for any other 

investigator(s) (if yes, please 

explain in brief) 

Nil 

 

 

11 10. Declarations/Remarks by the Guide  

 

 

 

 

 

 

 

 

 

 

 

 



 

 

                                            



 

 

 

INFORMED CONSENT FORM 

Title of the Project: Efficacy of Sequential Organ Failure Assessment score in predicting the 

mortality in cases of sepsis. 

 

Name of the Principal/Site Investigator: Dr. Sujay P S 

Name of the Co-ordination Centre: SDMCMSH 

(If multicentre studies, if not delete) 

Name of the funding agency: N/A 

(If self funded, mention as self funding) 

 

PURPOSE OF RESEARCH: I have been informed that this study will assess ________ _______ 

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

parameters. The procedure will not 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 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 
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REFUSAL OR WITHDRAWAL OF PARTICIPATION: I understand that my participation is 
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ಅಧಿಕಾರಿಗಳ್ಳ, ಸಕಾಷರಿ ಏಜ ನಸಗಳ್ಳ ಮತ್ುೂ ನ ೈತಿಕ ಸಮಿತಿಗ  ಬಡುಗಡ  ಮಾಡಲು ತ್ನಖಾಧಿಕಾರಿಗಳಿಗ  ನಾನು ಈ 

ಮ ಲಕ ಅನುಮತಿ ನೋಡುತ ೂೋನ . ಅವರು ನನು ಮ ಲ ದಾಖಲ ಗಳ್ನುು ಪರಿಶೋಲ್ಲಸಬಹುದು ಎೊಂದು ನಾನು 

ಅರ್ಷಮಾಡಿಕ  ೊಂಡಿದ ದೋನ . 

6. ನನು ಡ ೋಟ್ಾವನುು ಸ್ಾವಷಜನಕವಾಗಿ ಪರಸುೂತ್ಪಡಿಸ್ಪದರ  ನನು ಗುರುತ್ನುು ಗೌಪಯವಾಗಿ ಇರಿಸಲಾಗುತ್ೂದ . 

7. ನನು ಪರಶ ುಗಳಿಗ  ನನು ತ್ೃಪ್ಪೂಗ  ಉತ್ೂರ ಸ್ಪಕಕದ . 

8. ನಾನು ಸೊಂಶ  ೋಧನಾ ಅಧಯಯನದಲಿ್ಲರಲು ನಧಷರಿಸ್ಪದ ದೋನ . 

ದಿನಾೊಂಕ: ಹ ಸರಿನ  ೊಂದಿಗ  ರ  ೋಗಿಯ ಸಹಿ 

ಸಮಯ:  

  

ಸ್ಾಕ್ಷಿ: ರ  ೋಗಿಗ  ಸೊಂಬೊಂಧ: 

ಅಧಯಯನದ ಕಾಯಷವಿಧಾನಗಳ್ನುು ವಿವರವಾಗಿ ವಿವರಿಸಲಾಗಿದ  ಮತ್ುೂ ಎಲಾಿ ಪರಶ ುಗಳಿಗ  ಮೆೋಲ  ತಿಳಿಸಲಾದ 

ಭಾಗವಹಿಸುವವರು ಮತ್ುೂ ಸೊಂಬೊಂಧಿಕರಿಗ  ಸೊಂಪೂಣಷವಾಗಿ ಮತ್ುೂ ಸಿರ್ಟವಾಗಿ ಉತ್ೂರಿಸಲಾಗಿದ  ಎೊಂದು ನಾನು ಈ 

ಮ ಲಕ ಹ ೋಳ್ಳತ ೂೋನ . 

