



	STUDY START-UP CHECKLIST

	IRB#:_______________________________________________________Funding #:______________________________________________

Study Title: _________________________________________________________________________________________________________

Sponsor(s):___________________________________________________________________________________________________________

Sponsor Contact:_________________________________     Email:______________________________     Phone #:_____________________

Mailing Address:

	

	Unit Evaluation – Initial Review
	
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE

	· Protocol is of interest, 

· Resources are available to conduct the study successfully, 

· Upon initial review, study is fiscally reasonable, and; 

· Goals and requirements of the research unit are met.
	
	(  ____/____/____

	Complete Confidentiality Agreement with sponsor (if required)
	Review by the contract specialist is recommended before signing the document
	(  ____/____/____

	Complete sponsor feasibility assessment or other questionnaires
	( n/a
	(  ____/____/____

	Conduct site qualification visit with the sponsor (if applicable),
	( n/a
	(  ____/____/____

	Submit letter to sponsor requesting guarantee of study start-up costs.
	( n/a
	(  ____/____/____


	Unit Evaluation – Feasibility
	
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE

	Confirm receipt or creation of critical documents: 

· Budget

· Contract

· Protocol

· Draft informed consent form (ICF) & HIPAA Authorization

· Investigational brochure or package insert and 

· Case report forms (if available)  

· Sponsor & Institution Financial Disclosure Statements (FDS)

· Advertisements

· Handouts

· Questionnaires
	
	(  ____/____/____

	Complete and submit “Request for IRB and Funding Number“ to crp@benaroyaresearch.org

IRB#:                                        Funding #:
	
	(  ____/____/____

	Assign a primary study coordinator & back-up.

Primary:

Back-Up:
	
	(  ____/____/____

	Complete “Human Subjects Unit Feasibility Checklist” (FRM 0028)
	
	(  ____/____/____

	Send applicable Impact Statements (if sponsor has guaranteed reimbursement);

· Nursing (Patient Care Planning)

· Laboratory 

· Radiology 

· Pathology

· Pharmacy

· Clinical Research Center
	
	(  ____/____/____

	Obtain Investigational Device Exemption (IDE), Humanitarian Device Exemption (HDE) or Compassionate Use letter(s) and any supplemental correspondence from sponsor if applicable.
	( n/a
	(  ____/____/____


	Unit Evaluation – Feasibility (cont)
	
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE

	Work with Information Systems (VMMC or BRI) if electronic data capture will be utilized for the study and study-specific software or hardware will be required.
	
	

	If conducting Investigator Initiated Trials (IIT) with Informed Consent Form (ICF) obtain; 

· Scientific review (2-3 reviewers),

· Statistical review (as required),

· Submit Investigational New Drug (IND) application (FDA Form 1571), IDE application or exemption to FDA as appropriate.
	( n/a
	(  ____/____/____


	Submission of Documents to BRI – Grant Studies
	( n/a
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE

	Notify Grants department of potential grant or sub-contract at grants@benaroyaresearch.org.
	
	(  ____/____/____

	Complete “Grants and Contracts Proposal Transmittal Form”
	
	(  ____/____/____


	Submission of Documents to BRI – Industry / IIT Studies
	( n/a
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE

	BRI Feasibility Review - Submit a complete packet of documents, preferably electronic, to crp@benaroyaresearch.org, e.g., Human Subjects Feasibility Checklist, FINAL protocol, ICF, HIPAA Authorization, CRFs, Investigator Brochure or package insert, draft budget, contract template, scientific review and CV annually for PI.   
	
	(  ____/____/____

	BRI feasibility approval must be received prior to submission of the remaining documents noted below
	
	

	All Impact Statements received and draft budget revised accordingly (if sponsor guaranteed start-up fee reimbursement).
	( n/a
	(  ____/____/____

	Submission of Documents to BRI – Industry / IIT Studies (cont)
	
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE

	Submit draft contract or Investigator Agreement along with current draft budget to the Contract Specialist at cta@benaroyaresearch.org along with “Clinical Trial Contract Review Request” Form.  
	This may be with industry sponsored research or research grant from a for-profit company to fund a specific study.
	(  ____/____/____

	Send applicable Impact Statements at this step if not previously submitted;

· Nursing (Patient Care Planning)

· Laboratory 

· Radiology 

· Pathology

· Pharmacy

· Clinical Research Center 
	( n/a
	(  ____/____/____

	BRI Investigator Compact completed for all investigators.
	
