Clinical Research Application Form
Created: 09/21/2015
Last updated: 09/23/2015

Page 1
Section A: General Project Information

Geographical information
In which country does your project take place?

Thailand

In which ISN region does your project take place?

Oceania and South East Asia

What is the title of your project?
Please choose a short but descriptive title: e.g.: "CKD screening in Abuja, Nigeria"
AKI epidemiology in South East Asia

Name and address of the coordinating Institution
Legal name:

King Chulalongkorn Memorial Hospital

Address:

King Chulalongkorn Memorial Hospital, Pathumwan, Bangkok. Thailand

Head of the Institute:

Professor Kearkiat Praditpornsilpa

Name of the local coordinator of the project
Full Name:

Nattachai Srisawat

Position:

Assistant Professor

Email:

drnattachai@yahoo.com

Phone no:

(No response)

Fax no:

(No response)

Duration of the project (in months- max 36)
12

Co-Investigators / Collaborators
Name

Sadudee Peerapornratana

Role in project

Design the study protocol and recruitment patients

Name of the Regional Coordinator who was consulted about the project
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Peter Kerr
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Section B: Concept summary (maximum 300 words)
What (intervention/exposure, outcome) will this project study, why (rationale), in whom (population), how (what design will be used), over how
long (duration) and what impact will it have (significance)?

This is the first prospective multicenter observational study of AKI epidemiology in Southeast Asia. We will collect the data by registration in
electronic web-based format (see Appendix). The data will be serially collected on the first 28 days of ICU admission. Standard KDIGO
criteria is used to define AKI incidence. We use mortality at hospital discharge time as the clinical outcome. We also explore the impact of age,
gender, co-morbidity disease, APACHE II score, primary diagnosis, fluid balance, and timing of ICU admission to the AKI incidence and
outcome. We expect this study may raise the public concern that AKI is a common and has great impact on ICU patients’ survival in Thailand
and Laos.

Section C: Project description (maximum 6 pages, single spaced)
Please prepare and upload a document with the following information:
1. Specific aims of the program (approximately 0.5 pages): What are the objectives of your project? Please provie 1-4 objectives:
fewer is better. Each objective should be specific, measurable and linked to a hypothesis. See Appendix for examples.
2. Background and rationale (approximately 1 page): What is the previoous work that has led you to contemplate this study? Why is
this project important? Why is it important for the investigator’s country/region? Why is this work novel or how will it extend what has
already been done? How will the results be used?
3. Methods (approximately 2-3 pages): Provide a detailed description of how the work will be done. Try to address the following as
appropriate:
• Primary and secondary outcomes: What outcomes will you study? How will these outcomes be defined? Who will assess them and
how?
• Inclusion criteria/exclusion criteria: who will be eligible and ineligble to participate, and why?
• Confounders/covariates: how will you account for the possibility of confounding and bias? If there are potential confounders, how will
these be defined/measured and how will you account for them in analysis?
• Recruitment/sampling method; sample size calculation: how will you identify participants? How many participants do you need to
make the study worthwhile and is this feasible?
• Statistical methods: how will you analyze the data? Do you have the skills to do the analysis yourself, or will you involve a
statistician colleague?
• Ethical considerations: have you obtained/will you obtain ethics approval for this study? Are there any other ethical considerations
to be addressed?
• Knowledge translation: who needs to know about the results of your study, and how will you ensure that they are aware of the
findings once the study is finished?
4. Research team (approximately 0.5 pages): who are the members of your team, why are their qualifications/experience relevant for
this study? What will each member of the team do? Does the team have the necessary skills and experience to do the work?
5. Institutional environment (approximately 0.5 pages): provide a few details about your institution, and why it is a suitable
environment do this work. Does it have the necessary facilities/patient population to do the work?
6. Significance (approximately 0.25 pages): what do you expect to find, and how will this make a difference? What impact will it have
scientifically, or to healthcare in your country/region? What are the next steps once this study is finished?

