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PROTOCOL SUBMISSION FORM FOR HEALTH RELATED RESEARCH

SURVEY, REGISTRY, SURVEILLANCE, EPIDEMIOLOGY, HUMANIORA, STORED BIOLOGICAL SPECIMEN, NON-CLINICAL

To be filled by Principal Investigator 

Please fill out the form completely and return to the Secretariat of MRIN Ethics Committee (MRIN-EC), Jalan Boulevard Jendral Sudirman 1688, Tangerang 15810, Tel. +62 21 54210123, Fax. +62 21 54210110, Email : mrin.ec@mrinstitute.org
	
	
	
	
	
	
	
	
	
	 


Protocol No.  (to be filled up by Secretariat of EC)

STUDY TYPE: (Mark  “( “ whichever apply to the study)

· Survey 
(  Social
(  Medical
(  Community based
(  Individual based 

· Screening

(  Observational
(  Epidemiology
( Intervention study


· Genetic Study
(  Retrospective
(  Prospective
(  Others………………………………..

Study Population::
( Healthy
(  Patient
(  Vulnerable groups

CHARACTERISTICS of PARTICIPANTS PARTICIPATED :

Age Range:


A. Children and Adolescents :(  <7  yrs
(  < 12 yrs
(  < 15 yrs 
(  <18 yrs

B. Adult               (  18 - 44 yrs
(  45 - 65 yrs 
(  > 66 yrs

Pediatric
  
(  None

(  < 1 yr
(  1-3 yrs
(  4 -14 yrs

Impaired
 
(  None

(  Physically
(  Cognitively
(  Mentally

REQUESTED EXCLUSION OF PARTICIPANTS:

    ( None
      ( Male     ( Female     ( Children      ( Other (specify)                                    )

SPECIAL RESOURCE REQUIREMENTS (check all that apply):

( Intensive Care


( Isolation unit

( Surgery


( Pediatric Intensive Care

( Transfusion

( CAT scan

( Gene therapy


( Controlled substances (Narcotics/Psychotropics)

( Prosthetics

( Gynecological services

( Others, specify…………….


( Organ transplantation, specify………………………… 
    …………………………….

IONIZING RADIATION USE (X-rays, radioisotopes, etc):


(  None


(  Medically indicated only



PROCEDURE USE:

(  Invasive

(  Non-invasive 

MULTI-SITE COLLABORATION: 
(  YES


(  NO

FINANCIAL DISCLOSURE:
(  YES


(  NO
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	Conflict of Interest Declaration (Relationship with sponsor)
	Are you a regular employee of the sponsor?
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	Yes
	
	No

	
	Other ties with the sponsor
	
	Yes
	
	No

	
	
	
	
	
	


INSTITUTE  RESEARCH  CONTACT


Name:
                                                                                             

Address:
                                                                                             
Telephone:                                                                                             

Fax:

                                                                                             

E-mail

PARTICIPATING INVESTIGATORS (add extra pages if necessary):

	First / Last Name
	Institution
	Telephone / Fax No.
	E-mail

	1.
	
	
	

	2.
	
	
	

	3.
	
	
	

	4.
	
	
	

	5.
	
	
	

	CONTACT PERSON:

Name:

Institute/ Address:

Telephone

E-mail:




CurriculumVitae of Researchers
	1. Principal investigator

	Name
	

	Home address
	

	Education Background
	

	Research Experiences (at least the last 2 years)
	

	Publication (at least the last 2 years)
	

	Training on Ethics 
	

	Duties on the research
	

	2. Research Team Members

	Name
	

	Home address
	

	Education Background
	

	Research Experiences (at least the last 2 years)
	

	Publication (at least the last 2 years)
	

	Training on Ethics
	

	Duties on the research
	

	3. Research Team Members

	Name
	

	Home address
	

	Education Background
	

	Research Experiences (at least the last 2 years)
	

	Publication (at least the last 2 years)
	

	Training on Ethics
	

	Duties on the research
	


Abstract*

	


Aims*

	


Anticipated Outcome*

	


Mode of Intervention to the Human*

	


Methodology (Synopsis of Study Design)*

	Research Design

	Inclusion Criteria

	Exclusion Criteria

	Withdrawal Criteria

	Recruitment


Analysis method*

	


Timeline*

	


* indicates required field.  Describe in details (What , Where, When, How)

	
	
	

	3
	 Type of Research
	
         Survey                        Registry


         Surveillance               Epidemiology


         Humaniora                 Stored/ Archived              

                                            Biological Specimen  

         Non-Clinical,specify : .......