  

ತ್ನಖಾಧಿಕಾರಿಯ ಸಹಿ: 

 

 

PROFORMA 



 

1. NAME 

2. AGE 

3. SEX 

4. OCCUPATION 

5. UHID NO. 

6. IP.NO 

7. ADDRESS 

8. PHONE NUMBER 

Demographic information 

1. Education 

2. Socioeconomic status 

3. Income 

4. Marital status 

5. Race 

6. Ethnicity 

 

 

 

 

 

CHIEF COMPLAINTS: 

History of present illness: 



Past History: 

Family history: 

 

Personal history: 

Diet: 

Appetite: 

Sleep: 

Bowel and Bladder: 

Habits: 

Physical/Recreational Activities: 

Medication history: 

 

General physical examination: 

Weight:           

Height: 

BMI: 

Vitals: Pulse: RR: Temp: 

Pallor:   Icterus:   Cyanosis:   Clubbing:   Lymphadenopathy:   Edema: 

 

 

Systemic Examination: 

CVS: 



RS: 

P/A: 

CNS: 

 

 

Provisional diagnosis: 

 

 

Investigations: 

 

 

FINAL DIAGNOSIS: 

 

 

 

 

 

 

 

 

 

SEQUENTIAL ORGAN FAILURE ASSESSMENT SCORE 

 



 

 

SOFA 

Score 

Mortality Rate (%), Initial 

score 

Mortality Rate (%), Highest 

score 

0-1 0 0 

2-3 6.4 1.5 

4-5 20.2 6.7 

6-7 21.5 18.2 

8-9 33.3 26.3 

10-11 50 45.8 

12-14 95.2 80 

>14 95.2 89.7 

 

 



Mean SOFA Score Mortality Rate (%) 

0-1 1.2 

1.1-2 5.4 

2.1-3 20 

3.1-4 36.1 

4.1-5 73.1 

>5.1 84.4 

 

 

SOFA Score: 

 

Outcome:  

 

 

 

 



 



 

 

PATIENT INFORMATION SHEET 

 

Patient serial number: 

 

The examination along with clinical photographs and a relevant investigations wherever required 
will be done. There will be no cost borne to the patient pertaining to our study. This study is a 
purely observational study and there will be no harm caused to the patient either short or long 
term as a result of this study. You may not have any direct benefits by participating in this study. 
However, the information collected during this study may be useful for further research. 

 

 
Any information collected about you will be kept strictly confidential. 
 
Participation in this study is voluntary and you can withdraw from 

this study at any time. You may contact the following if you have any 

questions about the study: 

 

Dr. Sujay P S 

Department of General Surgery 

SDM College of  Medical sciences  and 

Hospital, Sattur Dharwad. 

Mobile Number: 9741924915 

I hereby agree in accordance with the above information, that a doctor or member of 

the study personnel may contact me in person or by post or telephone (tick on which 

is appropriate) to ask questions regarding the same. 

 

NAME OF PATIENT  

ADDRESS  

TELEPHONE NUMBER  

DATE  

 



 

ರೆ ೋಗಿಯ ಮಾಹಿತಿ 

 
ರ  ೋಗಿಯ ಸರಣಿ ಸೊಂಖ ಯ 

ಕಿನಕಲ್ ಛಾಯಾಚಿತ್ರಗಳ  ೊಂದಿಗ  ಪರಿೋಕ್ಷ  ಮತ್ುೂ ಅಗತ್ಯವಿರುವಲ ಿಲಾಿ ಸೊಂಬೊಂಧಿತ್ ತ್ನಖ ಗಳ್ನುು ಮಾಡಲಾಗುತ್ೂದ . ನಮಮ ಅಧಯಯನಕ ಕ 

ಸೊಂಬೊಂಧಿಸ್ಪದೊಂತ  ರ  ೋಗಿಗ  ಯಾವುದ ೋ ವ ಚಚವನುು ಭರಿಸಲಾಗುವುದಿಲಿ. ಈ ಅಧಯಯನವು ಸೊಂಪೂಣಷವಾಗಿ ಅವಲ  ೋಕನದ ಅಧಯಯನವಾಗಿದ  

