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 The Institutional Ethics Committee (IEC) meeting is held every 2-3 months. 

Information of future meetings may be obtained in the office of Ethics Committee, in 1st 

floor of research cell building. This building is in front of central library, KGMU. 

 For your document to be considered in an IEC meeting, you must ensure that your 

complete application is submitted to the ethics committee office 1 month prior. Past 

experience indicates that no concessions are usually made in this regard, especially if the 

study is multi-centric in nature. For instance, the last date for submission of documents 

for IEC meeting of 8th February 2019 was 11th January. 

 Results, remarks and comments of the IEC meeting with regards to your proposal 

will be communicated one month after the meeting. Please ensure that your proposal 

has been thoroughly review prior to submission.  

o For instance, often students do not submit sample size calculation which is 

marked by the IEC and they ask students to re-submit. This may result in a 

delay of upto 3 months in starting the project depending on when the next 

meeting is held. 

 Therefore, for applying for Clinical Trials Registry of India (CTRI) approval, or for 

ICMR-STS project work, please have a margin of upto 3 months to ensure that you 

obtain ethical approval within time. 
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Documents required for Ethical Approval 

 Following documents will need to prepared for the ethical approval . These have been 

available in the following document for sample purposes. 

1. Cover Letter to the Member Secretary , Research Cell 

 Must be recommended and forwarded by the Head of the Department. A 

format is given below 

2. Completed pro-forma of the ethical approval 

 Must be recommended and forwarded by the Head of the Department 

3. Consent forms in Hindi and English. 

 Both English and Hindi forms need to be signed by all the investigators.  

 Please ensure that your Hindi consent form is understandable. It is read in 

detail by the IEC.  

 Solely using google translate on the English version often will result in 

you being asked to redraft the informed consent form correctly. 

4. Executive Summary of the proposal/work/study 

 Please ensure that it is in the correct format – 1 Inch margins, times new 

roman, 12-font. Please avoid exceeding 5 pages 

 Arrange the documents in the order as given above, after ensuring all signatory 

requirements have been fulfilled. 

 Ensure photo-copies of the entire application and a CD containing the entire filled 

and scanned application (all documents scanned in colour in original) – This 

scanning facility is available in Reading room of KGMU.  

 Submit the entire original application with the photocopies and the CD (with your project 

details written using CD marker) to the ethics office. The persons working there will 

check your application and submit it for consideration in the next IEC meeting. 
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 Mail the scanned documents to IEC (copy all the other investigators on the same email) 

at ETHICS@KGMCINDIA.EDU  

 After 1 month of the ethics committee meeting you will receive the decision letter. 

This letter will have a reference number (ECM/??????).  

 

Salient Points for Investigators 

1. The reference number is to be given in all research papers. Do not just write 

‘study was approved by intitutional ethics committee’. 

 

2. It is possible to get a provisional letter of approval, which can be issued by the 

Member Secretary of IEC on special request in cases of urgency. Talk to your 

supervisor that they request the IEC to provide the same. This is often required when 

you are participating in an external study with deadline of data collection 

 

3. If you are participating in any international clinical study (where you have to 

share anonymous patient data, you must get ICMR Health Ministry Screening 

Committee (HMSC) approval.  

 

 This rule applies even if the study you are doing is an observational study 

only. This rule applies even if the study is non-funded.  

 Please contact your National Coordinator for the Study to coordinate getting 

the HMSC approval. 
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Format of Cover Letter 

 

To 

Member Secretary 

Research Cell 

KGMU, Lucknow  

16th January 2020 

  

Subject: Ethical Approval of Research Study 

 

Respected Madam 

 With due regards, I, Ahmad Ozair, MBBS Student, Batch of 2016, KGMU wish to 
submit the following project for ethical clearance. 

 I request you to kindly consider the project for review by the Ethical Committee. I 
shall be highly obliged for the same. 

Kindly find attached the required documents regarding the project. 

