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FORM 2.3: JKEUPM APPLICATION FORM

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



	Date:                        Types of Project:       1. Principal Investigator            
                                                                      (without student’s involvement)
                                         

                                                                   2. Student                     i. Undergraduate
                                                                                                        ii. Master

· Coursework

· Full Research

                                                                                                       iii.  PhD

	I, as the Principal Investigator, confirm that this research has not commenced data collection involving human subjects, including for the pilot study.

(To be completed by the Principal Investigator/Supervisor)

Signature:
Name:

Date:


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

	Principal Investigator (supervisor)
	
	
	
	

	Co- investigator (co-supervisor)

	
	
	
	

	Co- investigator (student)
	
	
	
	


Human Subject Involvement

Tick appropriate (/)

	1.
	Questionnaires / Interviews
	

	2.
	Physiological Measurements
	

	3.
	Clinical Trials of Drugs / Formulations
	

	4.
	Clinical Trials of Devices
	

	5.
	Clinical Trials of Supplements
	

	6.
	Human Genetic Research
	

	7.
	Human Tissue Samples 
(please specify: .......…………………)
	

	8.
	Body Fluids
(please specify: .......…………………)
	

	9.
	Others 
(please specify: .......…………………)
	


Information should be provided by applicant (3 parts checklist). Indicate the information is mentioned or 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).  
	Part A: Scientific Design
	Mentioned
	Not Mentioned
	Remarks

	1.
	Protocol of research proposal
	
	
	

	
	a) Full Research Proposal (Refer to proposal template) 
	
	
	

	
	i) Purpose / Objectives
	
	
	

	
	ii) Background and rationale
	
	
	

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

	
	iv) Literature review
	
	
	

	
	b) Methodology / Procedures
	
	
	

	
	i) Research design
	
	
	

	
	ii) Sampling design
	
	
	

	
	iii) Sample size
	
	
	

	
	iv) Statistical analysis plan
	
	
	

	
	v) Duration
	
	
	

	
	vi) 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)
	
	
	

	
	vii)  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)
	
	
	

	
	viii) A copy of questionnaires (attached)

	
	
	

	
	ix)  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.
	Competency of Investigators in carrying out research/ Procedures
	
	
	

	
	a) CVs of all research participants/supervisors (maximum 2 pages per CV)
	
	
	

	
	b) Investigators have experience conducting similar research
	
	
	

	
	c) Investigators are members of JKEUPM (Conflict of Interest) 
	
	
	


	Part B: Respondent Information Sheet and Informed Consent
	Mentioned
	Not Mentioned
	Remarks

	1.
	Statement that the study involves research (in the Introduction)
	
	
	

	2.
	Statement describing the purpose of the study
	
	
	

	3.
	Study-related treatments and probability for random assignment
	
	
	

	4.
	Study procedures including all invasive procedures
	
	
	

	5.
	Responsibilities of the participant
	
	
	

	6.
	Expected duration of participation in the study
	
	
	

	7.
	Approximate number of participants in the study
	
	
	

	8.
	Study aspects that are experimental
	
	
	

	9.
	Foreseeable risks to participant/embryo/ fetus/nursing infant; including pain, discomfort, or inconvenience associated with participation including risks to spouse or partner; and integrating risks as detailed in the investigator’s brochure
	
	
	

	10.
	Risks from allowable use of placebo (as applicable)
	
	
	

	11.
	Reasonably expected benefits; or absence of direct benefit to participants, as applicable
	
	
	

	12.
	Expected benefits to the community or to society, or contributions to scientific knowledge
	
	
	

	13.
	Description of post-study access to the study product or intervention that have been proven safe and effective
	
	
	

	14.
	Alternative procedures or treatment available to participant
	
	
	

	15.
	Compensation or insurance or treatment entitlements of the participant in case of study-related injury 
	
	
	

	16.
	Appropriate reimbursement/ compensation if any, to the participant in the course of the study; whether money or other forms of material goods, and if so, the type and amount of reimbursement/ compensation
	
	
	

	17.
	Compensation (or no plans of compensation) for the participant or the participant’s family or dependents in case of disability or death resulting from study-related injuries
	
	
	

	18.
	Anticipated expenses, if any, to the participant in the course of the study
	
	
	

	19.
	Statement that participation is voluntary, and that participant may withdraw anytime without penalty or loss of benefit to which the participant is entitled
	
	
	

	20.
	Statement that the study monitor(s), auditor(s), the JKEUPM Ethics Review Panel, and regulatory authorities will be granted direct access to participant’s medical records for purposes ONLY of verification of clinical trial procedures and data
	
	
	

	21.
	Statement that the records identifying the participant will be kept confidential and will not be made publicly available, to the extent permitted by law; and that the identity of the participant will remain confidential in the event the study results are published; including limitations to the investigator’s ability to guarantee confidentiality
	
	
	

	22.
	Description of policy regarding the use of genetic tests and familial genetic information, and the precautions in place to prevent disclosure of results to immediate family relative or to others without consent of the participant
	
	
	

	23.
	Possible direct or secondary use of participant’s medical records and biological specimens taken in the course of clinical care or in the course of this study
	
	
	

	24.
	Plans to destroy collected biological specimen at the end of the study; if not, details about storage (duration, type of storage facility, location, access information) and possible future use; affirming participant’s right to refuse future use, refuse storage, or have the materials destroyed
	
	
	

	25.
	Plans to develop commercial products from biological specimens and whether the participant will receive monetary or other benefit from such development 
	
	
	