ಮತ್ುೂ ಈ ಅಧಯಯನದ ಪರಿಣಾಮವಾಗಿ ರ  ೋಗಿಗ  ಅಲಾಿವಧಿ ಅರ್ವಾ ದಿೋಘಾಷವಧಿಯಲ್ಲಿ ಯಾವುದ ೋ ಹಾನ ಉೊಂಟ್ಾಗುವುದಿಲಿ. ಈ ಅಧಯಯನದಲ್ಲ ಿ

ಭಾಗವಹಿಸುವ ಮ ಲಕ ನೋವು ಯಾವುದ ೋ ನ ೋರ ಪರಯೋಜನಗಳ್ನುು ಹ  ೊಂದಿಲಿದಿರಬಹುದು. ಆದಾಗ ಯ, ಈ ಅಧಯಯನದ ಸಮಯದಲ್ಲಿ 

ಸೊಂಗರಹಿಸ್ಪದ ಮಾಹಿತಿಯು ಹ ಚಿಚನ ಸೊಂಶ  ೋಧನ ಗ  ಉಪಯುಕೂವಾಗಬಹುದು. 

ನಮಮ ಬಗ ೊ ಸೊಂಗರಹಿಸಲಾದ ಯಾವುದ ೋ ಮಾಹಿತಿಯನುು ಕಟುಟನಟ್ಾಟಗಿ ಗೌಪಯವಾಗಿ ಇರಿಸಲಾಗುತ್ೂದ . 

 

ಈ ಅಧಯಯನದಲ್ಲಿ ಭಾಗವಹಿಸುವಿಕ ಯು ಸವಯೊಂಪ ರೋರಿತ್ವಾಗಿದ  ಮತ್ುೂ ನೋವು ಯಾವುದ ೋ ಸಮಯದಲ್ಲಿ ಈ ಅಧಯಯನದಿೊಂದ ಹಿೊಂದ  

ಸರಿಯಬಹುದು. ಅಧಯಯನದ ಕುರಿತ್ು ನೋವು ಯಾವುದ ೋ ಪರಶ ುಗಳ್ನುು ಹ  ೊಂದಿದದರ  ನೋವು ಈ ಕ ಳ್ಗಿನವರನುು ಸೊಂಪಕಷಸಬಹುದು: 

 

ಡಾ. ಸುಜಯ್ ಪ್ಪ ಎಸ 

ಎಸ ಡಿ ಎೊಂ ಕಾಲ ೋಜ್ ಆಫ್ ಮೆಡಿಕಲ್  

ಸ್ ೈನಸಸ ಮತ್ುೂಆಸಿತ ರ, ಸತ್ ೂರು ಧಾರವಾಡ. 

ಮೊಬ್ ೈಲ್ ಸೊಂಖ ಯ: 9741924915 

ಮೆೋಲ್ಲನ ಮಾಹಿತಿಗ  ಅನುಸ್ಾರವಾಗಿ ನಾನು ಈ ಮ ಲಕ ಸಮಮತಿಸುತ ೂೋನ , ವ ೈದಯರು ಅರ್ವಾ ಅಧಯಯನ ಸ್ಪಬಬೊಂದಿಯ ಸದಸಯರು ನನುನುು 

ವ ೈಯಕೂಕವಾಗಿ ಅರ್ವಾ ಅೊಂಚ  ಅರ್ವಾ ದ ರವಾಣಿ ಮ ಲಕ ಸೊಂಪಕಷಸಬಹುದು (ಯಾವುದು ಸ ಕೂವ ೊಂದು ಟಿಕ್ ಮಾಡಿ). 

ರ  ೋಗಿಯ ಹ ಸರು  

ವಿಳಾಸ  

ದ ರವಾಣಿ ಸೊಂಖ ಯ  

ದಿನಾೊಂಕ  

Dr. Sujay P S,  Department of General Surgery  



 
Title: Efficacy of Sequential Organ Failure Assessment score in predicting the mortality 
in cases of sepsis. 

 

Synopsis review  
 Covering letter with a point-wise response to the comments. 
 

1. Avoid abbreviations in the title. 
 
>Efficacy of Sequential Organ Failure Assessment score in predicting the mortality in cases of 

sepsis. 

