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APPLICATION FORM TO CONDUCT A NEW RESEARCH PROJECT INVOLVING HUMAN SUBJECTS
TITLE OF STUDY Protocol / RESEARCH PROJECT

STUDY Protocol/RESEARCH PROJECT Number

Abbreviated name by which the project will be known (if available)

NAME OF PRINCIPAL investigator

NAME OF RESPONSIBLE CLINICIAN (if different from Principal Investigator)

Principal Investigator’S institution

>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>>
Resource utilisation statement (tick appropriate box)

	This proposal will not involve the use of resources of any other Institution
	

	This proposal will involve the use of resources of the following Institutions:


	


___________________________________
                    _____________________
  Signature of Principal Investigator

                                       Date

INSTRUCTIONS FOR FILLING IN THIS FORM

This application must be typewritten. All sections must be filled. Where not applicable, indicate with ‘NA’. Use lay terms as far as possible. Additional pages may be added as addendum to this application form if the space provided is insufficient.

Sections, which are shaded, require opinion of the principal investigator and must reflect the opinion of the principal investigator.

* DELETE where appropriate; NA=not applicable

A one-time application fee of RM 1000 per research project is charged for the services of JPEC to review sponsored research. However it is the prerogative of JPEC to waive this fee for non-commercial and non-sponsored research. No further fees are charged for reviewing applications for amendments to research projects already approved by JPEC or for review of progress, serious adverse event and closure reports. Submit applications with crossed cheques made payable to: Info Kinetics Sdn Bhd.

Return this completed form with 11 other copies (total of 12 copies) to: Joint Penang Independent Ethics Committee(JPEC) Secretariat, C/o Info Kinetics Gleneagles Clinical Research Centre, 3rd Floor, Gleneagles Medical Centre, 1 Jln Pangkor, 10040 Penang. Phone number: +604-2285760 or +604-2276111 ext.426; Fax number: +604-2285715.
SECTION 1:
ADMINISTRATIVE PARTICULARS

	1.1
	Name the institution that is the primary site for this research project to be conducted by you.



	1.2
	State the proposed commencement date of this research project.  

Research projects must not commence without prior written full approval of Joint Penang Independant Ethics Committee (JPEC) and a Clinical Trial Import License (CTIL)or Clinical Trial Exemption License(CTX) issued by Ministry of Health, Malaysia.



	1.3
	State the proposed duration of this research project.



	1.4
	Name other location(s) in Malaysia where this research project is planned for or is already being undertaken.



	1.5
	Name other countries where this research project is planned for or is already being undertaken.



	1.6
	If this research involves a drug or device, what is the country of origin where this drug or device is innovated?



	1.7
	Is this research undertaken in the country named in 1.6? If not, why not?



	1.8
	Has this research project undergone peer scientific review for scientific validity?

If YES, name the committee and/or members who conducted this review and their institution.



	1.9
	List any drugs/devices to be used, their registration status by national drug authorities in Malaysia as well as in the country of origin where this drug or device was innovated. Indicate whether the drug/device is registered by the national drug authority(s) for sale or for clinical trial purposes only.



	1.10
	Provide the following details regarding the principal investigator, sub- or co-investigator(s) and study co-ordinator(s). 

Malaysian Guidelines for Good Clinical Practice (GCP) requires that the investigators should have approved training in GCP. Submit a copy of the principal investigator and sub- or co-investigator’s GCP certificate with this application.



	(a) Principal Investigator



	Name
	

	Title
	

	Qualification/Earned degree(s)
	

	Position held
	

	Full mailing address


	

	Telephone number
	

	Fax number
	

	E-mail address
	

	Certified training in GCP (Yes/No)
	

	(b) Sub- or co-investigator



	Name
	

	Title
	

	Qualification/Earned degree(s)
	

	Position held
	

	Full mailing address


	

	Telephone number
	

	Fax number
	

	E-mail address
	

	Certified training in GCP (Yes/No)
	

	(c) Subinvestigator



	Name
	

	Title
	

	Qualification/earned degree(s)
	

	Position held
	

	Full mailing address


	

	Telephone number
	

	Fax number
	

	E-mail address
	

	Certified training in GCP (Yes/No)
	

	(d) Study co-ordinator



	Name
	

	Title
	

	Qualification/Earned degree(s)
	

	Position held
	

	Full mailing address


	

	Telephone number
	

	Fax number
	

	E-mail address
	

	Certified training in GCP (Yes/No)
	

	1.11
	Has this project been submitted or is planned for submission to any other ethics committee(s) in Malaysia?



	1.12
	If you answered YES to 1.11, provide name and contact details of the Ethics Committee(s), and indicate the status of the application. If rejected, state reasons given by that ethics committee for its disapproval/rejection or provide a copy of the letter of disapproval/rejection