http://cr.theisn.org/media/assets/survey-uploads/29711/4245870-8dtRBRtpNz/ISN_proposal_section_C.doc

Section D: timelines (Gantt chart)
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Upload a planning or gantt chart with a timeline, milestones and deliverables.
http://cr.theisn.org/media/assets/survey-uploads/29711/4245870-XCnZzGg4pV/ISN_research_proposal_section_D.doc
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Section F: Detailed budget in local currency and USD
What funds do you need and why? is the budget sufficient to complete the project? If not, where will additional funds come from? How did you
estimate the costs?
Description of funds

(No response)

Budget requested to ISN in USD

20000

Upload a detailed budget
http://cr.theisn.org/media/assets/survey-uploads/29711/4245870-piNWJbrTRE/ISN_research_proposal_Section_F.doc

Section G: Patient Information Sheet and Informed Consent Form
Please upload the form: a standard form can be found in the Guidelines for Applicants
http://cr.theisn.org/media/assets/survey-uploads/29711/4245870-HtvwS6527K/ISN_research_proposal_waived_inform_consent.doc
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DEPARTMENT OF NEPHROLOGY
246 Clayton Road, Clayton Vic 3168

Ph : 61 3 9594 3529
Fax: 61 3 9594 6530

Professor & Director
of Nephrology
Professor Peter Kerr
Phone: 61 3 9594 3520
peter.kerr@monash.edu

22 Sept, 2015

Head of Transplantation &
Deputy Director of Nephrology
A/Professor John Kanellis
Phone: 61 3 9594 3529
john.kanellis@monash.edu

Nephrologists
A/Professor Kevan Polkinghorne
Dr. William Mulley
Dr. Michelle Antonis
Dr. Pauline Branley
Dr. Fiona Brown
Dr. Natalie Coveney
Dr. Matthew Damasiewicz
Dr. Phil Danby
Dr. Joanna Ghali
Professor Stephen Holdsworth
Dr. David Hooke
Professor Richard Kitching
Dr. Andy Lim
Dr. Ian Main
Dr. Rebecca Pellicano
Dr. Edwina Rice
Dr. Jessica Ryan
Dr. Melinda Tee
Dr. Colin Wood

Transplant Surgeons
Mr. Alan Saunder
Mr. John Gribbin
Mr. Roger Bell
Miss Nancy Suh
Mr. Ming Yii
Phone: 61 3 9594 5500

Renal Nurse Practitioners

Prof Marcello Tonelli
Clinical Research Program
ISN.
Dear Cello
I write to provide my regional endorsement for the project submitted by
Dr Nattachai Srisawat, from the Chulalongkorn Univesity and Hospital,
Bangkok, Thailand.
The project around assessing the incidence and demographics of AKI
in urban and rural Thailand as well as Laos is very well planned and
structured. As well Dr Srisawat is very well credentialed to conduct
such a study. The study, of course, fits very well with the 0 by 25
project of the ISN.
I look forward to the outcome of the forthcoming round of grants,
Yours sincerely,

Ms Kerry Linton
Ms Annette Bezzant
Phone: 61 3 9594 3751

Renal Laboratory
Manager – Tara Robertson
Phone: 61 3 9594 3527
tara.robertson@monashhealth.org
Senior Scientist
Dr. David Nikolic-Paterson
Phone: 61 3 9594 3535

Administration
Operations Manager
Alison Simpson
Phone: 61 3 9594 3519
alison.simpson@monashhealth.org

Prof Peter G Kerr
Chair, OSEA Regional Board

Charmaine De Silva
Phone: 61 3 9594 3520
Helen Whyte
Phone: 61 3 9594 3529

Monash Medical
Centre Clayton
246 Clayton Road
Clayton
Tel: 9594 6666
Monash Medical