 

 Thank you 

Yours Sincerely 

 

Ahmad Ozair 

Medical Student, Batch of 2016 

King George’s Medical University UP Lucknow 

Phone No. +91 xxxxx xxxxx 

  ahmadozair@kgmcindia.edu 

 

 

Recommended and Forwarded by 

 Head, Department of xxxxxxxx 

King George’s Medical University 
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Executive Summary for Ethical Approval 

1. Title of Project  

Determining the Global Outcomes of Traumatic Brain Injury in low-, middle-, and high- income 
countries: A prospective, international cohort study  [Global NeuroSurg 1 Study (GNS-1)] 

2. Principal Investigator: Dr. Ankur Bajaj, MBBS, MS, MCh (neurosurgery), Associate Professor, 
Department of Neurosurgery, King George’s Medical University (KGMU), Lucknow, India 

3. Co-Principal Investigators (Co-PI) 

1. Dr. B. K. Ojha, MS, MCh, Professor and Head, Department of Neurosurgery, KGMU 
2. Dr. Chhitij Srivastava, MS, MCh. Professor, Department of Neurosurgery, KGMU 
3. Ahmad Ozair, Final Year MBBS Student, Batch of 2016, KGMU 

4. Funding Agency: No funding required. 

5. Background & Rationale: 

Every year, there are about sixty-nine million new cases of TBI worldwide, causing a significant 
economic burden, even to developed countries. [1,2] However, there are wide variations in the 
management of TBI across low-, middle-, and high-income countries which affect TBI outcomes 
worldwide, and even within countries themselves.[1,3-5]  

These variations in management protocol have led to heterogeneity in patient outcomes. Mortality 
rates of TBI are higher in low-and-middle-income countries (LMICs) compared to high-income 
countries (HICs). For instance, the international CENTER-TBI study looked at 68 sites and found 
significant differences in decision making by neurosurgeons in different countries.[6,7] Similarly, the 
CRASH trial was a randomized controlled trial of corticosteroid after significant head injury performed 
in 239 hospitals in 49 countries [8]. A secondary analysis from the CRASH trial showed that TBI 
patients in LMICs have twice the odds of dying following severe TBI compared to patients in HICs 
(OR 2.23, 95% CI 1.51-3.30).  

The considerable gap in TBI outcomes between HICs and LMICs could be explained by the variations 
in management as well as the lack of patient access to proper surgery and the delays in providing the 
proper care in some LMICs regions. Data from four urban trauma centers in India showed that a third 
delay (˃ 10 minutes) was significantly associated with early mortality in TBI patients.[9]  

Because resource-limited settings are now gaining access to diagnostic modalities such as computed 
tomography (CT) head, the outcomes of TBI are expected to have changed in recent years in low and 
low-middle income countries, of which India is a part. Therefore, the Global NeuroSurg-1 Study 
(GNS-1) aims to provide updated, high-quality data in order to get a comprehensive global picture of 
the current management and outcomes of TBI in high-, middle-, and low-income countries. 
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6. Primary Study Objectives 

1. To determine the mortality rates after Traumatic Brain Injury (TBI) in low-, middle-, and high-
income countries (LMIC and HIC) 

2. To determine the functional outcomes after TBI in low-, middle-, and high-income countries  

7. Secondary Study Objectives 

1. To compare the mortality rates of TBI in HICs vs. LMICs 
2. To compare the functional outcomes of TBI in HICs vs. LMICs 
3. To determine the factors associated with mortality following TBI 
4. To determine the pattern of TBI management in low-, middle-, and high-income countries 
5. To determine TBI associated complications 
6. To form an international network of neurosurgery researchers to facilitate future research. 

8. Materials and Methods 

8.1 Study Setting: The study will be conducted in the registered centers where TBI cases are presented 
for management and follow up. Any worldwide center where TBI cases are managed is eligible for 
participation. For KGMU, this will be the Trauma Centre and the Department of Neurosurgery, where 
this study would be undertaken. 

8.2 Study Design: Multi-center international prospective cohort study 

8.3 Inclusion Criteria 

1. TBI defined as WHO ICD-11 codes from NA07.0 to NA07.9 
2. Patients with mild, moderate, or severe TBI 
3. Patients with mild, moderate, or severe TBI 
4. Patients with mild, moderate, or severe TBI 

8.4 Exclusion Criteria 

1. Patients of acute brain injury not secondary to trauma 
2. Patients not giving written informed consent 

8.5 Sample size: 

The sample size was calculated by the GNS-1 steering committee, in which KGMU investigators were 
not involved. A minimum sample size of 1153 patients will allow for detecting a mortality rate of 25% 
with a 5% wide 95% confidence interval. To achieve this, each collaborating center, including KGMU, 
will recruit all TBI patients in two-week periods.  

