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*Sila tandakan [√] jika YA , [X] jika TIDAK dan [O] jika tidak berkaitan.
  Please Tick [√] if YES , [X] if NO and [ O ] if not applicable. 

	No.

No.
	Perkara
Items
	Penyelidik Utama
Principal Investigator
	Ahli
JPP PPUKM
MRC UKMMC Member
	Komen Ahli JPP PPUKM
Comments by MRC UKMMC Member

	1.
	Tajuk yang sesuai
The title is appropriate
	          
	
	

	2.
	Adakah kajian seperti ini pernah dijalankan?

Jika ya,

a) Elemen baru dalam kajian ini ada dinyatakan

b) Penemuan daripada penyelidikan sebelum ini telah dinyatakan
Jika tidak,
c) Terdapat justifikasi yang mencukupi
Has a similar study been done before?

If yes,

 a)The novel elements in the present study have been stated

b)Findings from previous studies have been stated

If not,

c)There is sufficient justification
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	3.
	Terapi piawai dinyatakan
Standard therapy is stated
	         
	
	

	4.
	a) Objektif utama adalah jelas
    Main objective is clear
	       
	
	

	
	b) Objektif spesifik adalah jelas
     Specific objectives are clear
	        
	
	

	5.
	Hipotesis adalah jelas
The hypothesis(ses) is/are clear
	         
	
	

	6.
	Populasi kajian telah dinyatakan dengan jelas
The study population is clearly stated
	         
	
	

	7.
	Pengiraan saiz sampel ditunjukkan & sesuai 
The sample size calculation is shown & appropriate
	         
	
	

	8.
	Bentuk kajian telah dihuraikan dengan jelas
The study design is clearly described:

Animal study/ observationals study (retrospective, pros), case-control or clinical trial
	          
	
	

	9.
	Jenis persampelan telah dinyatakan
Type of sampling mentioned: simple random, convenient, systematic, stratified
	
	
	

	10.
	Tempat kajian telah dinyatakan dengan jelas
The study sites is/are clearly stated
	         
	
	

	11.
	Kriteria Kemasukan dan pengecualian telah dinyatakan dan sesuai
The inclusion and exclusion criteria are stated & appropriate
	        
	
	

	12.
	Borang Soal Selidik telah divalidasi (untuk semua versi yang digunakan)
The questionnaire(s) has (have) been validated (for all versions used)
	         
	
	

	13.
	Carta alir kaedah kajian telah disertakan
A flow chart of  the study methodology is enclosed
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	14
	Carta Gannt telah disediakan

A Gannt chart is enclosed
	       
	
	

	15.
	Bajet munasabah telah disertakan

Reasonable budget is enclosed
	
	
	

	16.
	Borang Maklumat Subjek mudah untuk difahami dan mengikut format SPPI
The subject information sheet is easy to understand and follows the SMRI format
	        
	
	

	17.
	Borang Keizinan jelas dan mengikut format SPPI
The consent form is clear and follows the SPPI format
	         
	
	

	18.
	Kebenaran/Keizinan telah diperolehi (jika perlu) daripada
Approvals/ Permissions have been obtained  (if required) from
a) pemilik semua borang soalselidik dan sistem skor 

Owners of all questionnaires and scoring systems

b) pihak berkuasa yang berkaitan, cth institusi bagi penyelidik bersama, kementerian, dsb 
other relevant authorities, eg institution of co-investigators, ministries, etc 
c) DCA (Drug Control Authority)
	
	
	

	19.
	Isu-isu etika utama dalam kajian (jika ada)

Major ethical issues in the study (if any)
	
	
	

	20.
	Nama-nama penyelidik bersama telah dinyatakan dengan jelas & sesuai

The names of the co-investigators are clearly stated & appropriate
	
	
	

	
	Komen Penyaring :
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Keputusan Ahli JPP PPUKM:
Lulus



[   ]
Approve





Pinda & Hantar Semula

[    ]
Revise & Resubmit  

Pinda & Bentang

[    ]   

Revise  & Present

          
                       Sebab perlu bentang     
                       Reason(s) for the need to present 

                                   [   ] a clinical trial                                                                                 
                                   [   ] storing genetic/ DNA samples for analyses 

                                  [   ] vulnerable subjects, eg mentally retarded, psychiatric pts, orphans, 
                                         terminally ill etc....
                                  [   ]  proposal is very complicated and difficult to understand
                                   [   ]  other reasons (please state)…………………………………………………… .......

                                           ……………………………………………………………………………………………………. 

Nama ahli JPP PPUKM
: 
Name of MRC UKMMC member
Tarikh                                    :

Date

Keputusan Pengerusi JPP PPUKM :
Lulus



[    ]
Approve






Pinda & Hantar Semula

[    ]
Revise & Resubmit  


Pinda & Bentang

[    ]
Revise  & Present



Sebab perlu bentang     

                           Reason(s) for the need to present 

                                   [   ] a clinical trial                                                                                 
                                   [   ] storing genetic/ DNA samples for analyses 

                                  [   ] vulnerable subjects, eg mentally retarded, psychiatric pts, orphans, 

                                         terminally ill etc....

                                  [   ]  proposal is very complicated and difficult to understand
                                   [   ]  other reasons (please state)…………………………………………………… .......

                                           ……………………………………………………………………………………………………. 

Komen Pengerusi  JPP PPUKM
:

__________________________________________________________________________________________________________________________

Nama Pengerusi  JPP PPUKM
: 
Name of MRC UKMMC Chairman
Tarikh


:

Date
DOKUMEN INI ADALAH CETAKAN KOMPUTER DAN TIDAK MEMERLUKAN TANDATANGAN
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