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ABSTRACT

Key Words: Upper gastrointestinal bleeding, Emergency care, Endoscopy
Introduction: UGIB is an important problem globally with the incidence ranging from 48 to 160 cases per 100 000 adults per year and the mortality ranging from 10% to 14% [4, 13]. Age, co-morbidity, severity of the bleeding episode and underlying bleeding aetiology have been found to be the most important factors significantly associated with mortality[5,6]. Prompt endoscopy is central in today's management of acute UGI bleeding as it can be both diagnostic and therapeutic in the treatment of haemorrhage from peptic ulcers as well from oesophageal varices [1,8].There is a lack of baseline observational studies regarding upper gastrointestinal bleeding in Fiji, in terms of incidence, clinical characteristics, aetiology, management and outcomes.

Method: This was a retrospective descriptive study. A consecutive sample of all patients admitted as inpatients for upper gastrointestinal bleeding, indicated by a diagnosis of clinical or suspected UGIB (presenting with haematemesis, melaena, and/or haematochezia) at the Emergency Department, CWM Hospital, Suva from January 1st to December 31st 2017 were included. Variables collected included demographic data, clinical presentation, description of treatment, endoscopic findings and clinical outcomes in terms of amount of blood transfusion received, length of hospital stay and in-hospital mortality.

Results: There were 147 cases of UGIB admitted via the ED among 37394 total presentations in 2017 (0.39%). Demographics, clinical presentation and endoscopic findings of this study were similar to international experience with peptic ulcer disease accounting for 75.25% of those who underwent endoscopy. The mean time to endoscopy was 66.13 ± 66.22 hours.  A total of 116 (78.91%) patients received medical management only, 19 (12.93 %) had endoscopic intervention and 12 (8.16%) were taken for emergent surgical intervention. The mean number of packed red blood cells transfused was 2.22 units ± 2.42. The mean length of stay was 6.33 days and the median length of stay was 5 days (standard deviation 6.43). The in -hospital mortality rate was 5.4% (n=8).
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UGIB – Upper gastrointestinal bleeding
PATIS – Patient information system	
CCF – Congestive cardiac failure
COAD – Chronic obstructive airway disease
CWM hospital – Colonial War Memorial hospital
NSAID – Non-steroidal anti-inflammatory drug
PRBCs	- Packed red blood cells
Hb- Haemoglobin
SBP- Systolic blood pressure
SPSS - Statistical package for the social sciences
e.g. – For example
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1.1 [bookmark: _Toc527136885]BACKGROUND INFORMATION

Upper gastrointestinal bleeding (UGIB) is usually defined as defined as haemorrhage proximal to the ligament of Treitz, leading to haematemesis [1]. UGIB is a common reason for hospital admission via the emergency department (ED) and occurs commonly as a complication in hospitalised patients [2, 3]. 
UGIB is an important problem globally with the incidence ranging from 48 to 160 cases per 100 000 adults per year and the mortality ranging from 10% to 14% [4, 13].
Age, co-morbidity, severity of the bleeding episode and underlying bleeding aetiology have been found to be the most important factors significantly associated with mortality [5,6]. A retrospective chart review found that co-morbid illnesses have been noted as the primary cause of death in 72.3% of patients [7], and 73.2% of deaths occurred in patients older than 60 years [6].
Prompt endoscopy is central in today's management of acute UGIB as it can be both diagnostic and therapeutic in the treatment of haemorrhage from peptic ulcers as well from oesophageal varices [1, 8].  Even with advances in endoscopic, surgical and pharmacological treatment for UGIB, the overall clinical outcome for patients remains the same with some studies showing mortality at around 5-10% worldwide [11, 12, and 13].
The Colonial War Memorial (CWM) hospital in Suva is the main divisional hospital for the central and eastern divisions of Fiji, it has 481 beds and is the largest hospital in the country [9]. CWM hospital has an average occupancy rate of 91% and an average patient length of stay of 6.1 days [9]. In 2015, there were 117,899 outpatient consultations and 25,962 admissions [9]. The hospital serves an estimated total catchment population of 398,864 [10]. 
Video endoscopy was started in the CWM hospital in 2002, and interventional endoscopy has been done since 2012. From 2008, formal endoscopic training has been provided at the CWM hospital annually by visiting Australian gastroenterologists. This program has been incorporated into the postgraduate training of local and regional medical and surgical residents. 













1.2 [bookmark: _Toc527136886]STATEMENT OF THE PROBLEM

What are the demographic and clinical characteristics of patients who are admitted for UGIB via the ED at the CWM hospital? What are their endoscopic findings and usual management? What are their clinical outcomes? 
There is a lack of recent baseline observational studies regarding UGIB in Fiji, in terms of incidence, clinical characteristics, aetiology, management and outcomes.
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To determine the demography, clinical characteristics, endoscopic findings, management and clinical outcomes of patients admitted for UGIB via the ED from January 1st to December 31st 2017 at the CWM hospital.

The research objectives: 
· To describe the demographic and clinical characteristics of these patients.
· To describe the endoscopic findings of these patients.
· To describe the management received by these patients in terms of time to endoscopy, medical treatment, endoscopic treatment and surgical treatment.
· To describe the clinical outcomes of these patients in terms of amount of blood transfusion received, length of hospital stay and in-hospital mortality.


