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Note to Investigator:  These Guidelines must be customized to your study. Please work with your study team in the CTO to finalize.
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PSHCI CONTACT INFORMATION


List name and contact information for study team at lead site:  

PI
CRC
Data Manager
Regulatory Associate

Where applicable:

IDS
Finance Analyst
Contracts Analyst



I.  REGULATORY DOCUMENT COLLECTION

Site Regulatory Documentation, Start-Up:  Investigator will ensure that proper requests are made of sites and that the following documentation is collected prior to initiation of site.  

· Protocol version control; signed protocol signature page (to be provided)
· Investigator’s drug brochure, if applicable; signature page
· IRB approval letter(s), initial approval
· IRB-approved consent form(s)
· Current membership list of IRB
· Current lab reference values and certifications
· FDA Form 1572 
· CV(s) of investigator(s) listed on 1572 form
· Medical license(s) of investigator(s) listed on the 1572 form
· Authorized signature page for study personnel
· Completed and signed Financial Disclosure Form(s) for PI and sub-investigator(s), if applicable

Send regulatory documents to:

· The site’s local consent form must be submitted to PSHCI for review per 21 CFR Part 50, Protection of Human Subjects, with documented approval by lead PI or designee 

Send consent form for review to:

Site Regulatory Documentation, Ongoing:  Investigator will ensure maintenance of ongoing regulatory activities with sites throughout the conduct of the study.  Investigator will ensure that proper requests are made of sites and that the following documentation is collected throughout the course of the study.

Any amendments to the protocol must also be approved by the PSU IRB and the Investigator’s local IRB prior to implementing any changes in the study.  An amendment to remove a life-threatening situation can by implemented by the Investigator prior to obtaining IRB approval by the site. In such situations, the IRB (PSU and site/local) must be notified immediately and the amendment forwarded to the IRB (PSU and site/local) for their consideration.

· Protocol version control; distribution of Amendments; signed protocol signature page(s) for each Amendment (to be provided)
· Investigator’s drug brochure version control, if applicable; with signature page(s)
· IRB approval letter(s); all protocol modifications and all renewals
· IRB-approved consent form(s)
· Current membership list of IRB; collect bi-annually 
· FDA Form 1572; collect as updates are required
· Updated investigator information where relevant (e.g., CV, medical licensure and Financial Disclosure for new sub-investigator)
· SAE form(s):  Completion per protocol and notification to IRB of serious adverse event(s)
· Safety Report form(s)/letter(s):  Maintenance of SR(s) received from sponsor along with notification letter/form sent to the IRB, as required by local IRB guidelines
· Updates to authorized signature page for study personnel
· Site visit record, if applicable
· Subject screening and enrollment log(s)
· DSMB findings:  Findings and reports of DSMB for trial will be provided to site(s) for filing with the IRB of record for their site, according to the site’s requirements

Send regulatory documents to: 

· Where applicable for protocol Amendments, informed consent review per 21 CFR Part 50, Protection of Human Subjects, with documented approval by lead PI or designee

Send consent form for review to:


II. REGISTRATION PROCESS

To register a patient, the following documents must be completed by the appropriate individuals at the enrolling site and faxed or e-mailed to the CRC at PSHCI.

· Registration Form (template attached)
· Eligibility Worksheet (attached)
· Signed patient consent form (de-identified)
· Signed HIPAA authorization form (de-identified)
· Copy of required screening laboratory results
· Copy of patient’s history and physical exam
· Copies of other protocol-specific source documentation

If the above documents are transmitted to CRC at PSHCI via fax, a follow-up phone call should be made to confirm transmittal.  

The CRC at PSHCI will verify the subject’s eligibility.  Any questions will be directed to the enrolling site via e-mail or telephone (with documented written response to follow).  Any questions resolved with Investigator input will be documented.   To complete the registration process, the CRC at PSHCI will e-mail the confirmation of registration with patient study number and treatment assignment to the participating site.  

  

III. SITE MONITORING

As per protocol, data entry requirements are as follows:

	Event
	Data Entry Timeline

	Subject registration
	48 hours


	On-study form completion
	Within 2 weeks of subject on study


	Each course of treatment, all required forms completion (includes response evaluation, where applicable)

	Within 2 weeks of course completion

	Follow-up per protocol
	Within 2 weeks of follow-up time point




As stated in Section II, Registration Procedures, copies of de-identified patient information (i.e., signed consent form, Eligibility Worksheet, copies of laboratory parameters, copies of source documents to verify eligibility), will be provided to PSHCI-CTO for every subject enrolled on study.  In addition, the following minimum monitoring activities (remote) will be performed by PSHCI-CTO:

	Event
	Site Responsibility
	Monitoring Timeline 
	PSHCI-CTO Responsibility

	1st subject enrolled at site:  Subject registration, on-study form, completion of first course of treatment.
	Provide copies of source documentation to verify all CRF entries (fax or e-mail), de-identify source.
	Within six weeks of completion of first course of treatment.
	Monitor all CRFs with source document verification; review reports of SAEs to ensure appropriate filing.


	General quality control, timely data entry.
	Adherence to Data Entry Timelines noted above.
	Quarterly:  March 31, June 30, September 30, December 31.
	Run Discrepancy Summary and generate queries via OnCore®.


	Every six months after study activation at site:  Dependent upon site enrollment; at least one of every four subjects enrolled; through end of study visit or current cycle of therapy.

	Provide copies of source documentation to verify all CRF entries (fax or e-mail), de-identify source.
	Within six weeks after every six months of study activation at site. 
	Monitor all CRFs with source document verification; review reports of SAEs to ensure appropriate filing.



Insert any protocol-specific monitoring that will be required.

Additionally, monitoring or audit activities for this study may be conducted by representatives of the HMC/PSU Institutional Review Board or the PSU Research Quality Assurance office.  
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Fax or e-mail completed form to:
XXX
If faxed, call or e-mail notification of transmittal.

Protocol Title:

PATIENT REGISTRATION FORM

	Date
	Sent by

	Site/Location
	Treating Physician

	Patient Initials
	Race/Ethnicity
	Gender
	ECOG PS

	Date Patient Signed Consent
	Anticipated Start Date




Attached:
	Please check
	Item Required

	
	Eligibility Worksheet

	
	Signed patient consent form (de-identified)

	
	Signed HIPAA authorization form (de-identified)

	
	Copy of required screening laboratory results

	
	Copy of patient’s history and physical exam

	
	Other:  



Site contact for questions/clarifications:
	Name
	Role

	Phone
	E-mail





PSHCI Use Only

	Assigned Patient Number

	Treatment Assignment




_____________________________________	________________________________
Authorized PSHCI Signature				Date
Printed Name:  _________________________

Protocol Title:

ELIGIBILITY WORKSHEET


Study-specific Inclusion/Exclusion Criteria



































_____________________________________	________________________________
Coordinator Signature			Date		PI Signature			Date

_____________________________________	________________________________
Printed Name						Printed Name
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