Moorabbin Hospital
Centre Road
East Bentleigh
Tel: 9928 8111

Kingston Centre
Warrigal Road
Cheltenham
Tel: 9265 1000

Dandenong Hospital
David Street
Dandenong
Tel: 9554 1000

Casey Hospital
Kangan Drive
Berwick
Tel: 8768 1200

Community-based
services across
the South East
ABN 82 142 080 338

ISN Clinical Research Proposal
Project title: The Epidemiology and Prognostic Factors
for Mortality in Intensive Care Unit Patients with
Acute Kidney Injury in South East Asia
Section C: Project description
1. Specific aims of the program:
- To determine the incidence of AKI among ICU patients in
Thailand and Laos
- To determine mortality rate of AKI patients in Thailand and
Laos and compare the mortality between patients with and
without AKI
- To determine the incidence of renal replacement therapy
among ICU patients in Thailand and Laos
- To compare the length of ICU and hospital stay, total
ventilator and inotropic drug days between patients with
and without AKI
2. Background and Rationale:
Acute kidney injury (AKI) is one of the most common and
important problems in intensive care unit (ICU) patients. The
incidence of AKI in ICU varies from 20% to as much as 50%.
AKI plays an important role in patients’ morbidity and mortality.
AKI associated hospital mortality rate in ICU patients ranged

from 20% to 50% and may reach 60% if the patients required
renal replacement therapy (RRT). Not only hospital mortality,
AKI patients also have greater relative risk of death and
cardiovascular events in long term follow up. The differences in
incidence and outcome of AKI may be attributed to the criteria
for AKI diagnosis, the population, and the centers studied.
Although the standard criteria for diagnosis of AKI have
been established for more than 10 years. The incidence and
outcome of AKI in the large clinical scale in Southeast Asia
(SEA) region, a subregion of ASIA, which comprises of more
than 600 milliion people, have never been reported. The same
thing happen in Thailand, one of the top three biggest country
in this region and ranks number 22nd by gross development
product by International Monetary Fund (IMF). Moreover,
recent meta-analysis reported the world incidence of AKI
without the data from SEA region. In Thailand, we have at
least five large cohort of chronic kidney disease (CKD) studies
but having only small single center study for AKI. Studying the
AKI epidemiology in multicenter level will help to complete the
missing piece of kidney disease epidemiology of Thailand and
SEA region.
Recent data showed that CKD is another consequence of
AKI. Coca et al reported the incidence rate of CKD after AKI
episode to be as much as 7.8 per 100 patient years. The data

of AKI epidemiology will be the first step in linking the process
of AKI progression to CKD in Thailand.
The present prospective observational study is conducted
to determine the incidence and outcome of AKI among ICU
patients in Thailand, and to analyze the factors that might
impact the AKI incidence and outcome.
3. Methods:
This study is a prospective multicenter observational study
which will be conducted in 14 hospitals from Northern,
Northeastern, Western, Central, and Southern regions across
Thailand. Four hospitals from Laos, 2 centers from Northern, 1
center form the Central, and 1 center from Southern of Laos will
participate. All the hospitals in this cohort can be divided into 3
groups depending on level of care, university hospital, regional
hospital and provincial hospital. We enroll all the patients who
were older than 18 years old and admitted to the participating
ICU during 1 year. Patients with end stage renal disease
(ESRD) on chronic dialysis were excluded. If the patient has
multiple admissions, we collected the data in only the first
admission. The study protocol is reviewed by the ethics
committee, or the institutional review board at each
participating site and the need for informed consent is waived.
Data collection