	(  ____/____/____

	If seeking internal funds to support the study, complete and submit “Request for Study Related Research Funds” form.  Also known as the ‘FAT’ form.  
	( n/a
	(  ____/____/____

	Institutional Reviews – Some of these reviews may not be required depending upon the type of study under investigation.  
· Institutional Biosafety Committee (IBC)

· Radiation Safety Committee (RSC)

· WIRB packet submitted to BRI IRB

· BRI IRB packet submitted

· Submitted IRB packet for outside facility (study not conducted entirely at a VMMC / BRI facility)  

Facility:
	
	(  ____/____/____

	Unaffiliated Investigator Agreement for non-VMMC/BRI Key Personnel (if applicable).  Names:  ___________________________________________
	( n/a
	(  ____/____/____

	Fit for Duty obtained for all non-VMMC / BRI key personnel and interacting with patients/subjects on the VMMC campus (if applicable).Names:_____________________________________
	( n/a
	(  ____/____/____


	Submission of Documents to BRI – Industry / IIT Studies (cont)
	
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE


	Key personnel (principal investigator, sub-investigators, primary coordinator, back-up coordinators, research assistants, etc.) and FDS (annual), signed & dated CVs (annual) and licenses present if applicable:

Names:                                                                  FDS   CV    Lic

_______________________________________   (      (      (
_______________________________________   (      (      (
_______________________________________   (      (      (
_______________________________________   (      (      (
_______________________________________   (      (      (
_______________________________________   (      (      (
_______________________________________   (      (      (
_______________________________________   (      (      (
_______________________________________   (      (      (
	CV of lab director may also be requested by the sponsor.
	(  ____/____/____


	Final Approval
	
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE

	Complete regulatory binder set-up
	
	(  ____/____/____

	Prepare research source documents
	
	(  ____/____/____

	Obtain or create CRFs
	
	(  ____/____/____

	Identify and request all necessary study supplies, e.g., lab supplies, disposables, etc.
	
	(  ____/____/____

	Prepare new-patient packets
	
	(  ____/____/____

	Investigator Meeting (if applicable)
	( n/a
	(  ____/____/____

	Site initiation visit complete
	( n/a
	(  ___/___/___

	Test article (TA) shipped or arrangements confirmed
	( n/a
	(  ____/____/____

	Investigator/Coordinator planning meeting
	( n/a
	(  ____/____/____


	Final Approval (cont)
	
	

	ITEM                                                                                                  COMMENTS                                                              COMPLETION DATE

	· Approved study budget (any type of study)

· Approved & signed contract (any type of study)

· Completed FDA Form 1572 (if applicable)

· Signed & dated CVs and current licenses as required

· Lab reference ranges, certifications 

· Any IDE and supplemental letters received from sponsor

· IRB Approval of study documents

· CRP Approval Letter stating study may begin (not required for Grant study)

· Web site posting via ‘Online study summary’ form

· Complete Clinical Trial Management System (CTMS) study entry and possible Study Activity Record or Log established

· Any study-specific billing preauthorization is obtained (e.g., category B devices)

· Ethics Training completed for all key personnel 

· Good Clinical Practice (GCP) course completed for all key personnel 

· Applicable training for research staff involved with the research project, e.g., shipping dangerous goods.

· Training and education of outpatient / inpatient staff on the protocol (may work with Clinical Nurse Specialist)

· Department(s):

· Subject Admission Packet established and any other applicable documentation to collect data

· List item(s) & location(s):

· Registered equipment with VMMC Central Services or VMMC Biomedical Engineering Department

· List equipment:

· Any electronic data capture (EDC) or electronic CRF requiring specialized software or hardware has been authorized by VMMC or BRI Information Systems.

For IIT studies:

·    IND, IDE or exemption if necessary
	
	(  ____/____/____


BRI 
Benaryoya Research Institute

CRC
Clinical Research Center

CRF  
Case Report Form

CV  
Curriculum Vitae

EDC
Electronic Data Capture

ICF 
Informed Consent Form

IB  
Investigational Brochure (Drug, Devices, Biologics)

IRB  
Institutional Review Board

PI  
Principal Investigator

WIRB 
Western Institutional Review Board
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