[bookmark: _Toc527136888]CHAPTER 2: REVIEW OF LITERATURE

In 1993, a large prospective study done in the United Kingdom estimated an annual incidence of acute Non-variceal UGIB of 99 per 100,000 adults [2]. A study done in 1997 in Scotland found an even higher incidence at 172 per 100,000 partially attributed to more social deprivation and possibly due to a greater prevalence of Helicobacter pylori [3]. A decreasing trend in incidence has been found in the Netherlands where a prospective study found an annual incidence of 55 cases per 100,000 adults from 1993 to 1994, down to 44 cases per 100,000 adults in 2000 [4].
Studies done in western European countries show that the highest incidence of acute UGIB occurs in males, in the elderly and those who are of a lower socio-economic status [3, 6, 14], with peptic ulcer disease being the most common identifiable cause [14, 15, 19].  Peptic ulcer disease accounts for 31-67% of all cases, followed by erosive disease, variceal haemorrhage, oesophagitis, malignancies and Mallory Weiss tears [19].
This is in contrast with some African studies which show oesophageal varices as being the most common cause for UGIB in their settings [16, 17, and 18].
A 2007 audit of acute UGIB admissions in the UK revealed that at presentation, 9% of patients had an established diagnosis of liver cirrhosis, 26% had a history of alcohol abuse, 28% were taking aspirin and 11% were taking Non-steroidal anti-inflammatory drugs (NSAIDs) [20]. 
A retrospective study done in Iceland found that use of low dose aspirin, warfarin, NSAIDS or a combination of low dose aspirin and NSAIDs were significantly more common in UGIB patients who had been diagnosed with active bleeding on endoscopy, with the use of NSAIDs being identified as an independent predictor of severe bleeding [15].  
A retrospective study in Japan published in 2015 found that patients taking anti-thrombotic drugs exhibited more severe clinical signs, and developed more gastric and multiple ulcers than those who did not [21].
A prospective study following up alcohol abusers after a first episode of non-variceal UGIB, found that they were at a higher risk of re-bleeding and were at an increased risk of one-year mortality than non-alcohol abusers with non-variceal UGIB [22].
Prognostic scales using validated factors predictive of mortality in UGIB have been recommended for risk stratification of UGIB patients as part of clinical guidelines on the management of non-variceal UGIB [4].
Many scoring systems have been developed to predict the outcomes of UGIB patients [5, 23, and 24]. The most common scoring system is the complete Rockall score, which incorporates endoscopic findings, it was designed to predict in-hospital death [5].
Other scores, such as the Glasgow–Blatchford score [23] and the AIMS65 score [24], have developed from the search for a pre-endoscopic score clinically applicable for the risk stratification of UGIB patients [25].

Upper endoscopy is considered the best initial investigation in patients with acute UGIB, guidelines recommend urgent endoscopy should be undertaken immediately after stabilisation of high-risk patients, and within 24 hours of admission for all other stable/low risk UGIB patients [26]. 
A panel of experts found that upper endoscopy within 24 hours of presentation with targeted endoscopic treatment results in reduced hospital length of stay, morbidity, risk of recurrent bleeding and the need for surgical treatment [4]. 
A more recent study found that earlier endoscopy (<12 hours) was not associated with a reduction in mortality or need for surgery when compared with later endoscopy (>24hours), however it was associated with improved haemostasis and more efficient care in higher risk patients [27].
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[bookmark: _Toc527136890]3.1 Study Type / Methodologies, Data Collection Techniques & Variables
This was a retrospective descriptive study.
Setting
This study was set in the largest ED and tertiary hospital in the country which sees the most numbers of cases of UGIB. It is also the hospital that does the most upper gastrointestinal and interventional endoscopy in the country.
Variables
[bookmark: _Toc526952300][bookmark: _Toc527136159] Table 1.  Definition of variables
	Demographic characteristics
	Definition
	Measurement

	Age
	Age in years
	Folder review/PATIS review

	Gender 
	· Male
· Female
	Folder review/PATIS review

	Ethnicity
	· I- taukei
· Fijian of Indian Descent
· Others
	Folder review/PATIS review

	Employment status
	· Employed
· Unemployed
· Not Mentioned
	Folder review



	Tobacco use
	Smoking within the last six months
	Folder review/PATIS review

	Alcohol use
	Consuming alcohol within the last six months
	Folder review/PATIS review

	Regular NSAID use
	Recent daily use of NSAIDs for a minimum of 5 days
	Folder review/PATIS review

	Use of anticoagulant drugs
	Taking an anticoagulant drug regularly
e.g. Low dose aspirin, warfarin, clopidogrel, low molecular weight heparin
	Folder review/PATIS review

	Use of proton pump inhibitors (PPIs)
	Taking a PPI regularly
e.g. omeprazole, pantoprazole
	Folder review/PATIS review



	Clinical Characteristics
	Definition
	Measurement

	Presentation with melaena 
	Passage of dark tarry stools.
	Folder review

	Haematemesis in the presentation
	Vomiting blood.
	Folder review

	Haematochezia in the presentation
	Passage of fresh blood through the anus, usually with stool.
	Folder review

	Abdominal pain in the presentation
	Complaint of abdominal pain as documented by the examining physician.
	Folder review

	Epigastric pain in the presentation
	Complaint of epigastric pain as documented by the examining physician.
	Folder review

	Presentation with recent syncope
	Complaint of recent syncope as documented by the examining physician.
	Folder review

	Initial systolic blood pressure (SBP)
	· ≥110 mm Hg
· 100–109 mm Hg
· 90–99 mm Hg
· <90 mm Hg
	Folder review

	Initial pulse rate
	· ≥100 per minute
· <100 per minute
	Folder review

	Shock 
	The following vital signs as documented during initial presentation: 
· No shock (SBP ≥100 AND HR <100) 
· Tachycardia (SBP ≥100 AND HR ≥100) 
· Hypotension (SBP <100) 
· Not known
	Folder review

	Cardiac failure
	Cardiac failure as documented by the examining physician.
	Folder review

	Initial haemoglobin (Hb)
	Haemoglobin in g/dL
	Folder review/PATIS review

	Initial urea
	Urea in mmol/L
	Folder review/PATIS review



	Co-morbidities
	Definition
	Measurement

	Hypertension
	Documented hypertension
	Folder review/PATIS review

	Diabetes mellitus
	Documented diabetes mellitus
	Folder review/PATIS review

	Peptic ulcer disease
	Documented peptic ulcer disease
	Folder review/PATIS review

	Chronic renal failure
	Documented chronic renal failure
	Folder review/PATIS review

	Liver disease
	Documented chronic liver failure, liver cirrhosis or hepatitis 
	Folder review/PATIS review

	Heart disease
	Documented ischaemic, rheumatic or valvular Heart Disease
Congestive cardiac failure
	Folder review/PATIS review

	Disseminated malignancy
	Documented advanced stage malignancy
	Folder review/PATIS review

	Other co-morbidity
	· Asthma
· Chronic obstructive airway disease (COAD)
· Rheumatoid arthritis
· Pneumonia
· Dementia
· Trauma/burns
· Recent major operation
· Other cardiac disease
· Major sepsis
· Other liver disease

	Folder review/PATIS review

	None
	· No co-morbidities
	Folder review/PATIS review



	Glasgow-Blatchford Score
	· Calculated from gender, initial pulse and SBP, haemoglobin, urea, presentation with syncope or melaena and presence of hepatic disease and heart failure
	Folder review/PATIS review



	Management
	Definition
	Measurement

	Endoscopy done
	· Yes
· No
	Folder review

	Indication for endoscopy
	· As noted on endoscopy form
	Folder review/Endoscopy Report