8.5 Data Collection & Follow-up 

GNS-1 global recruitment period is June 2019 to December 31st, 2020. Local recruitment period is two 
weeks. Local sites, including KGMU, will collect the data of all consecutive TBI cases attending in 



their center and follow them for 90 days. The study protocol allows for multiple such 2-week periods 
by different teams at one center which Department of Neurosurgery, KGMU will be doing. Each 
recruited patient will be followed up for 90 days. 

8.6 Data Entry: 

The Research Electronic Data Capture (Redcap) system provides a secure environment for research 
teams to collect and store sensitive participant data securely. GNS-1 data will be collected in the 
Redcap system of Oregon Health & Sciences University, (US), to which KGMU will have access. 

8.7 Study Outcomes: 

Primary Outcomes: (i) 24-hour and 30-day mortality rate. (ii)  24-hour and 30-day score on Glasgow 
Outcomes Scale (GOS) 

Secondary Outcomes: (i) 90-day mortality rate. (ii) 90-day score on GOS. (iii) Injury severity score. 
(iv) Duration of hospital stay. (v) Patient disposition. (vi) Radiological findings of CT/MRI. (vii) 
Pattern of medical management. (viii) Pattern of surgical management (ix) Need for further 
intervention or “reoperation.” (x) The frequency of shunt dependency (xi) Incidence of complications 

8.8 Data Analysis: 

Participating centers will be classified into three tertiles according to their rank on the human 
development index (HDI) published by the United Nations. GNS-1 will test the differences between 
HDI tertiles using the Pearson chi-square test for categorical variables and Kruskal–Wallis test for 
continuous variables. Binary logistic regression analysis will be conducted to evaluate the predictors 
of 30-day mortality. Odds ratios (OR) and corresponding 95% confidence intervals will be calculated 
for each variable. Variables from univariate analysis with P˂0.05 will be selected for inclusion in the 
multivariate model. Then variables that are independently contributing to the mortality will be selected 
and examined. All analyses will be conducted by the GNS-1 data analysis team. KGMU will not be 
doing the analysis. 

8.9 Time Frame:  

Timeline for local site (KGMU):  2 weeks for patient recruitment (to be decided after the grant of 
ethical approval) and 3 months of follow-up of recruited patients 

Timeline for the overall GNS-1 study: Total recruitment period from June 2019 till 31st December 
2020.  

9. Risk to Patients & Ethical Considerations  

The study will be conducted only after approval by the institutional ethics committee, KGMU. A 
written consent form will be used. Patient data that is entered into REDCap will be de-identified and 
linked to a coded system kept at the local site (KGMU). The use of REDCap will allow all responses 
to be stored confidentially. Secondly, because the study is purely observational in nature, no additional 
risk is expected to occur from this study than the standard management protocol.  



10. Benefits, Implications & Significance of Study 

Current guidelines of the Brain Trauma Foundation (BTF) are limited by the lack of class one evidence 
from well-designed randomized controlled trials. Most of the current recommendations are based on 
data from retrospective analyses of existing databases because conducting randomized controlled trials 
in TBI has been challenged by several methodological and ethical limitations. Recently, the need for 
comparative effectiveness research (CER) approaches in TBI has been pronounced. Observational 
studies are powerful tools for CER since they allow evaluation of the treatment strategies using real-
world data from the usual care. Given the considerable variation in the TBI management in different 
clinical settings and the significant gap in mortality following TBI in HICs compared to LMICs, 
detecting the variations in TBI management and the impact of these variations on TBI outcomes is of 
great importance. This study will help determine the same.  

The study will also contribute to generating high-quality data for LMIC. This will allow adequate 
resource allocation to tackling neuro-trauma in LMIC. It will also provide data from those countries, 
where a considerable focus needs to be there to improve their high morbidity and mortality rates 
following TBI.  
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To: ethics@kgmcindia.edu
Cc: Dr Ankur Bajaj Neurosurgery <dr.ankurbajaj@gmail.com>

Dear Ethics Committee Team

Kindly find attached the relevant files for the project:

Determining the Global Outcomes of Traumatic Brain Injury in low-,
middle-, and high- income countries: A prospective, international cohort
study  [Global NeuroSurg 1 Study (GNS-1)]

These files have been uploaded on the CD as well.

Warm Regards
Ahmad Ozair
4th-Year Medical Student 
King George's Medical University (KGMU), Lucknow, India
https://in.linkedin.com/in/ahmadozair
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