 
 
2. Identify the gap of knowledge and define the 
research question and novelty of the study 
 
>research question: 
Is the SOFA score a reliable predictor of mortality in sepsis? 
 
Novelty: The use of SOFA score for sepsis has been studied in insufficient numbers for predicting 

sepsis related Mortality. This study aims to rectify this. 

 
 
 
 
3. Mention the age group for inclusion of patients. 
  
>All patients above 18 years of age diagnosed with sepsis admitted under general surgery with 
qSOFA Score of 2 or more. 
 
qSOFA score is a new diagnostic tool to identify patients at risk for sepsis. 
 
Consists of 3 parameters: 
 
1.Altered mental status  
2.Decrease in systolic BP of less than 100 
3.Respiratory rate greater than 22 breaths/min  
 
 
 
  
4.Explain how sample size is calculated. 
 
>sample size calculation formula: (by statistician) 



 
where n is the sample size required, p is the percentage occurrence of a state or condition 
(proportion or prevalence), E is the percentage maximum error required, Z is the value 
corresponding to level of confidence required. 
 
 

 

 

 

 
5. Prepare the “Informed written consent form” as per 
the provided template of the PGRC and IEC. 
 
 
 
 
 
 

INFORMED CONSENT FORM 

Title of the Project: Efficacy of Sequential Organ Failure Assessment score in predicting the 

mortality in cases of sepsis. 

 

Name of the Principal/Site Investigator: Dr. Sujay P S 

Name of the Co-ordination Centre: SDMCMSH 

(If multicentre studies, if not delete) 

Name of the funding agency: N/A 

(If self funded, mention as self funding) 

 

PURPOSE OF RESEARCH: I have been informed that this study will assess ________ _______ 

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

parameters. The procedure will not 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 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_____________ (Phone no.), & _____________ (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 ___________________________________ (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) 

 

 

 

 
 



ಎಸ್ಡಿಎಂ ಕಾಲ ೇಜ್ ಆಫ್ ಮೆಡಿಕಲ್ ಸ ೈನ್ಸಸ & ಹಾಸ್ಪಿಟಲ್ 

ಸತ್ತೂರು, ಧಾರವಾಡ 580009 

 
ತಿಳಿದುಕ  ೊಂಡಿರುವ / ತಿಳಿವಳಿಕ ಯುಳ್ಳ ಒಪ್ಪಿಗ  ಪತ್ರ 
ಪಾಲ  ೊಳ್ಳಳವ ರ  ೋಗಿಯ ಹ ಸರು:  
ಪರಧಾನ ವ ೈದಯಕೋಯ ಸೊಂಶ  ೋಧಕನ ಹ ಸರು: ಡಾ. ಸುಜಯ್ ಪಿ ಎಸ್ 

ಅಧಯಯನದ ಹ ಸರು: “ಸೆಪಿಿಸ್ ಪ್ರಕರಣಗಳಲಿ್ಲ ಮರಣವನ್ುು ಊಹಿಸುವಲಿ್ಲ ಸೆ ೋಫಾ ಸೆ ಕೋರ ನ್ ಪ್ರಿಣಾಮಕಾರಿತ್ವ” 

ಸೊಂಸ್ ೆಯಹ ಸರು :ಎಸ್ಡಿಎೊಂ ಕಾಲ ೋಜ್ ಆಫ್ ಮೆಡಿಕಲ್ ಸ್ ೈನಸಸ & ಹಾಸ್ಪಿಟಲ್ 

ಸತ್ ೂರು, ಧಾರವಾಡ 580009 

  

ನಾನು, _______________________________________________, ಈ ರ ಪದಲಿ್ಲ ಮಾಹಿತಿಯನುು ಓದಿದ ದೋನ . 
ನಾನು ಯಾವುದ ೋ ಪರಶ ುಗಳ್ನುು ಕ ೋಳ್ಲು ಸವತ್ೊಂತ್ರನಾಗಿದ ದ ಮತ್ುೂ ಅವುಗಳಿಗ  ಉತ್ೂರಿಸಲಾಗಿದ . ನಾನು 18 ವರ್ಷಕಕೊಂತ್ 