	Time to endoscopy from admission 
	· Time to endoscopy from admission in hours
	Folder review

	Time to endoscopy from admission
	· < 12 hours 
· ≥12 - 24 hours
· >24 hours
	Folder review

	Conservative medical treatment
	Treatment restricted to fluid replacement with intravenous crystalloids, parenteral proton pump inhibitors or H2 antagonists and eventually blood transfusions.
	Folder review/Endoscopy Report

	Endoscopic treatment
	Variceal band ligation
Injection sclerotherapy
	Folder review/Endoscopy Report

	Surgical treatment 
	Emergency surgical intervention e.g. Graham omental patch or gastrectomy
	Folder review/Endoscopy Report




	Endoscopic Findings
	Definition
	Measurement

	Duodenal Ulcer 
	
	Folder review/Endoscopy Report

	Oesophageal Varices 
	
	Folder review/Endoscopy Report

	Gastric Varices 
	
	Folder review/Endoscopy Report

	Gastric Ulcer 
	
	Folder review/Endoscopy Report

	Mallory-Weiss Syndrome 
	
	Folder review/Endoscopy Report

	Erosive/Haemorrhagic Gastritis 
	
	Folder review/Endoscopy Report

	Oesophagitis 
	
	Folder review/Endoscopy Report

	Malignancy of Upper Gastrointestinal Tract 
	· Oesophageal cancer
· Gastric cancer
· Gastrointestinal stromal tumour

	Folder review/Endoscopy Report

	Other 
	· Gastric polyp
· Arteriovenous malformation
	Folder review/Endoscopy Report

	No localization
	Undetermined diagnosis – 
1. Inability to identify the bleeding source due to technical problems or obstructed view due to blood clots or debris, 
1. Multiple bleeding sources without active bleeding identified, 
1. Only non-erosive lesions without any active bleeding identified
· Normal examination - no endoscopic abnormality detected.

	Folder review/Endoscopy Report

	Not Known
	· Not Known
	Folder review/Endoscopy Report

	Major Stigmata of Recent Haemorrhage 
	· None 
· Dark spot only 
· Blood in the upper gastrointestinal tract 
· Adherent clot 
· Visible or spurting Vessel 
· Not Known
	Folder review/Endoscopy Report



	Complete Rockall Score
	· Calculated from age, presence of shock, co-morbidities, diagnosis and major stigmata of recent haemorrhage
	Folder review/Endoscopy Report



	Outcomes
	Definition
	Measurement

	Amount of Transfused Packed Red Cells
	· Amount of PRBCs infused in units
	Folder review

	Length of Hospital Admission
	Length of time admitted in days
	Folder review

	In-hospital mortality
	The outcome of the patient during that admission whether they:
· Died
· Survived
· Had an unknown outcome
	Folder review








[bookmark: _Toc527136891]3.2 Sampling

Inclusion criteria
A consecutive sample of all patients admitted as inpatients for UGIB, indicated by a diagnosis of clinical or suspected UGIB (presenting with haematemesis, melaena, and/or haematochezia) via the ED, CWM Hospital, Suva from January 1st to December 31st 2017 were included.

Exclusion criteria
Patients admitted from places other than the ED were excluded.
Patients who underwent upper endoscopy for reasons other than UGIB or suspicion of 
UGIB were excluded.
Only data from the first admission for UGIB in 2017 was recorded if the patient had 
multiple admissions.

[bookmark: _Toc527136892]3.3 Process for Data Collection
Cases were identified from the ED inpatient/admission register and through the Fiji 
Ministry of Health’s computer-based patient information system (PATIS).
Individual folder retrieval and endoscopy result retrieval were done manually from the
hospital records department and the endoscopy unit. 
Demographics, laboratory results, diagnoses and outcomes were cross-checked with PATIS.
Data was then extracted from patient folders and endoscopy reports and entered into a standardised data-collection form (Appendix 2). Variables were clearly defined beforehand (Table 1).
Data was coded ensuring non-identifiability. Results were then stored in spreadsheet form on an online password-protected database.

3.4 [bookmark: _Toc527136893]Process for Data Management and Analysis
Data from the data-collection forms were entered into an excel spreadsheet, which was 
then converted into statistical package for the social sciences (SPSS) version 25 software format.
The mean with standard deviation (SD), median and range were calculated for the continuous variables. Continuous variables were also categorised. 
Categorical variables were summarised in frequency tables and graphs.
Analysis of selected categorical variables used Chi squared and Fishers exact tests.
Analysis of selected numerical variables used independent t-tests to assess differences between means and Pearson's correlation to assess relationships between numerical variables.
For this study, the level of significance was taken as P <0.05.

[bookmark: _Toc527136894]3.5 Ethical Considerations
The study did not involve conducting clinical procedures using human participants; however, it did involve the gathering of confidential data from patients, staff and institutions. 
To conduct this study, ethical clearance was sought from the College Health and Research Ethics Committee and the Fiji National Health Research Ethics Review Committee. 
Additional approval was sought from the medical superintendent of the CWM hospital as well the department head before this study was conducted.
No biological samples were collected during this study, and the study did not have any impact on the individual medical management of those patients which were enrolled.











[bookmark: _Toc527136895]CHAPTER 4: RESULTS

A total of 147 patients were enrolled in this study. Initially 113 cases were identified from the ED admission register and a further 34 cases were identified via the PATIS system.
Folders were manually retrieved from the hospitals records department.
A total of 77 cases were excluded from the study, as they did not meet the inclusion criteria. 26 of these were cases of lower gastrointestinal bleed while 40 were admitted for diagnoses other than UGIB. 11 folders were missing from records and could not be retrieved.
By using two retrieval methods the primary researcher has attempted to minimize the amount of unknown missing folders.
Assuming that all of the 11 missing folders were cases of UGIB (6.96% of a total of 158 folders) this results in a folder retrieval rate to 93.04% for this study.
· Presenting with haematemesis, melaena and/or haematochezia
· Via the ED, CWM hospital
· January 1 to December 31, 2017   
· First admission only



· 



N = 224 
· Lower GI Bleed - 26
· Other diagnoses - 40
· Missing folders - 11
Primary diagnosis of UGIB
Final number enrolled in study
N =147
Excluded N = 77
 
Figure 1. Flow chart for patients in the study period

[bookmark: _Toc526961349]Figure 1
PREVALENCE OF UGIB IN PATIENTS PRESENTING TO ED
This study found that there were 147 cases of UGIB among a total of 37394 patients who presented to the CWM hospital ED from January to December 2017 (0.39%). This comes to 2.83 of cases of UGIB per week.
DEMOGRAPHICS
The majority of participants were male (66.7%, n = 98). The male to female ratio was 2:1.

