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	Application Form for Initial Review
	



	Protocol Title: 


	Protocol number:
	Total Participants to be included:


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

· Survey 

(  Social
(  Medical
(  Community based
(  Individual based 

· Screening
(  Observational
(  Epidemiology
( Intervention study


· Clinical Trial: 
(  Phase I  
(  Phase II   
(  Phase III  
(  Phase IV

· Genetic Study
(  Retrospective
(  Prospective
(  Study based on stored  sample   
· Others……………………

Study Population:
( Healthy
(  Patient
(  Vulnerable groups

CHARACTERISTICS of PARTICIPANTS PARTICIPATED :

Age Range:
(  0 -17 yrs
(  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





DACA No.:………………
DACA No:……………………                                                                             



Name:………………….

Name:………………………
                                                                                

Sponsor:……………….

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


Holder:…………………

Holder:……………………...

PROCEDURE USE:

(  Invasive

(  Non-invasive 

MULTI-SITE COLLABORATION: 
(  YES


(  NO

FINANCIAL DISCLOSURE:
(  YES


(  NO


APPLICANT INSTITUTE RESEARCH CONTACT

Name:… ………………………………………… 

                                                                                             
Address:
 ……………………………………………………
                                                                                             
Telephone:… ………………………………………
                                                                                             

Fax:…………………………………………………

                                                                                             

E-mail: ……………………………………………...
PARTICIPATING INVESTIGATORS:

	First / Last Name
	Institution
	Telephone / Fax No.

	1. 
	
	

	2. 
	
	

	3.
	
	

	4.
	
	

	5.
	
	

	6.
	
	

	7.
	
	

	8.
	
	

	9.
	
	

	10.
	
	

	11.
	
	

	12.
	
	

	13.
	
	

	TYPE OF REVIEW:

	· Initial Review




· Resubmission Review

· Amendment Review

· Expedited Review
	· Emergency Review

· Continuing Review

· Report  Review

· Protocol Termination

	I declare that all the required documents (as per the AAERC check list) are submitted along with my proposal and will take the responsibility for delays incurred in the review process, if failed to do so.   

SIGNATURES:


                                                                               Date: ………………..                                                     

           Principal Investigators 

                                                                                             Date:…………………                                                      
 
    Protocol Chairperson (if applicable)

COMPLETION:


                                                                               Date:…………………                                                      



Secretary, AAERC

	APPLICATION NUMBER :    ((( / (( - ((
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