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FORM A : JKEUPM APPLICATION FORM

	TITLE OF RESEARCH PROJECT: 
GRANT. NO (if applicable): 



	                                                                                       

Date:                                  Principle investigator:       Lecturer          Student          Undergraduate

                                                                                                                                   Master

                                                                                                                                   PhD




	Investigators
	Name
	Dept & Address
	H.P/Office/Fax
	E-mail:

	Principle Investigator/supervisor
	
	
	
	

	Co- investigator/co-supervisor


	
	
	
	

	Co- investigator/co-supervisor
	
	
	
	


Human Subject Involvement

Tick appropriate (/)

	1.
	Questionnaires / Interviews
	

	2.
	Physiological Measurements
	

	3.
	Clinical Trials of Drugs / Formulations
	

	4.
	Clinical Trials of Devices
	

	5.
	Human Genetic Research
	

	6.
	Human Tissue Samples (please specify: .......…………………)
	

	7.
	Body Fluids (please specify: .......…………………)
	

	8.
	Others (please specify: .......…………………)
	


Information should be provided by applicant (12 points checklist).  Indicate with a tick (() if provided and  a cross (X ) if not (if not, please state the reason(s)  or state as ‘not applicable’)

   In the Remarks section, you have the option to briefly describe/refer to where the information can be found in the documents enclosed with your application (for example, if the particular itemised information can be found in the proposal, state: please refer to proposal, methodology section, page 23).  

	
	
	Check list

( or X
	Remarks
	Comments by JKEUPM’s Chairperson

	1.
	Protocol of research proposal
	
	
	

	
	a) Summary of proposal
	
	
	

	
	i) Purpose
	
	
	

	
	ii) Background and rationale
	
	
	

	
	iii) Hypothesis (e.g. research questions to be examined
	
	
	

	
	b) Methodology / Procedures
	
	
	

	
	i) Procedures involve invasion of the body e.g. touching, contact, attachment of instruments, withdrawal of specimens) For  clinical research , please refer to Good Clinical Practice (GCP)
	
	
	

	
	ii) Description of all procedures to be conducted in a sequential order in which research subjects will be involved (e.g. paper and pencil tasks, interviews, surveys, questionnaires, physical assessment, psychological tests, doses and methods of administration of drugs, time requirement)
	
	
	

	
	iii) A copy of questionnaires (attached)
	
	
	

	
	iv) A copy of permission/approval letter to carry out the research (attached)
	
	
	

	2.
	Study population 

(Subjects involved in the study)
	
	
	

	
	a) Description of how subjects are recruited into study (selection criteria)
	
	
	

	
	b) Number of subjects
	
	
	

	
	c) Gender
	
	
	

	
	d) Age range
	
	
	

	
	e) Any special characteristics
	
	
	

	
	    i) Inclusion criteria
	
	
	

	
	    ii) Exclusion criteria
	
	
	

	
	f) Relationship between investigator and subjects
	
	
	

	
	g) Emolument or compensation for participation (for subject)
	
	
	

	3.
	Feedback to subjects
	
	
	

	
	Provision made for arrangements to inform subjects of the outcome of the research
	
	
	

	4.
	Potential benefits of the study
	
	
	

	
	a) Direct benefits to subject from involvement in the study
	
	
	

	
	b) Potential / benefits to the scientific community / society that would justify involvement of human subjects in the study
	
	
	

	5.
	Potential risks of the study
	
	
	

	
	a) Psychological risks / harm (which might make subject demeaned, embarrassed, worried or upset)
	
	
	

	
	b) Physical risks
	
	
	

	
	c) Social risks / harm. Loss of status,  privacy and /or reputation
	
	
	

	
	d) Pharmaceutical details and known safety of formulations used
	
	
	

	6.
	Competency of Investigators in carrying out research / Procedures
	
	
	

	
	b) CVs of all research participants/supervisors
	
	
	

	
	c) Investigators  have experience conducting similar research
	
	
	

	7
	Respondent’s information sheet (language used must be appropriate to the subject’s age and educational background)

Information a-k available to subjects (letter of information separate from consent form): describing disease / condition to be evaluated in the research 
	
	
	

	
	The respondent’s information sheet must include the following (please refer to Appendix C):
	
	
	

	
	a) Proper translations in language understood by respondent
	
	
	

	
	b) Disease evaluated
	
	
	

	
	c) Drug evaluated
	
	
	

	
	d) Others
	
	
	

	
	e) Aim of study
	
	
	

	
	f) Why the subject is chosen for the research
	
	
	

	
	g) Expected outcome
	
	
	

	
	h) Alternative treatment available
	
	
	

	
	i) Side-effects of participating in the study
	
	
	

	
	j) Organization and funding of research
	
	
	

	
	k) Emolument for subjects
	
	
	

	8.
	Study Site
	
	
	

	9.
	Study Insurance for subjects
	
	
	

	10.
	Informed consent form (please refer to Appendix C for sample consent form)
	
	
	

	
	a) Appropriate language (language used must be appropriate to the subject’s age and educational background)
	
	
	

	
	b) Criteria should include reading and understanding of subject information sheet

c) What participants must do

d) Confidentiality statement
	
	
	

	11.
	Research funding and approval status 

(please identify)
	
	
	

	
	a) University


	
	
	

	
	b) Government


	
	
	

	
	c) Private/Company


	
	
	

	
	d) Others
	
	
	

	12.     

  
	     Vetting from other committees (Student’s   

     proposal must be presented to the Supervisory

 Committee and be endorsed by the Main Supervisor before applying for JKEUPM approval)
	
	Investigator/Main Supervisor 

Signature: 

Name:

Date:



	
	a) Has the proposal been vetted by other committees? (e.g. supervisory committees, research committees) 

b) If yes, please specify committee.

...........................................................

...........................................................
	
	


i) First Review

	Comments by JKEUPM:


	Remarks: 



	Please tick (()

	Approved
	

	Requires amendments


	

	Resubmission / Rejected
	

	Date: 


ii) Second review

	Comments by JKEUPM:


	Remarks: 



	Please tick (()

	Approved
	

	Requires amendments


	

	Approved after amendments


	

	Rejected
	

	Signature:

Name:

Date: 


JKEUPM Ref no:
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