[bookmark: _Toc526961350]Figure 2


[image: ]
[bookmark: _Toc526961351]Figure 3
The mean age of participants was 60.0 (SD 16.13). The youngest participant was 15 years old and the eldest was 91. Most of the cases were within the age group of 60 to 80 years (44.2%, n = 65).
The majority of patients were of the I-taukei ethnic group (51.7%, n = 76) followed by Fijians of Indian descent (34.7%, n = 51) and others (13.6%, n = 20).

[bookmark: _Toc526961352]Figure 4
43.5% (n = 64) of participants were unemployed, 17.7% (n = 26) of participants were employed, and in 38.8% (n = 57) this information was not recorded.
17.7% (n = 26) of patients reported recent use of Non-steroidal anti-inflammatory drugs (NSAIDs), 26.50% (n = 39) reported regular use of anti-platelet/anti-coagulants such as aspirin, clopidogrel and warfarin, 8.80% (n = 13) reported recent use of proton pump inhibitors.
23.10 % (n = 34) of participants were smokers.



[bookmark: _Toc527136160]Table 2. Risk factors in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
	Risk factors
	Total N=147
	

	
	Frequency
	Percentage

	Tobacco use
	34
	23.10%

	 
	 
	 

	NSAID use
	26
	17.70%

	 
	 
	 

	Anticoagulant/Anti-platelet use
	39
	26.50%

	 
	 
	 

	PPI use
	13
	8.80%

	 
	 
	 

	Unemployment
	64
	43.54%



COMORBIDITIES
A total of 106 (72.11%) patients had comorbidities. 
The most common co morbidity was hypertension (38.8%, n = 57) followed by diabetes mellitus type 2 (33.3%, n = 49), chronic kidney disease (21.80%, n = 32) and heart disease (25.2%, n = 37).






[bookmark: _Toc527136161]Table 3. Comorbidities in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
	Comorbidity
	Total N=147
	

	
	Frequency
	Percentage

	Peptic ulcer disease
	10
	6.80%

	
	
	

	Liver disease
	3
	2.00%

	
	
	

	Hypertension
	57
	38.80%

	 
	 
	 

	Diabetes mellitus type 2
	49
	33.30%

	 
	 
	 

	Chronic kidney disease
	32
	21.80%

	
	
	

	Heart disease
	37
	25.20%

	 
	 
	 

	Other comorbidity*
	42
	28.60%

	
	
	

	Disseminated malignancy
	5
	3.40%



*These include acute or chronic gastritis, cerebrovascular accident (CVA), osteoarthritis, pneumonia, urinary tract infections and anaemia.
CLINICAL CHARACTERSITICS
The most common presentation to ED was melaena (59.9%, n = 88) followed by haematemesis (49%, n = 72) and haematochezia (12.2%, n = 18). 
28.6% (n = 42) of patients presented with abdominal pain while 27.9% (n = 41) presented with epigastric pain, 16.3% (n = 24) of patients presented with recent syncope.

[bookmark: _Toc526961353]Figure 5
51% (n = 75) of patients were haemodynamically stable with no signs of shock, 28.6% (n = 42) presented with tachycardia (pulse>100 per minute) and 20.4% (n = 30) presented with hypotension (systolic blood pressure <90 mm Hg).

[bookmark: _Toc526961354]Figure 6
The mean initial haemoglobin value was 9.803 g/dL ± 3.71 (SD), and the mean initial urea value was 12.64 mmol/L ± 11.28 (SD).
GLASGOW – BLATCHFORD SCORE
94.6% (n = 139) of participants had a Glasgow-Blatchford score higher than zero, thus placing them in the high-risk category.

[bookmark: _Toc526961355]Figure 7

TIME TO ENDOSCOPY
Upper endoscopy was done for 66% (n = 97) of the patients. 

[bookmark: _Toc526961356]Figure 8
The mean time to endoscopy was 66.13 ± 66.22 hours. The shortest time to endoscopy recorded being 1.61 hours and the longest being 287.05 hours.
7.22% (n = 7) of patients had endoscopy done within 12 hours of admission, 24.74% (n = 24) had endoscopy done at between 12 and 24 hours from admission, and 68.04% (n = 66) had endoscopy done after 24 hours of admission.

[bookmark: _Toc526961357]Figure 9
ENDOSCOPIC FINDINGS
The most common endoscopic findings were duodenal ulcer (38.14%, n = 37) and erosive/haemorrhagic gastritis (37.11%, n = 37). This was followed by gastric ulcer (24.5%, n = 36), oesophagitis (10.2%, n = 15) and Mallory-Weiss syndrome (7.5%, n = 11). 
There were 7 cases of oesophageal varices (7.22%), 1 case of gastric varices (1.03%), and 7 cases of upper gastrointestinal tract malignancy (7.22%). 32 cases (32.99%) showed other diagnoses such as hiatus hernia, arteriovenous malformations and duodenitis and 5 cases (5.15%) had a normal endoscopy.
When combining both duodenal and gastric ulcers the total number of peptic ulcers made up more than three quarters of the endoscopy findings (75.25%, n= 73). 

[bookmark: _Toc527136162]Table 4. Endoscopic findings patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
	[bookmark: _Hlk523875864] Endoscopic Finding
	Total N=97
	

	 
	Frequency
	Percentage

	
	 
	 

	Duodenal ulcer
	37 
	38.14%

	
	
	

	Gastric ulcer
	36
	37.11%

	
	
	

	Erosive/Haemorrhagic gastritis
	37
	38.14%

	
	
	

	Oesophagitis
	15
	15.46%

	
	
	

	Oesophageal varices
	7
	7.22%

	
	
	

	Gastric varices
	1
	1.03%

	 
	 
	 

	Mallory-Weiss syndrome
	11
	11.34%

	
	
	

	Malignancy of the upper gastrointestinal tract
	7
	7.22%

	 
	 
	 

	Other
	32
	32.99%

	 
	 
	 

	No localization/Normal study	
	5
	5.15%

	
	
	









[bookmark: _Toc527136163]Table 5. Spectrum of haemorrhage on endoscopy in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
	Endoscopic Finding
	Total N=97
	

	
	Frequency
	Percentage

	No major stigmata of recent haemorrhage
	57
	58.76%

	 
	 
	 

	Dark spot only
	6
	6.19%

	 
	 
	 

	Blood in the upper gastrointestinal tract
	18
	18.56%

	 
	 
	 

	Adherent clot
	15
	15.46%

	 
	 
	 

	Visible or spurting vessel
	4
	4.12%

	 
	 
	 

	Finding unknown
	2
	2.06%



COMPLETE ROCKALL SCORE
4.8% (n = 7) of participants who underwent endoscopy had scores of 0 to 1 (low risk group), 29.9% (n = 44) had scores of 2-4 (intermediate risk group) and 31.30% (n = 46) had scores of 5 or more (high risk group).
MANAGEMENT
A total of 116 (78.91%) patients received medical management only, 19 (12.93 %) had endoscopic intervention and 12 (8.16%) were taken for emergent surgical intervention.