We collected the data by registration in electronic webbased format. Demographic, clinical and laboratorial data were
recorded. Demographic data included age, gender, timing of
hospital and ICU admission, co-morbidity disease and primary
diagnosis at ICU admission. Clinical data included Acute
Physiology and Chronic Health Evaluation (APACHE) II score
at ICU admission, Sequential Organ Failure Assessment
(SOFA) scores for the first three days, fluid balance status, the
use of mechanical ventilator, vasopressor and RRT. Laboratory
data included blood urea nitrogen and serum creatinine if
available. The data were serially collected everyday for the first
7 days and then weekly collected on day 14, 21 and 28. The
outcomes were AKI incidence, ICU and hospital mortality,
length of stay, total mechanical ventilator days, and RRT days
in ICU.
Sample size
6000 ICU patients
Definition
Definition of AKI
The diagnosis of AKI was determined by KDIGO criteria.
For the baseline serum creatinine, we used the most recent
available serum creatinine before hospital admission within one
year. If the patients had no baseline serum creatinine, we
estimated baseline serum creatinine by using the lower value
between the serum creatinine at the time of hospital admission

(admission serum creatinine) or the back calculation of serum
creatinine from the Modification on Diet in Renal Disease
(MDRD) equation using a GFR of 75 ml/min/1.73 m2 (MDRD
serum creatinine).
For urine output criteria, we modified the urine output
criteria to use the cumulative 24 hours urine output. We defined
the patients who had urine output > 0.5 ml/kg/h as no AKI, 0.30.5 ml/kg/h as KDIGO stage 2 and < 0.3 ml/kg/h as KDIGO
stage 3.12 For the body weight, we used the value before
hospital admission to calculate the rate of urine flow. If no
known body weight available, we used ideal body weight which
was calculated from height (cm)-100 in male or height (cm)-110
in female.
Statistical analysis
The data is analysed using SPSS version 17. Categorical data
were presented as number and percentage. Continuous data is
presented as mean and standard deviation (SD) if normally
distributed or median and interquartile range (IQR) if non
normal distributed. The Chi-square test is used for the
comparison of proportion (risk factors of AKI and hospital
mortality in AKI and non AKI patients). The Student’s t test and
Mann Whitney U test are used for the comparison of mean and
median, respectively. Multiple logistic regression are used for
assess the adjusted risk for AKI incidence and AKI associated

mortality. A P value of less than 0.05is considered to be
significant.

Web-based case record form
1. Baseline patient characteristic

2. Daily information

Only for day 1-3

3. Renal replacement therapy (RRT) form (if patient required
RRT)

4. Research team
SEA-AKI study team member:
- Nattachai Srisawat, M.D., Noppathorn Mahamitra, M.D.,
Kearkiat Praditpornsilpa, M.D., Sadudee Peerapornrattana,
M.D., Passisd Loahaveeravat, M.D., Asada Leelahavanichkul,

M.D.,Khajohn Tiranathanagul, M.D. Kriang Tungsanga, M.D.,
Somchai Eiam-Ong, M.D.,Visith Sitprija, M.D. from Division of
Nephrology, Department of Medicine, Faculty of Medicine,
Chulalongkorn University, and King Chulalongkorn Memorial
Hospital, Thailand.\
- Noot Sengthavisouk, M.D., Mittrapab hospital, Vientaine, Laos
PDR
- Anan Chuasuwan, M.D. from Department of Medicine,
Bhumibol Adulyadej Hospital, Royal Thai Air Force, Bangkok,
Thailand.
- Konlawij Trongtrakul, M.D. from 4Department of Mediicne,
Faculty of Medicine Vajira Hospital, Navamindradhiraj
Universityม Bangkok, Thailand.
- Adis Tasnarong, M.D., Pattharawin Pattharanitima, M.D. from
Department of Medicine, Faculty of Medicine, Thammasat
University, Bangkok, Thailand.
- Ratapum Champunot, M.D. from Buddhachinaraj Hospital,
Phitsanulok, Thailand
- Rangsun Bhurayanontachai, M.D. from Division of Critical
Care Medicine, Department of Medicine, Faculty of Medicine,
Prince Songkla University, Songkla, Thailand
- Manusanan Kongwibulwut, M.D., Pornlert Chatkaew, M.D.
from Department of Anesthesiology, Faculty of Medicine,
Chulalongkorn University, Bangkok, Thailand.

