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Annex 1

Form  AF/01-010/2022/01.5

PROTOCOL SUBMISSION FORM FOR CLINICAL TRIAL
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, Lippo Karawaci, Tangerang 15810, Tel. +62 21 54210123, Fax. +62 21 542 10110, Email : mrin.ec@mrinstiute.org

	
	
	
	
	
	
	
	
	
	 


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


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



(  Phase I  
(  Phase II   
(  Phase III  
(  Phase IV


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



INVESTIGATIONAL NEW DRUG (IND) / DEVICE (IDE):


(  None


(  IND



(  IDE




              No.Reg BPOM.:………

No.Reg BPOM:………….…                                                                          


Name:………………….

Name:………………………
                                                                                

Sponsor:……………….

Sponsor:…………………...
                                                                   


Holder:…………………

Holder:……………………...

HAS PRE-CLINICAL STUDY IN ANIMALS BEEN PERFORMED :
             (  No


(  Yes, if yes please attach the result of study........
PROCEDURE USE:

(  Invasive

(  Non-invasive 



MULTI-SITE COLLABORATION:           (  YES


(  NO

FINANCIAL DISCLOSURE:
            (  YES


(  NO


	Conflict of Interest Declaration (Relationship with sponsor)
	Are you a regular employee of the sponsor?


	[image: image1.jpg]
	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:
T

elephone

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 and GCP Training the last 3 years (attach Ethics and GCP Training certificate)
	

	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 and GCP Training (the last 3 years and attach GCP and Ethics Training certificate)
	

	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 and GCP Training (the last 3 years and attach GCP and Ethics Training certificate)
	

	Duties on the research
	


Note : at least one of the research team provides GCP Training
 






	



	



	


Abstract*
	


Type of Protocol (Screening, Survey, Clinical Trial, etc)* delete



Aims*

	


Anticipated Outcome*

	


 

Mode of Intervention to the Human*
	


Methodology (Synopsis of Study Design)*

	





Analysis method*

	


Timeline*

	


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










	
	
	
	
	
	
	
	
	
	





	
	

	

	
	
	

	3.
	Type of Research:
	                  Non-Cooperation                                                             
                  National Collaboration      
                  International Collaboration (Attach    
                  ethical approval 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
( Open-labeled

( Double blinded
             ( Placebo controlled
             ( Single Blinded
( Cross-over


( Parallel


(  Interim Analysis

( Use of Tissue samples
( Use of Blood samples
( Use of genetic materials

( Multicenter study

( Screening


(  Treatment controlled
( Descriptive


	5
	Type of Proposal:
	                    
                  Initial Protocol 
             
         
                  Modified Protocol
                    
                  Amendment Protocol





	6
	Institution
	

	7
	Funding Resources
	( Investigator Initiated, specify source of funding…...
( Sponsor ,specify name of sponsor………..


	8
	Total of Research Funding
	Rp



	9
	Research Location
	

	10
	Research Period
	Start : 
End  :


	
	
	



	11
	Has this protocol been submitted to other Ethics Committee before
	Yes;                  accepted                rejected
 No               
          

	

	12
	Type of Research: (Tick more than one when appropriate)

	
	          Explorative/Descriptive                        Quantitative (Deductive) 

	
	           Cross-                        
          sectional                            
	          Case- 
         control
	            Pre-
          Post test 
	              Cohort                   
	            Clinical 
           Experiment      

	
	           Quantitative (Inductive)



	13
	Clinical Trial Phase

 MACROBUTTON HTMLDirect 
  Phase I  Phase II Phase III Phase IV                 

	14
	Purpose of Clinical Trial:


	15

	Subject Inclusion Procedures:

	
	a. Number of Subjects


	
	b. Inclusion Criteria


	
	c. Exclusion Criteria


	
	d. Withdrawal/Drop Out Criteria


	
	e. Benefit of study



	
	f. Risk of Study and How to anticipate the risk



	
	g. Acquisition of Subject’s Informed Consent


	
	e.1  Summarize information disclosure procedure to subject
(Materials conveyed; Speaker; Means of information delivery; Self-informing through provided manuscripts/Group Session/Accompanied by family/Close acquaintance/Private session; Compensation; Q&A session, etc.)

	
	e.2  Detail relationship between information giver with observed subject
 Physician – Patient                         Teacher- Student                Employer-Employee 
  
  
  No Relationship                               Others : (please specify)

	
	



	17
	Information on subtance or medical intervention on trial 
(Has such clinical trial taken place before, are safety data and benefits of previous identical/similar study or studies from other countries available?)


