[image: image1.jpg]Public Realth
=== Solutions

MERGING RESEARCH AND ACTION











Institutional Review Board
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	APPLICATION FORM FOR INITIAL REVIEW

	1)
Date

	


	2)
Protocol
Title
	     

	3)
Principal 
Investigator
	     

	4)
Mailing address and email address
	     

	5)
Telephone 
Number
	     


	6)
Facsimile 
Number
	     


	7) Names of Additional 


Co-Investigators
	Institution

	     
	     

	     
	     

	     
	     

	8)
Is there a clinical research coordinator or data manager for this study?  If so, please 
provide:

	Name:
	     
	phone #:
	     

	9)
Will any of the investigators named above receive gains other than scholarly as a result of  this research?  If yes, please describe these gains.  
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	     



	10)
Do any of the investigators have any conflicts of interest?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	If Yes, please describe.

	

	11)
Human subjects contact:

	Anticipated start date:
	     
	Anticipated end date:
	     

	12)
Site(s) where data collection will take place (check all that apply).

	Hospital
	 FORMCHECKBOX 

	Specify:
	     

	Clinic
	 FORMCHECKBOX 

	Specify:
	     

	Public/private schools
	 FORMCHECKBOX 

	Specify:
	     

	Private home
	 FORMCHECKBOX 

	Specify:
	     

	Other institution
	 FORMCHECKBOX 

	Specify:
	     

	13)
Source(s) providing data and/or medical records, if applicable. 

	     

	14) If these data and/or records are not publicly available, provide the name and phone number of the person who gave approval for the use of the records.  Written documentation for the use of these records from the holder/custodian of the records should be submitted as an attachment to this application.

	Name:
	     
	Phone:
	     

	15)
Name of institution or organization which is the chief funding source:

	Written documentation for the use of these records from the holder/custodian of the 
records should be submitted as an attachment to this application.


	16)
Funding decision:

	Pending?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
  
	Awarded?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	Funding start date:
	     
	Funding end date:
	     

	17)
Additional funding: (If there are more than 2 sources, please include this information as an attachment)

	Pending?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

	Awarded?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	Funding start date:
	     
	Funding end date:
	     

	18)
Has the protocol been submitted to any other institutional 
Review Board?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	If Yes, please name the Boards, and status.

	Board
	     
	Approved  FORMCHECKBOX 
  in review  FORMCHECKBOX 
  not approved  FORMCHECKBOX 



	Board
	     
	Approved  FORMCHECKBOX 
  in review  FORMCHECKBOX 
  not approved  FORMCHECKBOX 



	Board
	     
	Approved  FORMCHECKBOX 
  in review  FORMCHECKBOX 
  not approved  FORMCHECKBOX 



	19)
Any additional information you would like PUBLIC HEALTH SOLUTIONS’s IRB to know about your 
submissions to other Institutional Review Boards?

	     

	20)
Please provide a summary of your research using language understood by a person 
unfamiliar with your area of research.  Jargon should be avoided or explicitly explained.

	     



	21)
Briefly describe the hypothesis and methodology of your research.

	     


	22)
Explain step by step what the participants will be asked to do.

	     


	23)
The following list includes federally defined vulnerable populations.  Please check those that apply to your research population:

	 FORMCHECKBOX 

	Children (age < 18 years)
	Provide age range:
	      To       years old

	 FORMCHECKBOX 

	Cognitively impaired persons (either due to a psychiatric, medical, or developmental condition)

	 FORMCHECKBOX 

	Traumatized and/or Comatose persons

	 FORMCHECKBOX 

	Terminally ill persons

	 FORMCHECKBOX 

	Persons who are HIV+ or living with AIDS

	 FORMCHECKBOX 

	Pregnant or lactating women

	 FORMCHECKBOX 

	Prisoners

	 FORMCHECKBOX 

	No vulnerable populations included

	 FORMCHECKBOX 

	Not applicable; no direct involvement of human subjects

	Note:
Researchers planning to use children must provide a parental (or guardian) permission form and an assent form for children who can read-- generally thought to be 8-18 years in age.  If the research is designed for a population for which parental consent is not reasonable (neglected or abused children, for example) please provide this information as an attachment; the IRB may accept a substitute mechanism for protecting children who will participate as subjects in the research.

	24)
Will subjects be included who do not speak English?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	25) 
Will the research be conducted in any language besides 
English?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	25a)    If Yes, please list languages:
	     

	Note:
Consent forms, flyers, posters, and questionnaires must be submitted in all of the languages you have listed above as well as in English.


	26)
 Will any populations be excluded from this study?  Please list.

	     


	27)
Total number of subjects you anticipate contacting.

	Female:
	     
	Male:
	     
	Over what time period?
	     

	28)
Total number of subjects you anticipate enrolling.

	Female:
	     
	Male:
	     
	Over what time period?
	     

	29)
Describe how subjects will be identified and recruited, as well as who will make initial 
contact with the subjects.  Please make sure to submit all recruitment letters, flyers and 
posters.

	     


	30)
List criteria for inclusion of subjects in this study.

	     


	31)
List criteria for exclusion of subjects in this study.

	     


	32)
Will subjects receive any incentives/compensation to 
take part in this research?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	Please describe incentives/compensation if applicable.

	     


	33)
 Will any monetary expenditures be required of the subject as a result of participating in this study?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	If Yes, please describe.

	     


	34) 
Describe any penalties the subject will incur as a result of withdrawing from the study (e.g. 
loss of incentives, loss of services, etc.)?

	     


	35)
Does the research involve: (Check all that apply.)

	 FORMCHECKBOX 

	Use of private records (medical or educational)

	 FORMCHECKBOX 

	Possible invasion of privacy of subject or family

	 FORMCHECKBOX 

	Any probing for personal or sensitive information in surveys or interviews (e.g. history of substance use, HIV/AIDS status, sexual history, domestic violence, child abuse, etc.)

	36)
Describe the risks (physical, psychological, social, legal, ethical, or other) 
and the likelihood of these risks.

	     



	37)
Describe measures taken to minimize risk.

	     


	38)
Describe the provisions that have been made for the care of the subjects in the event of any 
psychological distress, accident or complication related to the research.

	     


	39)
Describe the benefits of this research, both to the individual subjects and society in 
general.

	     


	40)
If children are involved (age < 18), explain why the benefits outweigh the risks.

	     



	41)
Describe the informed consent process.

	     


	42)
Describe provisions made to maintain security and confidentiality of data.

	     


	43)
Who will have access to the data, where will data be kept, for how long, and what 
will be 
done with the data and files when the study terminates?

	     


	44)
What, if any, personal identifiers will be known from the data?

	     


	45)
Will data identifying the subjects be made available to anyone 
other than the principal investigator (e.g., study sponsor)?
	Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 


	If Yes, who?

	     


	46)
Will the data be part of the medical chart or other permanent 
record?
	Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 


	47)
Will any body fluids or tissues be collected from the subjects?
	Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 


	If Yes, please describe what these samples are, how much and how often they will be taken, how they will be stored, and if they are stored with any identifiers.
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