[bookmark: _Toc526961358]Figure 10
AMOUNT OF BLOOD TRANSFUSED
The total number of patients who received blood transfusion was 91 (61.9%).
The mean number of packed red blood cells transfused was 2.22 units ± 2.42. The maximum number of units transfused was 10 units.
[bookmark: _Toc527136164]Table 6. Amount of blood transfused in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
	Statistics
	Number of Packed Cells
Transfused (units)

	Mean
	2.22

	Std. Deviation
	2.424

	Range
	10

	Minimum
	0

	Maximum
	10





LENGTH OF STAY
The mean length of stay was 6.33 days and the median length of stay was 5 days (standard deviation 6.43). The minimum length of stay was 1 day while the maximum length of stay was 57 days. The majority of patients were admitted for less than 5 days (44.9%, n = 66), followed by those who were admitted from 5 to less than 10 days (39.5%, n = 58), 10 to less than 15 days (11.6%, n = 17), 3 admissions of 15 to less than 20 days (2%) and 3 admissions of 20 days or more (2%).

[bookmark: _Toc527136165][bookmark: _Hlk527135916]Table 7. Length of stay in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
	Statistics
	 Length of Hospital Stay (days)

	Mean
	6.33

	Std. Deviation
	6.432

	Range
	56

	Minimum
	1

	Maximum
	57




[bookmark: _Toc526961359]Figure 11

IN-HOSPITAL MORTALITY
139 (94.6%) patients survived till discharge and 8 (5.4%) expired while admitted.

[bookmark: _Toc526961360]Figure 12
STATISTICAL ANALYSIS
COMPLETE ROCKALL SCORE VS CLINICAL OUTCOMES
Rockall score and Length of hospital stay: Pearson’s correlation =0.067 
(very small positive correlation), p=0.516
Rockall score and PRBCs transfused: Pearson’s correlation =0.225 (small positive correlation, p=0.027

[bookmark: _Toc527136166]Table 8. Complete Rockall score vs in hospital mortality in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017

	Rockall score
N=97
	Alive
	Died
	p-value

	0-1 No (n=90)
	87
	3
	*1.00

	       Yes (n=7)
	7
	0
	

	2-4 No (n=53)
	50
	3
	*0.249

	       Yes (n=44)
	44
	0
	

	>5 No (n=51)
	51
	0
	*0.103

	     Yes (n=43)
	43
	3
	


* Fishers exact test




TIME TO ENDOSCOPY VS CLINICAL OUTCOMES
[bookmark: _Toc527136167]Table 9. Time to endoscopy vs in-hospital mortality in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
	Time of endoscopy from admission 
	Died
	Survived
	p-value

	<24 hours
	1
	30
	*1.00

	>24 hours
	2
	64
	

	
	
	
	

	<12 hours
	0
	7
	*<0.001

	>12hours
	3
	87
	

	
	
	
	



* Fishers exact test


[bookmark: _Toc527136168]Table 10. Time to endoscopy vs hospital length of stay in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
	Time of endoscopy from admission
	Length of stay (mean, SD)
	p-value

	<24 hours (n=31)
	6.16, 9.73
	0.590

	>24 hours (n=66)
	7.18 ,5.66
	

	
	
	

	<12 hours (n=7)
	5.14, 2.73
	0.175

	>12hrs (n=90)
	6.99, 7.40
	

	
	
	




[bookmark: _Toc527136169]Table 11. Time to endoscopy vs in patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017

	Time of endoscopy from admission
	PRBCs transfused (mean, SD)
	p-value

	<24 hours (n=31)
	2.42, 2.51
	0.672

	>24 hours (n=66)
	2.65, 2.49
	

	
	
	

	<12 hours (n=7)
	3.29, 2.56
	0.472

	>12hrs (n=90)
	2.52, 2.49
	

	
	
	





MISSING VALUES
· 4 values of initial urea were not recorded (2.72%).
· 3 values of initial pulse rate were not recorded (2.04%).
· 1 value of initial systolic blood pressure was not recorded (0.68%).