	18
	Information about the drugs

	
	
	Investigational Drug
	Standard Drug

	
	a. Generic Name :
	
	

	
	b. Product Name  :
	
	

	
	c. Chemical  Name :
	
	

	
	d. Pharmacology Class :
	
	

	
	e. Dossage Form and strenght of a Drug
	
	

	
	f. Package  :
	
	

	
	g. Delivery route :
	
	

	
	h. Expired Date  :
	
	

	
	i. Batch No :
	
	

	
	j. Certificate of Analysis :
	
	

	
	k. GMP Certificate  :
	
	

	
	l. Type and Quantity imported drug,if any
	
	

	
	m. Name and address of manufacturer  :
	
	

	
	n. Name and address of importir :
	
	

	
	o. Approved drugs or not in marketed overseas) :
	
	

	19
	Will biological samples be sent abroad?
              Yes                                                   No
If Yes, Please include Material Transfer Agreement



 

	
	

	20
	Clinical Trial Process 

	
	a. Administration of Intervention (Dose regimen, invasive measures, reference drugs, placebo) 
Provide explanatory guidance on procedure: dose and administration, frequency, interval, invasive measures taken, radiation, etc.


	
	b. Selection of Outcome Indicator


	
	c. Interim Analysis


	
	d. Clinical Trial Termination Procedure


	
	e. Time Estimate for Processing of One Subject (minute(s)/hour(s)/day(s)/week(s)/month(s)/year(s))


	
	f. Possible occurring subject involving ethical problem (e.g. inconvenience, please put to record)


	21
	Adverse Event (AE)

	
	a. Documentation (Details of events occurring during treatment)


	
	b. Analysis


	
	c. Emergency Rescue System


	
	d. Subject Withdrawal from Research at the Cause of AE


	
	e.     Subject Compensation


	22
	Data Analysis

	
	a. Efficacy


	
	b. Safety


	23
	Post-Research Responsibility (Capacity building, benefits for local community, treatment maintenance on subjects, etc.)



	Document Completeness (Tick box when appropriate)


	
	Cover letter from the referring institution

	
	The proposal approved by advisor or institute director

	
	Protocol Submission Form For Clinical Trial inlcluding supporting documents below

	
	Attachment 1. Information for Subject

	
	Attachment 2. Informed Consent Form & Check list

	

	

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

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

	
	Attachment 5. Case Report Form/ Incidence Card

	
	Attachment 6. Forms: Questionnaire, Laboratory/Radiology Examination Request, Laboratory/Radiology Examination Results

	
	Attachment 7. Adverse Event Report Form

	
	Attachment 8. Investigator’s Brochure (When Necessary)

	
	Attachment 9. Investigational Drugs Request Letter to or Approval from BPOM (New Drugs/Food Trial)

	
	Attachment 10. Result of the Pre-Clinical Study using of Animals (for Phase I and II)

	
	Attachment 11. Budgeting Details and Funding Resources

	
	Attachment 12. 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
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Principal Investigator

Signature

__________________



__________________

Name





Date
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	15. 
	

	16. 
	

	17. 
	

	18. 
	

	19. 
	

	20. 
	

	21. 
	

	22. 

	

	23. 
	

	24. 
	

	25. 
	

	26. 

	

	27. 
	

	28. 

	

	29. 
	

	30. 

	

	31. 

	

	32. 

	

	33. 
	

	34. 

	

	35. 
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	43. 
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