Centerstone Institutional Review Board

Submission Instructions and Checklist
For initial submissions, investigators (excluding those requesting exemption from review or those using only medical records/charts and/or computer data) must complete Forms A-C, and Forms D-J must be completed as it pertains to the protocol. Two copies of all forms must be submitted to the IRB: one hard, signed copy, and one sent via electronic mail. 
	 FORMCHECKBOX 
 Form A: Cover and Signature Forms
	This form asks general information applying to all protocols and must obtain appropriate signatures.

	 FORMCHECKBOX 
 Form B: Experimental Design
	This form is the body of the protocol application and describes recruitment procedures, inclusion criteria, assessments, risks and benefits, data analysis, etc. This form is suggested, however, other formats will be accepted as long as all pertinent topics are addressed.

	 FORMCHECKBOX 
 Form C: Consent/Assent/HIPAA
	This form asks information pertaining to the informed consent/assent process as well as HIPAA requirements. An informed consent document should also be submitted with this form, if applicable.

	 FORMCHECKBOX 
 Form D: Investigational Devices
	This form pertains to protocols involving the use of an investigational device.

	 FORMCHECKBOX 
Form E: Genetic Research
	This form is to be completed if the protocol involves genetic research.

	 FORMCHECKBOX 
 Form F: Waiver of Parental Permission
	This form should be completed if you are requesting a waiver of parental permission. This may be requested in such instances as adolescent research which may involve sensitive issues such as sexual practices or risk-taking behavior.

	 FORMCHECKBOX 
 Form G: Research Involving Pregnant Women or Fetuses
	This form should be completed if your protocol involves pregnant women or fetuses, as federal regulations require additional determinations be made. 

	 FORMCHECKBOX 
 Form H: Research Involving Prisoners
	This form should be completed if your protocol involves prisoners, as federal regulations require additional determinations be made.

	 FORMCHECKBOX 
 Form I: Research Involving Children
	This form should be completed if your protocol involves children as participants.

	 FORMCHECKBOX 
 Form J: Research Involving Cognitively Impaired
	This form should be completed if your protocol involves participants who are cognitively impaired.


Other Forms:
	 FORMCHECKBOX 
 Request for Exemption from Review
	This form is to be completed if you feel your protocol falls into one of the specific exempt categories. Although research activities may be exempt, the IRB is responsible for certifying that the research meets exemption criteria requirements.

	 FORMCHECKBOX 
 Medical Records/Charts and/or Computer Data Form
	This form may be used for studies that are limited to the review of health information on patients, and Forms A, B, and C is not needed. This form may not be used if the study involves interaction with patients.

	 FORMCHECKBOX 
 Amendment Form
	This form is used when changes are being made to a previously approved application, protocol, and/or informed consent document(s). If the changes being requested involve only changes to study staff, please use the Study Staff Amendment Form instead.

	 FORMCHECKBOX 
 Study Staff Amendment Form
	This form is to be used when the only requested changes involve changes to the study staff. If changes are requested involving a previously approved application, protocol, and/or informed consent document(s), the Amendment Form must be used instead.

	 FORMCHECKBOX 
 Continuing Review Form
	This form is used to review research that is undergoing a continuing review of not less than once per year. If the research involves the use of medical records/charts and/or computer data, the Medical Records/Charts and/or Computer Data Continuing Review Form should be completed instead.

	 FORMCHECKBOX 
 Medical Records/Charts and/or Computer Data Continuing Review Form
	This form is used to review research that is undergoing a continuing review of not less than once per year. This form may also be used as a completion report in order to close the protocol. If the research does not consist solely of the use of medical records/charts and/or computer data, the Continuing Review Form should be completed instead.

	 FORMCHECKBOX 
 Adverse Event Form
	This form is used to report individual serious adverse events and/or unanticipated problems involving risks to subjects or others.

	 FORMCHECKBOX 
 Protocol Deviation/Violation Form
	This form is used to report a protocol deviation or violation. Deviations and violations occur when the study is not conducted per the IRB-approved protocol. 

	 FORMCHECKBOX 
 Study Completion Form
	This form is to be completed when all protocol activities has ended (except for research involving only the use of medical records/charts and/or computer data).
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