	26.
	Statement that the participant or participant’s legally acceptable representative will be informed in a timely manner if information becomes available that may be relevant to willingness of the participant to continue to participation
	
	
	

	27.
	Statement describing access of participant to the result of the study
	
	
	

	28.
	Statement describing extent of participant’s right to access his/her records 
	
	
	

	29.
	Foreseeable circumstances and reasons under which participation in the study may be terminated
	
	
	

	30.
	Sponsor, institutional affiliation of the investigators, and nature and sources of funds
	
	
	

	31.
	Statement whether the investigator is serving only as an investigator or as both investigator and the participant’s healthcare provider
	
	
	

	32.
	Person(s) to contact in the study team for further information regarding the study and whom to contact in the event of study-related injury
	
	
	

	33.
	Statement that the JKEUPM Ethics Review Panel (specify) has approved the study, and may be reached through the following contact for information regarding rights of study participants, including grievances and complaints.

	
	
	


	Part C: Others 
	
	
	

	1.
	Study Site
	
	
	

	2.
	Study Insurance for subjects
	
	
	

	3.
	Research funding and approval status            (please identify)
	
	
	

	
	a) University
	
	
	

	
	b) Government
	
	
	

	
	c) Private/ Company
	
	
	

	
	d) Others
	
	
	

	4.
	Vetting from other committees (Student’s proposal must be presented to the Supervisory before applying for JKEUPM approval
	
	
	

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

	
	b) If yes, please specify committee.

………………………………….

………………………………….
	
	
	

	5.
	Investigator/ Main Supervisor

Signature:

Name:

     Date:


First Review


          Primary Reviewer


     

         Informed Consent Reviewer

	  Comments by JKEUPM:


	· Assessment of scientific soundness

	1. Objectives/ Expected outcome

	

	2. Literature review

	

	3. Research design

	

	4. Sampling method and sample size

	

	5. Inclusion and exclusion criteria

	

	6. Specimen allocation/

processing/instruments used


	

	7. Data analysis plan

	

	8. PI qualifications and declaration of Conflict of Interest (COI)

	

	   9.   Suitability and choice of site
	

	· Assessment of ethical issues

	1. Vulnerability issue


	

	2. Risks (including insurance coverage, if applicable)

	

	3. Benefits


	

	4. Risk/ benefit ratio
	

	5. Confidentiality (How do researcher protect the personal information of the subjects)
	

	· Assessment of Informed consent form (ICF)

Informed consent process and ICF (including translation)

(The comments/corrections involve Form 2.4/Form 2.5)


	1. Full disclosure of information
(include recruitment procedures, types of consent and contact details of Principal Investigator (PI) and JKEUPM)


	

	2. Compensation


	

	3. Medical care


	

	4. Comprehension and language used
	

	5. Voluntariness
	

	    Please tick (()

	Recommended for Approval (Full Board Review only) 
	

	Approval (Applicable for Expedited Review only)
	

	Minor Modification 
(Member Secretary to Review/ Primary Reviewer/ Informed Consent Reviewer to Re-review)
	

	Major Modification
(require full board deliberation/ Primary Reviewer/ Informed Consent Reviewer to Re-review)
	

	Recommend to Disapprove
	

	Name and signature:                                                                                                    Date:



*PLEASE INCLUDE ATTachment IF SPACE FOR COMMents IS LIMITED
SECOND Review


          Primary Reviewer


     

         Informed Consent Reviewer


	  Comments by JKEUPM:


	· Assessment of scientific soundness

	1. Objectives/ Expected outcome

	

	2. Literature review

	

	3. Research design

	

	4. Sampling method and sample size

	

	5. Inclusion and exclusion criteria

	

	6. Specimen allocation/

processing/instruments used


	

	7. Data analysis plan

	

	8. PI qualifications and declaration of Conflict of Interest (COI)


	

	   9.   Suitability and choice of site
	

	· Assessment of ethical issues

	1. Vulnerability issue


	

	2. Risks (including insurance coverage, if applicable)


	

	3. Benefits


	

	4. Risk/ benefit ratio
	

	5. Confidentiality (How do researcher protect the personal information of the subjects)
	

	· Assessment of Informed consent form (ICF)

Informed consent process and ICF (including translation)

(The comments/corrections involve Form 2.4/Form 2.5)


	1. Full disclosure of information

(include recruitment procedures, types of consent and contact details of Principal Investigator (PI) and JKEUPM)


	

	2. Compensation


	

	3. Medical care


	

	4. Comprehension and language used
	

	5. Voluntariness
	

	    Please tick (()

	Recommended for Approval (Full Board Review only) 
	

	Approval (Applicable for Expedited Review only)
	

	Minor Modification 
(Member Secretary to Review/ Primary Reviewer/ Informed Consent Reviewer to Re-review)
	

	Major Modification

(require full board deliberation/ Primary Reviewer/ Informed Consent Reviewer to Re-review)
	

	Recommend to Disapprove
	

	Name and signature:                                                                                                    Date:




*PLEASE INCLUDE ATTachment IF SPACE FOR COMMents IS LIMITED

JKEUPM Ref no:


NMRR Ref no:








*Please fill up the Assessment of Informed consent form (ICF) ONLY





*Please fill up the Assessment of scientific soundness and Asssessment of ethical issues ONLY





FIRST REVIEW





*Please fill up the Assessment of Informed consent form (ICF) ONLY





*Please fill up the Assessment of scientific soundness and Asssessment of ethical issues ONLY





FIRST REVIEW
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