	
	
	                                

                   Non-cooperation
     

                   National collaboration     

                   International collaboration

                   (Attach ethical approal from    

                    corresponding  country)   


                   Involvement of foreign researcher 

                   (Attach approval from the State  

                   Ministry  for Science and Technology)

	4     Description of the Study in brief: Mark whatever applied to the study.

( Randomized 

( Stratified Randomized
( Use of genetic materials 
( Treatment controlled              ( Parallel                                   ( Descriptive
( Cross-over


( Preliminary Study                  ( others, specify……
( Use of Tissue samples
( Use of Blood samples


( Multicenter study

( Screening





	
	
	

	5
	Type of Proposal
	  

                    Initial Protocol

                
                    Modified Protocol

                   

                    Amendment Protocol

	6
	Institution
	

	7
	Funding Resources
	

	8
	Total of Research Funding
	

	9
	Research Location 
	

	10
	Period of Research
	Start :
End :



	
	
	

	11
	Has this protocol been submitted to other Ethics Committee 


	Yes;               accepted              rejected

 No     
                    

	12
	Research Description



	1 

 
	a. Research Type and Design
	           Explorative/Descriptive

	
	
	

	
	
	            Quantitative/Deductive 

	
	
	            Cross

            Sectional
	           Case 

           Control
	          Cohort

	
	
	           Community

            Experiment
	          Public/population 

          Experiment    

	
	
	            Qualitative

Mix Method

	
	b. Type of Samples
	
Individual            
	
         Population 
	   

          Institutional,

specify .......

	
	c. Number of Samples
	1). Based on problem
	           Yes   
	            No



	
	
	2). Based on minimum requirement for function:

-  participant   

   observation 

-   indepth interview            
	             

                Yes   
	              

               No 

	
	
	3). Based on population number (representative ness of the samples)             
	               

              Yes   
	              

            No 



	
	d. Sample Collection 
	1). Probability : 


	      

               Simple Random

               Progressive Random    

               Point Prevalence 
               Survey

                Cluster



	
	
	2). Non Probability 


	               Purposive Samples

          Quota Samples

          Chunk Samples

                Volunteer Samples



	
	e. Type of Data
	               Primary

               
	               Secondary

	
	f. Data Collection
	              

               Interview    
         

         Physical Examination


               Laboratory and/or Radiology Examination


               Document Analysis 


OTHERS (explained) : …………………..




	
	g. Time estimate for interview / sample measurement of one subject:    .................   (minute(s)/hour(s)/day(s)/week(s)/month(s)/year(s)*)

    * delete as applicable 

	13
	Will biological samples be sent abroad?
              Yes                                                   No
If Yes, Please include Material Transfer Agreement


	14
	Ethical Issue that might be encountered by subject 


	
	a. Data Confidentiality
	            Yes   
	            No 



	
	 b. Research Risk

	
	b.1. Interference of routine healthcare service activities
	            Yes   
	            No 



	
	b.2. Causing adverse effects on subject
	            Yes   
	            No 



	
	b.3. In opposition to common cultural values
	            Yes   

	            No 



	
	b.4. Occurrence of economical loss and stigmatization of subject
	            Yes   
	            No 



	
	c. Benefit of Participation

	
	c.1. Incrementing on new knowledge
	            Yes   

	            No 



	
	c.2. Provision of medical attention                     
	            Yes   

	            No 

	
	d1.Compensation


	
           Yes 


           No                
	If yes, state form of compensation:

	
	
	
	
   Item(s) describe......
	            

Cash (describe total amount :... )
	
            Insurance



	
	D2. Gift (please state it.......)

	
	e. Factors affecting compensation (coercion)

	
	e.1. Researcher-Subject Relationship                
	            Yes

	            No 




	
	e.2. If yes, state type of relationship:
	                  

Physician-Patient

	            

Teacher-Student



	
	
	             

Employer-Employee

	            

Others



	15
	Informed Consent

	
	a. Informed Consent Grouping:
	            

Individual 

	            

Public



	
	b. Please detail means to invite subjects in participating in research when using individual/public groups. By verbal consent or situations where no informed consent is available, please provide explanatory feedback.



	16
	If the research involves healthy individuals, please state the method of examination


	
	If the research involves affected individuals, please state the method of examination



	17
	Please name type of intervention (Information session, mass treatment, training, etc.)



	18
	Please details documentation procedure during research, including adverse effects and subsistent complications.




	 C. Document Completeness (Tick on box when appropriate)

	
	Cover letter from referring institution


	
	The proposal as approved by advisor or institute director. (Attach approval from authorized parties. Outline of research proposal should refer to guideline for PIs)


	
	Application form for initial review Protocol Submission Form For Health Related Research,Survey, Registry, Surveillance, Epidemiology, Humaniora, Stored Biological Specimen, Non-Clinical, including suppoting documents below 

	
	Attachment 1. Information for Subject

	
	Attachment 2. Informed Consent Form & checklist

	
	Attachment 3. Memorandum of Understanding between Researcher, Sponsor and Research Institution (For Research Cooperation)

	
	Attachment 4. Ethical Approval from Other Institution (When Available)

	
	Attachment 5. Forms: Questionnaire, Laboratory/Radiology Examination Request, Laboratory/Radiology Examination Results

	
	Attachment 6. Budgeting Details and Funding Resources

	
	Attachment 7. Others (e.g. Workflow)

	Ethical Responsibility and COI Statement (please tick) 

	
	I hereby pledge to address all form of COI that I may have and perform my tasks objectively, protect the scientist integrity of the study, protect all human participants and comply with my ethical responsibilities as Investigator 




Principal Investigator

Signature
__________________



__________________
Name





Date
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