	Ethics Committee
	Application submission date
	Status of application

1=awaiting review

2=full approval

3=conditional approval

4=disapproved/rejected

	Name:


	
	

	Address:


	
	

	Name:


	
	

	Address:


	
	

	Name:


	
	

	Address:


	
	


SECTION 2:
SCIENTIFIC DESIGN AND CONDUCT OF STUDY

	
	
	Yes
	No
	NA

	2.1
	The type of research in this project is most appropriately described as:



	(a)
	A clinical trial of drug(s) or device(s)


	
	
	

	(b)
	Human physiology research


	
	
	

	(c)
	Human tissue research


	
	
	

	(d)
	Psychiatry/clinical psychology research


	
	
	

	(e)
	Behavioural research


	
	
	

	(f)
	Biomechanical research


	
	
	

	(g)


	A questionnaire survey
	
	
	

	(h)
	Review of existing medical records


	
	
	

	(i)
	Others (describe the nature of the research below)



	2.2
	Is the study design appropriate to the objectives of this study?
	
	
	

	
	If NO, explain.



	2.3
	Is the statistical methodology appropriate?
	
	
	

	
	If NO, explain.

	2.4
	Is there a control or comparator arm for this research project?


	
	
	

	
	
	Yes
	No
	NA

	2.5
	If you answered YES to 2.4, is the comparator or control arm appropriate/acceptable/justified taking into consideration the current medical practice in Malaysia?


	
	
	

	
	If NO, why? What is a more appropriate comparator/control?



	2.6
	Is the main study therapy a new one that is not yet used by the majority of medical practitioners in the medical discipline concerned?


	
	
	

	2.7
	List the procedures/ techniques, which are not part of routine clinical practice.



	2.8
	Will human placental tissue be used?


	
	
	

	2.9
	Will human embryos or fetal tissue be involved?


	
	
	

	2.10
	Will human tissue be collected for culture or any other purpose?


	
	
	

	2.11
	Will somatic cell gene therapy be used?


	
	
	

	2.12
	Will recombinant DNA techniques be used?


	
	
	

	2.13
	Will toxins, mutagens, teratogens or carcinogens be used?


	
	
	

	2.14
	Will subjects or investigators be exposed to ionizing radiation?
	
	
	

	2.15
	If you answered YES, provide details of the radiation exposure, including a quantitative assessment of the absorbed dose, supported either by dosimetric calculations or by other information.


	

	
	
	Yes
	No
	NA

	2.16
	Will the research induce any psychological or physical stress on the subject?


	
	
	

	
	If you answered YES, outline plans to provide psychosocial support to the subjects.



	2.17
	Is there criteria for premature withdrawal of subjects?


	
	
	

	2.18
	Is there criteria for suspending or terminating the research as a whole?


	
	
	

	2.19

 
	Will a standard therapy be withdrawn or withheld for the purpose of this research?


	
	
	

	
	If YES, is this withdrawal or withholding of standard therapy justified?


	
	
	

	2.20
	For research where a study drug(s) is given, is there provision for extended access of study drugs (also known as early access) after the research project ends?


	
	
	

	
	If YES state the criteria for this extended access?



	2.21
	Is there a data safety and monitoring board or its equivalent?
	
	
	

	2.22
	Does the site where this proposed research is to be conducted have the following?

	(a)
	Adequate facilities
	
	
	

	(b)
	Adequate support staff
	
	
	

	(c)
	Adequate emergency systems
	
	
	

	(d)
	If the research involves a study drug, does the study drug contain porcine or bovine elements?
	
	
	


SECTION 3:
RECRUITMENT OF SUBJECTS

	3.1
	List the inclusion criteria for subjects in this research



	3.2
	List the exclusion criteria for subjects in this research



	3.3
	How many subjects will be recruited over how long a time frame?



	3.4
	How will the subjects be recruited?



	3.5
	Which age groups do the subjects fall under? 

	(a)
	Birth – 13 years
	
	
	

	(b)
	14 – 17 years
	
	
	

	(c)
	> 18 years
	
	
	

	(d)
	> 55 years 
	
	
	

	(e)
	Others (state age group)
	
	
	

	
	
	Yes
	No
	NA



	3.6
	Are the subjects of the following categories?



	(a)
	unconscious, critically ill or have incurable disease
	
	
	

	(b)
	mentally ill or retarded

	
	
	

	(c)
	prisoners
	
	
	

	(d)
	members of the armed services 
	
	
	

	(e)
	in a doctor–patient relationship with the investigator(s)
	
	
	