- Petchdee Oranrigsupak, M.D. from Nan hospital, Nan,
Thailand
- Theerapon Sukmark, M.D. from Tungsong Hospital, Nakhon
Si Thammarat, Thailand
- Natthapon Laohacharoenyot, M.D. from Sriphat Medical
Center, Faculty of Medicine, Chiang Mai University, Chiang
Mai, Thailand
- Karjbundid Surasit, M.D. from Nakornping Hospital, Chiang
Mai, Thailand.
- Thathsalang Keobounma, M.D. fro Thabo Crown Prince
Hospital, Nong Khai, Thailand.
- Kamol Khositrangsikun, M.D. from Maharaj Nakhon Si
Thammarat hospital, Nakhon Si Thammarat, Thailand,
- Ummarit Suwattanasilpa, M.D. from Mahasarakarm hospital,
Mahasarakarm, Thailand.
- Poramin Santithisadeekorn, M.D. from Taksinmaharaj
Hospital, Tak, Thailand.
- Janmaly Keomany, M.D. from Mitrapab Hospital, Vientiane,
Laos.
- Noot Sengthavisouk, M.D. from Mitrapab Hospital, Vientiane,
Laos.

5. Institutional environment
This study will mainly conduct by Excellence Center for
Critical Care Nephrology (ECCCN), which is the academic
center under the support of Thai Red Cross. The main focus of
this center is conducting the research in the field of AKI,
biomarkers, and acute renal replacement therapy. The director
of the ECCCN is Assistant Professor Dr. Nattachai Srisawat
who previously CRISMA research fellow under the mentor by
Professor John A Kellum, Department of Critical Care
Medicine, University of Pittsburgh School of Medicine,
Pennsylvania, USA. The ECCCN comprised of the 4 full-time
experienced researchers who currently work in various AKI
project. This team will help to conduct the AKI epidemiology
research in term of recruiting the cases, cleaning the data set,
creation the electronic web based program. The ECCCN has
one project manager who will closely coordinate with the
hospital in and outside Bangkok. Each participating hospitals
will have the coordinator nurses who will response and fill the
patients data for their centers. Before starting the project, the
coordinator nurses will be trained until they feel comfortable to
fill the data record form.

6. Significance
To our knowledge, this study will be the first and the
largest prospective AKI epidemiologic study in Southeast Asia.
We include the centers from all of the regions in Thailand and
Laos in order to represent Thai and Laos population. The
population which is covered by the participating hospital is
about nine million people for Thailand (about 14% of total
Thailand population). While about 1.5 million people will be
covered for Laos.
The significance of the study can be in many ways. First,
we expect this study may raise the public concern in our
community that AKI is common and has great impact on patient
outcome. Second, most of the study of AKI epidemiology come
from high income country which may have the characteristic
and outcome difference from the low middle income country.
Therefore, any finding from previous reports may not apply to
SEA. Third, the finding will provide the estimation budget for
cost of AKI treatment.
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ISN Clinical Research Proposal
Project title: The Epidemiology and Prognostic Factors for
Mortality in Intensive Care Unit Patients with Acute
Kidney Injury in Southeast Asia
Methods:
This study is a prospective multicenter observational study
which will be conducted in 14 hospitals from Northern,
Northeastern, Western, Central, and Southern regions across
Thailand. Four hospitals from Laos, 2 centers from Northern, 1
center form the Central, and 1 center from Southern of Laos will
participate. All the hospitals in this cohort can be divided into 3
groups depending on level of care, university hospital, regional
hospital and provincial hospital. We enroll all the patients who
were older than 18 years old and admitted to the participating
ICU during 1 year. Patients with end stage renal disease
(ESRD) on chronic dialysis were excluded. If the patient has
multiple admissions, we collected the data in only the first
admission. The study protocol is reviewed by the ethics
committee, or the institutional review board at each
participating site. Because we use the code number instead of
the participant name. Therefore, the need for informed consent
is waived.