[bookmark: _Toc527136896]CHAPTER 5: DISCUSSION

The proportion of patients with UGIB admitted in this study was 0.39% of total ED presentations in the year 2017.  This comes to 2.83 of cases of UGIB per week, which shows this is a relatively common presentation in this setting. 
This study found that patients admitted in this hospital via the ED for UGIB were mostly male (male to female ratio of 2:1), and mostly in the age group of 60 to 80 years. This finding is consistent with the majority of studies done abroad. Worldwide, there is more prevalence amongst males and incidence of UGIB increases with age [3, 6, 11, 13, 14, 15].
This study found that most cases were of the i-taukei ethnic group, which may reflect the current ethnic distribution of the population in Fiji [10].
Rates of NSAID (17.7%) and anti-coagulant/anti-platelet drug (26.5%) use in patients with UGIB are comparable with studies done overseas [13, 15, 20]. There is widespread use of NSAIDs in Fiji for long term analgesia for chronic conditions such as gout and osteoarthritis. This may be an opportunity for further study into the relationship between NSAID use and UGIB in the Fiji population.
43.5% of study patients were unemployed, this is a marker of social deprivation which is consistent with international findings [14]. Lower socioeconomic status, also measured as lower family income, has been found to be a risk factor for Helicobacter pylori infection [31]. Rates of co-morbidities in our sample group (72.11%) were higher than in studies done overseas [6, 20]. This reflects the high prevalence of non-communicable disease and general poor state of health in our population [30].
The pattern of clinical presentation in this study is similar to those found in other studies with melaena followed by haematemesis being the most common presentations [13].
49% of the patients presented in varying stages of compensated hypovolaemic shock, this may be due to poor health seeking behaviour in our population leading to delayed presentation to health facilities.
The majority of haemodynamically unstable patients were male (62.5%, n = 45) and i- taukei (55.6%, n = 40). This may indicate especially poor health seeking behaviour in this population subgroup and is an opportunity for further study.
94.6% (n = 139) of participants had a Glasgow-Blatchford score higher than zero, thus placing them in the high-risk category [23]. 
A recent international multicentre study showed that the Glasgow-Blatchford score was universally accurate for predicting need for clinical intervention, and mortality after UGIB [35]. Updating use of the original score, this study found that those with scores Glasgow-Blatchford scores of 1 could also be managed on an outpatient basis [35].
There is an opportunity to study the validity of this score in our setting, to evaluate its utility as a screening tool in our ED management of UGIB.
Only 66% of those admitted for UGIB in this study had upper endoscopy done. 68.04% of these patients had endoscopy after 24 hours of admission. This is not in keeping with the current recommended guidelines [4,26,27]. 
An audit done in the United Kingdom showed only 50% of acute UGIB patients received endoscopy within 24 hours of presentation [29]. This shows that even in countries with more developed health systems there is still room for progress to achieve recommended targets for endoscopy in UGIB.
Results of this study showed that there was no statistically significant relationship between time to endoscopy and length of hospital stay and amount of packed red blood cells transfused. This study has shown a relationship between time to endoscopy and in-hospital mortality:  of the 7 patients who had endoscopy within 12 hours of admission there were 0 in-hospital deaths (p <0.001). 
The timing of endoscopy is important in the management of UGIB. A large cohort study in Denmark done in 2017, found that the timing of endoscopy is associated with in-hospital mortality in haemodynamically stable patients with American Society of Anaesthesiologists score of 3 to 5 and haemodynamically unstable patients [34]. Endoscopy within 12 to 36 hours of admission was associated with lower in-hospital mortality for the first group, and endoscopy within 12 to 24 hours was associated with lower in-hospital mortality for the second group [34].
As of 2013, 67% of British hospitals reported provision of an after-hours emergency endoscopy service [14].  Delay in time to endoscopy in our setting may be due to the lack of established national clinical practice guidelines regarding UGIB, as well as a shortage of doctors skilled in interventional endoscopy and the support staff and resources required to provide an after-hours emergency endoscopy service.
Peptic ulcers made up more than three quarters of the endoscopy findings (75.25%, n= 73). Duodenal ulcers being more common than gastric ulcers. The next most common finding was erosive gastritis followed by oesophagitis.
Peptic ulcer disease is the most common endoscopically diagnosed cause of UGIB in this study. Worldwide up to 70% of cases of peptic ulcer disease are due to Helicobacter pylori infection [32]. A study done in Fiji in 1988 found that among a group of 42 patients undergoing endoscopy at the CWM hospital, 93% were found to have Helicobacter pylori infection [33]. 95% of those with the infection had chronic active gastritis and 62% had active peptic ulcer disease [33]. This gives us some idea of the prevalence of Helicobacter pylori in Fiji amongst those with symptoms of gastritis and peptic ulcer disease. There is an opportunity to do a new prospective study to measure the rate of Helicobacter pylori infection amongst those patients undergoing endoscopy for UGIB in our setting.
The endoscopic findings in this study are comparable to the endoscopic findings of studies done in western countries, but with a lower incidence of oesophageal varices [6, 19, 20]. This may be due to a lower incidence of chronic liver disease in Fiji.
In this study the majority of patients who underwent endoscopy had an intermediate (29.9%, n=44) or high risk (31.3%, n=46) complete Rockall scores.
When comparing the Rockall score to the clinical outcomes of this study there was a very small positive correlation between Rockall score and length of hospital stay: Pearson’s correlation =0.067, p=0.516. There was a small positive correlation between Rockall score and amount of blood transfused: Pearson’s correlation =0.225, p=0.027, which was statistically significant. There was no statistically significant relationship between Rockall score and in-hospital mortality in this study.
The complete Rockall score is the most common post endoscopy score in use and has been externally validated to predict in-hospital mortality [36]. The main disadvantage of this score is that it requires endoscopy and is relatively complex with multiple variables rendering it less useful for clinical decision making [25,35].
A total of 116 (78.91%) patients received medical management only, 19 (12.93 %) had endoscopic intervention and 12 (8.16%) were taken for emergent surgical intervention.
There was less endoscopic intervention than in studies done overseas this may be due to lack of local expertise and infrastructure [11, 13].
The mean number of packed red blood cells transfused was 2.22 units (SD 2.42). 
From the mean Hb value in those who received blood transfusion we can see the that the local pattern in management follows the more liberal approach to transfusion in UGIB (transfuse when Hb < 9 g/dL) [28].
Patients managed with the restrictive strategy (transfuse when Hb < 7 g/dL) have been shown to have a higher probability of survival at 6 weeks than those managed with the liberal strategy [28]. This demonstrates the need for the development of a national clinical practice guideline for the management of UGIB.
The mean length of stay was 6.33 days and the median length of stay was 5 days (SD 6.43) which was comparable with other studies [13, 20].
The mean length of stay for patients in this study is also consistent with the mean length of stay for all patients admitted at CWM hospital according to 2015 data from the Ministry of Health [9].
The patient with the most prolonged admission (57 days) was 75 years old and had multiple comorbidities. Removing the outlier would give us a mean length of stay of 5.98 and a median of 5 days (SD 4.88).
The mortality rate in this study (5.4%) fell within the range of mortality rates reported in other studies of 1 to 14% [2, 3, 6, 8, 11, 13, 14].
The 8 patients who succumbed while in hospital all had multiple co-morbidities, the most common being heart disease followed by chronic kidney disease. 6 of the 8 (75%) were over 60 years of age. 
The mortality pattern for UGIB at this facility is consistent with international experience [6,7].
[bookmark: _Toc527136897]CHAPTER 6: CONCLUSION

UGIB is a common presentation to the ED in Fiji. 
There should be more research in this area and development of clinical practice guidelines to ensure a reduction of morbidity and mortality from this condition, by improving management practices to meet international standards.
[bookmark: _Toc527136898]CHAPTER 7: STRENGTHS AND LIMITATIONS OF THE STUDY

STRENGTHS
Data from this study will help to establish a baseline of epidemiological information regarding the clinical characteristics, aetiology, management and outcomes of patients with UGIB in Fiji.
This study deals with a specific disease (UGIB) that is a common presentation to EDs in this country and worldwide. 
Findings may be used to identify and generate hypotheses for further areas of study especially concerning the social determinants for this disease, validation of risk assessment and prognostic tools in our setting and benchmarking for further studies into quality improvement in management of this disease.
LIMITATIONS
There was missing data, including 11 missing folders. Alcohol abuse is a known risk factor for cirrhotic liver disease but was not included in the data collection.
As this study was retrospective chart review there may have been errors in data abstraction from folders into the database. This study was a descriptive study and there were no hypotheses to test, negating the need for blinding of the data abstractor.
This was a single centre study, and results may not be representative of the country as a whole.