	(f)
	in a teacher–student relationship with the investigator(s) 
	
	
	

	(g)
	in an employer–employee relationship with the investigator(s)
	
	
	

	(h)
	in any other dependent relationship with the investigator(s)
	
	
	

	(i)
	incapable of giving consent
	
	
	

	(j)
	restricted to one gender only
	
	
	

	(k)
	restricted to the illiterate only
	
	
	

	(l)
	restricted to one economic class only
	
	
	

	(m)
	restricted to one ethnic group
	
	
	

	(n)
	If you answered YES to any of the items in 3.6 above, explain why this group of subjects have been selected



	
	
	Yes
	No
	NA

	3.7
	Does recruitment involve a direct personal approach from the investigator to the potential subjects?
	
	
	

	
	If you answered YES, is there any pressure from investigators or others that might influence the potential subject to enroll?

If you answered YES, explain.


	
	
	

	3.8
	Does recruitment involve the circulation/publication of an advertisement, circular, letter, etc?
	
	
	

	
	If you answered YES, provide a copy and indicate how it will be used.

All recruitment material for research subjects require prior ethical approval from JPEC with the exception of letters sent to fellow medical practitioners.



	3.9
	Will the true purpose of the research be concealed from the subject(s)?
	
	
	

	
	If you answered YES, provide details of the concealment and any debriefing.



	3.10
	If this research targets a particular ethnic or community group, has this been done in consultation with a representative of this group?
	
	
	

	
	If you have consulted a representative, whom have you consulted and how do they represent this group?

If you have not consulted a representative of this group, give reasons. 




SECTION 4: INDEMNITY, COMPENSATION AND POTENTIAL CONFLICT OF INTEREST

	
	
	Yes
	No


	NA

	4.1
	Will this research be undertaken on behalf of (or at the request of) a pharmaceutical company, other commercial entity or any other party?









	
	
	

	
	If you answered YES, name the party.



	4.2
	Will the party named in 4.1 undertake in writing to indemnify the institution where the research is conducted, the Joint Penang Independent Ethics Committee and the investigators?



	
	
	

	
	If you answered YES, provide a letter of indemnification from the party named in 4.1.





	4.3
	Is there insurance coverage for subject compensation in the event of injury, disability or death attributable to participation in this research?


	
	
	

	
	If YES, provide a valid copy of this insurance policy.



	4.4
	Do the investigators or a member(s) of the investigator’s immediate family have any affiliation with, or financial involvement in the party named in 4.1 or any others with direct or indirect interest in the subject matter or materials of this research?


	
	
	

	
	If you answered YES, provide details.



	4.5
	Do the investigators expect to obtain any direct or indirect financial or other benefit from conducting this research project?



	
	
	

	
	If you answered YES, state the nature and quantity of these benefits.



	
	
	Yes
	No
	NA



	4.6
	Will subjects receive any financial compensation or travel reimbursements or free drugs/device as a result of participation in this research?



	
	
	

	
	If you answered YES, what is the amount of compensation or other benefits? Provide justification for the compensation? State the planned schedule of payment of compensation. 

ICH GCP requires that payment to the subject be prorated and not wholly contingent on completion of the trial by the subject.



	4.7
	What is the expected financial cost to the subject, if any?




SECTION 5:
INFORMED CONSENT PROCESS

	
	
	Yes
	NO


	NA

	5.1
	Is there a written Subject Information Statement/Sheet to be used in this research?


	
	
	

	
	If you answered NO, give reasons.



	5.2
	Will a written informed consent be obtained?


	
	
	

	
	If you answered NO, give reasons.



	5.3
	Who will be responsible for obtaining the informed consent?



	5.4
	In the case of subjects for whom English is a second language, will arrangements be made to ensure comprehension of the Subject Information Statement/Sheet and Consent Form? 


	
	
	

	
	If you answered NO, give reasons.  If you answered YES, what arrangements have been made?



	5.5
	Do the informed consent form and any other written subject information to be provided to the subject contain the 21 elements required under the Malaysian Guidelines for Good Clinical Practice?


	
	
	

	
	If you answered NO, state which element is missing and why it is missing.



	5.6
	In the informed consent form and written information to subject, is the:
	
	
	

	(a)
	Title of the research project on every page?
	
	
	

	(b)
	Page numbers expressed as page 1 of.., 2 of .., 3 of .. etc on every page?
	
	
	

	(c)
	Date and/version on every page?
	
	
	


SECTION 6: RISK AND BENEFIT TO SUBJECTS

	
	
	Yes
	No


	NA

	6.1
	Could participation in this research adversely affect the subject(s)?



	
	
	

	
	If you answered YES, how will this research adversely affect the subject? What measures will be in place to deal with these anticipated adverse effects?