ಮೆೋಲಿಟಟವನಾಗಿದ ದೋನ  ಮತ್ುೂ ನನು ಆಯ್ಕಕಯ ಮುಕೂ ಅಧಿಕಾರವನುು ಚಲಾಯಿಸುತಿೂದ ದೋನ , "ಪಾಲ್ಲಟ್ಾರಮಾದಲಿ್ಲ ಪರಿರ್ೃತ್ 

ಆಘಾತ್ ಸ್  ಕೋರ್ನ ಪೂವಷಭಾವಿ ಮೌಲಯದ ಬಗ ೊ ವಿೋಕ್ಷಣಾ ಅಧಯಯನ" ಭಾಗವಹಿಸುವವನಾಗಿ ಸ್ ೋರಿಸ್ಪಕ  ಳ್ಳಲು ನನು 
ಒಪ್ಪಿಗ ಯನುು ನೋಡುತ ೂೋನ . 
  

ನಾನು ಈ ಒಪ್ಪಿಗ  ನಮ ನ  ಮತ್ುೂ ನನಗ  ಒದಗಿಸ್ಪದ ಮಾಹಿತಿಯನುು ಓದಿದ ದೋನ  ಮತ್ುೂ ಅರ್ಷಮಾಡಿಕ  ೊಂಡಿದ ದೋನ . 
ನಡ ಸುತಿೂರುವ ಅಧಯಯನದ ಬಗ ೊ ನನು ಸೆಳಿೋಯ ಭಾಷ ಯಲಿ್ಲ ವಿವರಿಸಲಾಗಿದ . 
ನನಗ  ಒಪ್ಪಿಗ ಯ ದಾಖಲ  ಮತ್ುೂ ಅಧಯಯನದ ಸವರ ಪ ಮತ್ುೂ ಗುರಿಯನುು ವಿವರಿಸಲಾಗಿದ . 
1. ನನು ಹಕುಕಗಳ್ಳ ಮತ್ುೂ ಜವಾಬ್ಾದರಿಗಳ್ನುು ತ್ನಖಾಧಿಕಾರಿ ನನಗ  ವಿವರಿಸ್ಪದಾದರ . 
2. ನಾನು ತ ಗ ದುಕ  ಳ್ಳಳತಿೂರುವ ಅರ್ವಾ ಹಿೊಂದ  ತ ಗ ದುಕ  ೊಂಡಿರುವ ಎಲಾಿ ಚಿಕತ ಸಗಳ್ ಬಗ ೊ ತ್ನಖಾಧಿಕಾರಿಗ  ತಿಳಿಸ್ಪದ ದೋನ . 
3. ನಾನು ತ್ನಖಾಧಿಕಾರಿಯೊಂದಿಗ  ಸಹಕರಿಸಲು ಒಪುಿತ ೂೋನ  ಮತ್ುೂ ನಾನು ಅಸ್ಾಮಾನಯ ರ  ೋಗಲಕ್ಷಣಗಳಿೊಂದ 