[bookmark: _Toc527136899]CHAPTER 8: RECOMMENDATIONS

There should be further research on UGIB in Fiji including larger, multicentre descriptive studies. Other areas of interest to study include risk factors (for example NSAID use) and social determinants for development of UGIB, validation of risk stratification scores for UGIB in the Fiji population and also poor health seeking behaviour among certain subgroups in our population.
There should be development of national clinical practice guidelines regarding the management of UGIB to reduce the morbidity and mortality of this disease.
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[bookmark: _Toc527136903]Appendix 2: Data collection form

[bookmark: page1]Data Collection Form No:
1.
First admission for UGIB in 2017?

Mark only one oval.

Yes
[image: ]

No
[image: ]

Demographics

2.
Gender

Mark only one oval.

Male
[image: ]

Female
[image: ]

3.
Age (years)
[image: ]

4.
Age (years):

Mark only one oval.

18 - <60 years
[image: ]

60 - <80 years
[image: ]

>80 years
[image: ]

5.
Ethnicity

Mark only one oval.

I - taukei
[image: ]

Fijian of Indian descent
[image: ]

Others
[image: ]

6.
Employment

Mark only one oval.

Employed
[image: ]

Unemployed
[image: ]

Student
[image: ]

Not known
[image: ]

7. [bookmark: page2]Tobacco Use Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

8.
Regular use of NSAIDs

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

9.
Regular use of anticoagulant drugs

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

10.
Use of proton pump inhibitors

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

Clinical Characteristics

11.
Presentation with melaena

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

12.
Presentation with haematemesis

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

· [bookmark: page3]Presentation with haematochezia Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

14.
Presentation with abdominal pain

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

15.
Presentation with epigastric pain

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

16.
Presentation with recent syncope

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

17.
Initial systolic blood pressure

Mark only one oval.

≥110 mmHg
[image: ]

100–109 mmHg
[image: ]

90–99 mmHg
[image: ]

<90 mmHg
[image: ]

18.
Initial pulse

Mark only one oval.

≥100 per minute
[image: ]

<100 per minute
[image: ]

· [bookmark: page4]Shock

Mark only one oval.

No shock (SBP ≥100 AND HR <100)
[image: ]

Tachycardia (SBP ≥100 AND HR ≥100)
[image: ]

Hypotension (SBP <100)
[image: ]

Not Known
[image: ]

20.
Cardiac failure

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not known
[image: ]

21.
Initial haemoglobin value recorded

Mark only one oval.

Yes
[image: ]

No
[image: ]

22.
Initial haemoglobin value(g/dL)
[image: ]



23.
Initial urea recorded

Mark only one oval.

Yes
[image: ]

No
[image: ]

24.
Initial urea value (mmol/L)
[image: ]



Comorbidities

25.
Diabetes mellitus

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

3. [bookmark: page5]Hypertension Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

27.
Peptic ulcer disease

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

28.
Chronic kidney disease

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

29.
Liver disease

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

30.
Disseminated malignancy

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

31.
Heart disease

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

· [bookmark: page6]Other comorbidity 
Mark only one oval.

Yes
[image: ]

No
[image: ]

Not Known
[image: ]

Glasgow-Blatchford Score

33.
Glasgow-Blatchford Score
[image: ]



34.
Glasgow-Blatchford Score

Mark only one oval.

0
[image: ]

1 - 5
[image: ]

6 -10
[image: ]

10 -15
[image: ]

16 - 20
[image: ]


Endoscopic Findings

35.
Indication for endoscopy
[image: ]


36.
Diagnosis

Check all that apply.

Duodenal Ulcer
[image: ]

Oesophageal Varices
[image: ]

Gastric Varices
[image: ]

Gastric Ulcer
[image: ]

Mallory-Weiss Syndrome
[image: ]

Erosive/Haemorrhagic Gastritis
[image: ]

Oesophagitis
[image: ]

Malignancy of Upper Gastrointestinal Tract
[image: ]

Other
[image: ]

No localization/Normal study
[image: ]

Not Known
[image: ]
[bookmark: page7]Major Stigmata of Recent Haemorrhage Check all that apply.

None
[image: ]

Dark spot only
[image: ]

Blood in the upper GI tract
[image: ]

Adherent clot
[image: ]

Visible or spurting Vessel
[image: ]

Not Known
[image: ]

Complete Rockall Score

38.
Complete Rockall Score
[image: ]



39.
Complete Rockall Score

Mark only one oval.

1
[image: ]

2
[image: ]

3
[image: ]

4
[image: ]

5
[image: ]

6
[image: ]

7
[image: ]

≥ 8
[image: ]

Management

40.
Endoscopy done

Mark only one oval.

Yes
[image: ]

No
[image: ]

Not known
[image: ]

41.
Time to Endoscopy (hours):
[image: ]

5. [bookmark: page8]Time to Endoscopy (hours): Mark only one oval.

< 12 hours after admission
[image: ]

≥12 - 24 hours after admission
[image: ]

> 24 hours after admission
[image: ]

Not known
[image: ]

43.
Treatment

Check all that apply.

Medical Therapy Only
[image: ]

Endoscopic Therapy
[image: ]

Emergency Surgical Therapy
[image: ]

Not Known
[image: ]

Outcomes

44.
Amount of Transfused Packed Red Blood Cells

(Units)
[image: ]



45.
Amount of Transfused Packed Red Blood Cells (Units)

Mark only one oval.

None
[image: ]

1
[image: ]

2
[image: ]

3
[image: ]

4
[image: ]

5
[image: ]

6
[image: ]

≥7
[image: ]

46.
Length of Hospital Stay (days)
[image: ]

6. [bookmark: page9]Length of Hospital Stay (days) Mark only one oval.

1 - < 5 days
[image: ]

5 - <10 days
[image: ]

10 - <15 days
[image: ]

15 - <20 days
[image: ]

≥20 days
[image: ]

48.
In-hospital Mortality

Mark only one oval.