	6.2
	Does the protocol require any physically invasive, or potentially harmful procedures (e.g. drug administration, needle insertion, rectal probe, pharyngeal foreign body, radiation)?


	
	
	

	
	If you answered YES, state the procedure(s), the risks involved and the estimated incidence rate at which these risks are expected to occur



	6.3
	Overall, what is the level of risk for this research? Tick the appropriate category below:

Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during performance of routine physical or psychological examinations or tests

	
	
	Tick below

	
	No more than minimal risk


	

	
	More than minimal risk


	

	
	A minor increase over minimal risk


	

	
	More than a minor increase over minimal risk
	

	
	
	Yes 
	No
	NA

	6.4
	Is there a prospect of direct benefit to subjects?

(A research benefit is considered something of health-related, psychosocial or other value to an individual subject, or something that will contribute to the acquisition of generalisable knowledge. Money or other compensation for participation in research is not considered to be a benefit, but rather compensation for research-related inconveniences.)


	
	
	

	
	If you answered NO, tick the appropriate category below:



	
	Involves no prospect of direct benefit to subject but likely to yield generalisable knowledge about subject’s condition


	

	
	Involves no prospect of direct benefit to subject but likely to yield generalisable knowledge to further society’s understanding of the condition under study
	

	
	Involves no prospect of direct benefit to subject


	

	
	
	Yes
	No
	NA

	6.5
	After considering the risk against the benefits of this research to the subjects, does the overall benefit justify the risks that subjects will be exposed to?
	
	
	

	6.6
	Rate the importance of resulting knowledge from this research. Tick the appropriate category:
	

	
	Very important
	

	
	Quite important
	

	
	A little important
	

	
	Not important
	


SECTION 7:
SUBJECT CONFIDENTIALITY 

	
	
	Yes


	No
	NA

	7.1
	Will the investigators be obtaining information of a personal nature from third parties about the subjects without the subject’s written consent?


	
	
	

	
	If you answered YES, state what information will be sought and why written consent will not be obtained from the individual subjects.



	7.2
	Will any part of the experimental procedures be placed on audiotape, film/video, or other electronic medium?


	
	
	

	
	If you answered YES, what is the medium and how it will be used?



	7.3
	What is the proposed storage of, and access to files, audiotapes etc. during the study? 



	7.4
	Specify how long the data files/audio tapes will be retained after the study and how they will be disposed of.



	7.5
	Is there any possibility that information of a personal nature could be revealed to persons not directly connected with this research project?


	
	
	

	
	If you answered YES, provide details.



	7.6
	Name the parties who will have access to personal data of the subjects, including medical records and biological samples



	7.7
	How will the confidentiality of data collected/disseminated, including the identity of subjects, be ensured?




SECTION 8: DISSEMINATION OF RESEARCH FINDINGS

	
	
	Yes


	No
	NA

	8.1
	Have conditions been imposed upon the use, publication, or ownership of the results?
	
	
	

	
	If you answered YES, provide details.



	8.2
	How will the results of the study be disseminated?




	SECTION 9:A BRIEF DESCRIPTION OF THIS RESEARCH PROJECT IN LAYMAN TERMS

Provide a diagrammatic representation (flow chart) of the research protocol.




SECTION 10: Are there any ethical considerations or issues that you wish to raise concerning this research project?

You must satisfy the JPEC that this research project is scientifically sound and in accordance with current accepted principles governing research involving humans. 

DECLARATION BY INVESTIGATOR (S)

I / We* are applying for ethical approval to conduct this research project. If approval is granted, it will be undertaken in accordance with this application and other relevant laws, regulations and guidelines of Malaysia.

I / We* declare that the information provided in this application is accurate.

	Name of principal investigator


	
	Signature
	
	Date
	

	Name of sub or co- investigator


	
	Signature
	
	Date
	

	Name of sub or co- investigator


	
	Signature
	
	Date
	

	Name of sub or co- investigator


	
	Signature
	
	Date
	


Approval from Hospital Director/Center/INSTITUTION Head

I agree for the above research project to be carried out by the principal investigator.

	I agree for ethical review of this research project to be conducted by the Joint Penang Independent Ethics Committee (JPEC) and to accept the decision of JPEC following the ethical review. (JPEC is an independent ethics committee comprising members from various private and government medical centres/institutions in Penang. It is formed under the joint authority of the Penang Medical College and Info Kinetics / Clinical Research Centre. It operates according to the standards stated in Good Clinical Practice and WHO operational guidelines for ethics committees)


	

	Signature
	Official stamp

	
	

	Name
	Date


Joint Penang Independent Ethics Committee (JPEC)
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