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	CHANGE TO ENROLLMENT NUMBERS FORM


	INSTRUCTIONS AND INFORMATION
· If you are requesting ONLY to increase or decrease your study enrollment number, complete the following information and submit to the IRB along with the revised protocol and consent.   NOTE: this form along with changes to the IRB protocol and/or consent must be e-mailed to irbhsr-mods@virginia.edu for pre-review.  The IRB will determine if the modification will require full board review.  

· This form is needed ONLY IF the enrollment figures at UVA are changing.

Please note that the IRB equates “enrollment” to the number of subjects that sign a consent form.  


	IRB-HSR #/ UVA Study Tracking # :      
	PI Name:      


	UVA Original enrollment #:      
	UVA revised enrollment #:      

	1. 
	Is the sponsor increasing their overall enrollment? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A

	2. 
	If Yes, list sponsor’s revised enrollment #:       

	3. 
	What is the reason for increasing enrollment (for both UVA and/or sponsor)?        

	4. 
	Is the UVA site OR the sponsor revising the statistical analysis section of the protocol?  
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	5. 
	If Yes, please explain:      

	6. 
	Was your study approved with a waiver of consent (i.e. there is no written consent for the main part of the study)? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	7. 
	If yes, fill out the appendix on page 2 of this form.  This will enable the IRB to determine if you may continue to enroll subjects without consent. 
	


Submitted by:      







Date:       
IRB-HSR Website:  https://research.virginia.edu/irb-hsr

Complete this appendix only if the information is not on the Protocol or on the IRB Appllication

APPENDIX:  Enrollment increases for studies without consent
Check one of the following to explain why the research could not practicably be conducted without consent.

Database Protocols

 FORMCHECKBOX 
 All data exists in current databases which were established for reasons such as Quality Improvement, clinical care, national registries, certification or licensure requirements or comparative effectiveness projects.  Contacting individuals will be difficult.  Not collecting data from all subjects would affect accuracy of data and outcomes of future studies.

 FORMCHECKBOX 
 Data collected from previously completed protocols for which subjects gave written consent to participate and future research. Not collecting data from all subjects would affect accuracy of data and outcomes of future studies.  

 FORMCHECKBOX 
 All information (data/specimens) will be collected prospectively, however, if samples are used, we will only use samples that are left over and would be discarded.  Do not know when samples will be taken.  Do not know who will have any sample leftover. 

 FORMCHECKBOX 
 Other explain      
Non- Database Protocols

 FORMCHECKBOX 
 All Information (data/specimens) have been collected retrospectively.  Not having access to data from all patients would create selection bias and therefore affect the statistical outcome of the research.  

 FORMCHECKBOX 
 All information (data/specimens) will be collected prospectively, however, will only use samples that are left over and would be discarded.  Do not know when samples will be taken.  Do not know who will have any sample leftover.  

 FORMCHECKBOX 
 Study will only involve review of medical records/ quality improvement data.  Data will be collected retrospectively and prospectively. Investigators are not the healthcare providers of potential subjects, and therefore will not know when the subject will be at UVA to obtain consent.  Subjects will not be contacted by any method to obtain additional information for this study. Not having access to data from all patients would create selection bias and would skew statistical outcome of the research.  

 FORMCHECKBOX 
 Study will only involve review of medical records/ quality improvement data.  Data will be collected retrospectively and prospectively. The investigator is the healthcare provider of potential subjects,  however eligibility cannot be determined at the time of clinic visit. Therefore, medical records will be accessed and reviewed after the patient is seen, when eligibility can be assessed, and data can be collected. No direct contact with the subject will occur to obtain additional data for research purposes. Not having access to data from all patients would create selection bias and would skew statistical outcome of the research.

 FORMCHECKBOX 
 The sample size required is so large  that including only those samples/records/data for which written authorization can be obtained would prevent drawing of conclusions from the data or bias the sample such that conclusions would be skewed.  

 FORMCHECKBOX 
 Ethical concerns created by the risk of creating additional threats to privacy by having to link otherwise de-identified data with identifiers in order to contact individuals to seek consent.  (e.g.  studies involving spousal abuse. )
 FORMCHECKBOX 
  Ethical concerns created by contacting individuals or families.  

 FORMCHECKBOX 
 Data collected for Comparative Effectiveness research where only using data from those who give consent would prohibit conclusions to be drawn or bias the sample such that conclusions would be skewed.  

Comparative Effectiveness research is the direct comparison of existing health care interventions to determine which work best for which patients and which pose the greatest benefits and harms. The core question of comparative effectiveness research is which treatment works best, for whom, and under what circumstances.
 FORMCHECKBOX 
 Other explain      
Will data/specimens be collected retrospectively, prospectively or both? 

Retrospective means that all data/specimens have already been collected at the time this protocol is approved by the IRB.  (e.g. the information is already in medical records/ the specimen are already in pathology.)

 FORMCHECKBOX 
 Retrospective
 FORMCHECKBOX 
 Prospective

 FORMCHECKBOX 
 Retrospective and Prospective 
►If retrospective, what is the stop date past which no data/specimen will be collected?  
This date must be prior to the IRB approval date. 
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