ಬಳ್ಲುತಿೂದದರ  ನಾನು ತ್ಕ್ಷಣ ಅವರಿಗ  ತಿಳಿಸುತ ೂೋನ . 
4. ಯಾವುದ ೋ ಕಾರಣವನುು ನೋಡದ ಯ್ಕೋ ನಾನು ಯಾವುದ ೋ ಸಮಯದಲಿ್ಲ ಅಧಯಯನದಿೊಂದ ಹ  ರಗುಳಿಯಬಹುದು ಮತ್ುೂ 
ಇದು ಆಸಿತ ರಯಲಿ್ಲ ನನು ಭವಿರ್ಯದ ಚಿಕತ ಸಯ ಮೆೋಲ  ಪರಿಣಾಮ ಬೋರುವುದಿಲಿ ಎೊಂಬ ಅೊಂಶದ ಬಗ ೊ ನನಗ  ತಿಳಿದಿದ . 
ತ್ನಖಾಧಿಕಾರಿಗಳ್ಳ ಯಾವುದ ೋ ಸಮಯದಲಿ್ಲ, ಯಾವುದ ೋ ಕಾರಣಕಾಕಗಿ, ನನು ಒಪ್ಪಿಗ ಯಿಲಿದ  ಅಧಯಯನದಲಿ್ಲ ನನು 
ಭಾಗವಹಿಸುವಿಕ ಯನುು ಕ  ನ ಗ  ಳಿಸಬಹುದು ಎೊಂದು ನನಗ  ತಿಳಿದಿದ . 
5. ಈ ಅಧಯಯನದಲಿ್ಲ ಭಾಗವಹಿಸ್ಪದ ಪರಿಣಾಮವಾಗಿ ನನುೊಂದ ಪಡ ದ ಮಾಹಿತಿಯನುು ಪಾರಯೋಜಕರು, ನಯೊಂತ್ರಕ 

ಅಧಿಕಾರಿಗಳ್ಳ, ಸಕಾಷರಿ ಏಜ ನಸಗಳ್ಳ ಮತ್ುೂ ನ ೈತಿಕ ಸಮಿತಿಗ  ಬಡುಗಡ  ಮಾಡಲು ತ್ನಖಾಧಿಕಾರಿಗಳಿಗ  ನಾನು ಈ 

ಮ ಲಕ ಅನುಮತಿ ನೋಡುತ ೂೋನ . ಅವರು ನನು ಮ ಲ ದಾಖಲ ಗಳ್ನುು ಪರಿಶೋಲ್ಲಸಬಹುದು ಎೊಂದು ನಾನು 
ಅರ್ಷಮಾಡಿಕ  ೊಂಡಿದ ದೋನ . 
6. ನನು ಡ ೋಟ್ಾವನುು ಸ್ಾವಷಜನಕವಾಗಿ ಪರಸುೂತ್ಪಡಿಸ್ಪದರ  ನನು ಗುರುತ್ನುು ಗೌಪಯವಾಗಿ ಇರಿಸಲಾಗುತ್ೂದ . 
7. ನನು ಪರಶ ುಗಳಿಗ  ನನು ತ್ೃಪ್ಪೂಗ  ಉತ್ೂರ ಸ್ಪಕಕದ . 
8. ನಾನು ಸೊಂಶ  ೋಧನಾ ಅಧಯಯನದಲಿ್ಲರಲು ನಧಷರಿಸ್ಪದ ದೋನ . 



ದಿನಾೊಂಕ: ಹ ಸರಿನ  ೊಂದಿಗ  ರ  ೋಗಿಯ ಸಹಿ 

ಸಮಯ:  

  
ಸ್ಾಕ್ಷಿ: ರ  ೋಗಿಗ  ಸೊಂಬೊಂಧ: 

ಅಧಯಯನದ ಕಾಯಷವಿಧಾನಗಳ್ನುು ವಿವರವಾಗಿ ವಿವರಿಸಲಾಗಿದ  ಮತ್ುೂ ಎಲಾಿ ಪರಶ ುಗಳಿಗ  ಮೆೋಲ  ತಿಳಿಸಲಾದ 

ಭಾಗವಹಿಸುವವರು ಮತ್ುೂ ಸೊಂಬೊಂಧಿಕರಿಗ  ಸೊಂಪೂಣಷವಾಗಿ ಮತ್ುೂ ಸಿರ್ಟವಾಗಿ ಉತ್ೂರಿಸಲಾಗಿದ  ಎೊಂದು ನಾನು ಈ 

ಮ ಲಕ ಹ ೋಳ್ಳತ ೂೋನ . 
  

ತ್ನಖಾಧಿಕಾರಿಯ ಸಹಿ: 

 

 
6. Correct the grammatical mistakes. Use future tenses 
in the synopsis (except introduction) 
 
>corrected. 
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