Died
[image: ]

Survived
[image: ]

Not Known
[image: ][image: ]










Figure 2. Gender of patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017

Male	Female	98	49	

Figure 4. Ethnicity of patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017

I-taukei	Fijian of Indian Descent	Others	0.51700000000000002	0.34699999999999998	0.13600000000000001	

Figure 5. Presentation of patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017
59.9%
49%
12.2%
28.6%
27.9%
16.3%


Melaena	Haematemesis	Haematochezia	Abdominal Pain	Epigastric Pain	Syncope	88	72	18	42	41	24	Presentation


Frequency



Figure 6. Haemodynamics of patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017 

No shock
[PERCENTAGE]
Tachycardia only 28.6%
Hypotension
20.4%

No shock (SBP	>	=100, P	<	100)	Tachycardia (SBP 	>	=100, P	>	100)	Hypotension (SBP 	<	100)	75	42	30	

Figure 7. Glasgow Blatchford Score of patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017
0
5.4%
>0 
94.6%

Glasgow Blatchford score of zero	Glasgow Blatchford score of more than zero	8	139	

Figure 8. Endoscopy in patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017

Yes	No	0.66	0.34	

Figure 9. Time to endoscopy in patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017
7.22%
24.74%
68.04%

<	 12 hours from admission	≥12 - 24 hours from admission	>	 24 hours from admission	7	24	66	Time to endoscopy


 Frequency


Figure 10. Management of patients admitted with UGIB via the emergency department CWM Hospital, Fiji in 2017
[CATEGORY NAME]
78.91%
[CATEGORY NAME]
12.93%
[CATEGORY NAME]
8.16%

Medical therapy only	Endoscopic therapy	Emergency surgery	116	19	12	

Figure 11. Hospital length of stay in patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017       

1 - 	<	 5 days	5 - 	<	10 days	10 - 	<	15 days	15 - 	<	20 days	≥20 days	66	58	17	3	3	Category

Frequency


Figure 12. In hospital mortality of patients admittted with UGIB via the emergency department CWM Hospital, Fiji in 2017
147	Survived, 94.6%
Died, 5.4%

Survived	Died	139	8	
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Figure 3. Age of patients admittted with UGIB via the emergency department CWM
Hospital, Fiji in 2017

Mean = 6003
Std. Dev.= 16.13
N=147
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College Health Research and Ethics Committee

(CHREC)
F N U College of Medicine, Nursing and Health Sciences
Research Unit : Office of the Dean
Hoodless House, Fiji National University
PH: 3311700 EXT: 3018

Date: 28th March, 2018

Dear Adriel Rageci,
Thank you for your application for review to the College Health Research Ethics Committee.
Title of Research:

A Descriptive Study Of Patients Presenting With Upper Gastrointestinal Bleeding At The
Emergency Department Of CWM Hospital In Suva, Fiji.

I am pleased to advise you that the CHREC has granted CONDITIONAL approval for your above-mentioned
study. You will be granted FULL approval following the receipt and sighting of appropriate approvals from the
relevant institutions where your study will be conducted.

Please note that the following conditions apply to your approval. Failure to abide by these conditions may result
in suspension or discontinuation of approval and/or disciplinary action.

i.  Duration of Approval — approval is granted for the duration of project as outlined in the research
proposal. However, if the study cannot be completed in the time frame given, researcher has to seek an
extension by submitting a progress report.

ii.  Variation to Project: Any subsequent variations or modifications you might wish to make to your
project must be notified formally by submitting a proposal modification form to the Chair, College
Research Committee for further considerations and approval.

iii.  Incidence or adverse effects: Researchers must utilize existing institutional procedures for reporting
adverse clinical events as well as report to the Chair of the College Health Research Ethics Committee.

iv.  Monitoring: Research activities are subject to monitoring at any time by the CHREC.

v.  Final Report: You must submit a final report at the conclusion of the project by completing the Final
Report form.

If you have any further queries on these matters or require information, please do not hesitate to contact the
secretariat on email: CMNHS-RCO@fnu.ac.fj or telephone: (679) 323 3406

Yours sincerely,

W ; 2018.03.29

s 08:33:52 +12'00'

Dr. Wayne Irava

Chair: College Health Research & Ethics Committee

Associate Dean Research, College of Medicine Nursing & Health Sciences
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Shoping FIYs Heolth Ethics Review Committee
Level 2 Dinem House Phone  : (679) 3306177/3221 424
88 Amy Street, Toorak. Fax :(679) 3318227
Box 2223, Govt. Building Email: rosiming tubuilamana@goviet.gov.fj
Suva, Fiji Website: www.health.gov.fj

19" April 2018

Adriel Nicolas Rageci

Colonial War Memorial Hospital
Suva

Fiji

Project Title: “A descriptive study of patients presenting with upper gastrointestinal bleeding at the
emergency department of CWM Hospital in Suva, Fii".

FNHRERC Number: 2018.52.C.D.

Primary Investigator(s): Adriel Nicolas Rageci, CWMH, Suva, Fiji
Principal-Supervisor(s) Dennis Lee, CWMH, Suva, Fiji
Co-Supervisor(s) Carveen Maharaj, CWMH, Suva, Fiji

Lavinesh Raj, CWMH, Suva, Fiji

Dear Adriel,

This is to inform you that the Fiji National Health Research Ethics Review Committee (FNHRERC) has granted
scientific, technical and ethical approval to your proposal titled “A descriptive study of patients presenting with
upper gastrointestinal bleeding at the emergency department of CWM Hospital in Suva, Fiji".

As the Principle Investigator, it is your responsibility to ensure that all the people associated with this
particular project area aware of the conditions of this approval and copy of the final report is also
submitted to the Ministry of Health and Medical Services at the conclusion of your project for our
records.

The following conditions apply to your approval. Failure to abide by these conditions may result in
suspension or discontinuation of approval and/or disciplinary action.

1. Variation to the project: Any subsequent variation s or modifications you may wish to make to your
project must be notified formally to the Chair, FNHRERC for further considerations and approval. If the
Chair considers that the proposed changes are significant, you may be required to submit a new
application for approval of the revised project.

2. Incidence or adverse events: Researchers must report immediately to the Chair FNHRERC anything
which may affect the ethical acceptance of the protocol including adverse effects on subjects or
unforeseen events that may affect continued ethical acceptability of the project. Failure to do so may result
in suspension or cancellation of approval.

Page 1 0f2 Secretariat — Fiji National Health Research Ethics Review Committee, MOHMS, Fiji. 2018
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