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	Purpose: 
To outline the process for providing Expanded Access Investigational New Drug (IND) to a Single Patient. Also commonly referred to as “Compassionate Use” or “Single Patient IND”.


	[bookmark: _GoBack]Related Policies or Evidence: FDA Expanded Access to Investigational Drugs for Treatment Use – Guidance for Industry, updated October 2017; FDA Individual Patient Expanded Access Applications: Form FDA 3926 – Guidance for Industry, updated October 2017; CRP-SOP-009 “Coordination with IDS for Test Article Storage and Handling”; CRP-SOP-012 “IDS Test Article Management”; and Virginia Mason Pharmacy Policy and Procedures, “Investigational Drugs”, Reference 8.1.0.


	Roles/Work CRPs Who Must Adopt This Process:
VM Physician/Principal Investigators, Clinical Research Program (CRP) Manager/Supervisors, Study Coordinators, Institutional Review Board (IRB) Administrative Director (AD), IRB Chair, IRB staff, Investigational Drug Services (IDS) Pharmacists; IDS Staff; CRP AD, CRP Compliance staff, CRP Specialist, Contracts Administrator

	Average Completion Time:
Approximately 2-4 weeks

	

	STEP

	OPERATOR

	TASK DESCRIPTION

	TOOLS/SUPPLIES REQUIRED

	CYCLE TIME


	1.   

 



	VM Physician

	A need for Investigational Product (drug) is identified for a single patient through Expanded Access. The following criteria are all satisfied:
1) Has a serious disease or condition, or whose life is immediately threatened by their disease or condition
2) There is no comparable or satisfactory alternative therapy to diagnose, monitor, or treat the disease or condition
3) Patient enrollment in a clinical trial is not possible
4) The probable risk from the investigational drug is not greater than the probable risk from the disease or condition
5) Providing the drug will not interfere with investigational trials that could support a medical product’s development or marketing approval for the treatment indication
	-Cerner

	

	2. 

	VM Physician
	Notify the Clinical Research Program (CRP) about the need for a Single Patient Expanded Access IND:
CRP@benaroyaresearch.org 
	-Email
-Vnet
	

	3.

	CRP staff
	Ensure the notification is conveyed to CRP staff:
-AD
-Compliance staff
-Manager/Supervisor of relevant research unit
	-Email
	

	4. 

	VM Physician; CRP Manager/  Supervisor
	Check Manufacturer/Sponsor website for instructions on how to request Expanded Access to the drug. Complete the application process, with assistance from CRP Manager/ Supervisor as needed.
	-Internet/ Sponsor Website
-Phone
-Email
	

	5.

	CRP Manager/ Supervisor
	Forward application information to CRP Compliance staff, to include:
-Subject initials
-Indication
-Brief history
-Treatment plan
-Signed/Dated CV of VM physician if not already on Box.com
-Cellphone number of VM physician
	-Email
	

	6.
	CRP Compliance
staff
	Update HUD/IND tracker; set outlook reminders for sponsor approval.
	-Excel
-Outlook
-Compliance Drive
	

	7.
	CRP Compliance staff, FDA staff
	Contact applicable FDA CDER division for submission delivery preference (https://www.fda.gov/NewsEvents/PublicHealthFocus/ExpandedAccessCompassionateUse/ucm429610.htm)
	-Phone
-Email
	

	8.


	VM Physician, Sponsor/ Manufacturer staff
	Upon Sponsor/ Manufacturer approval, review all safety information, inclusion/exclusion requirements, contraindications, and risk management plans provided by sponsor carefully. If Expanded Access with this drug is still indicated for the patient, notify CRP to complete the FDA application and the next stage of Start Up.
	-Email
-Phone
	

	Upon approval by drug Manufacturer/Sponsor and VM Physician confirmation to continue, the following steps may occur in parallel. 
VM Physician is now the Principal Investigator (PI).

	9.
	CRP Manager/ Supervisor
	Assign study coordinator. Keep informed of Start Up progress.
	-Email
	

	10.
	CRP Manager/ Supervisor
	Request CRP Number. 

	-SMS
	

	11.
	CRP Manager/ Supervisor
	Complete Impact Statement. Check applicable box for Expanded Access, which will notify IDS and IRB.
	-SMS
	

	12.


	CRP Manager/ Supervisor; CRP Specialist; Contracts Administrator
	If Confidentiality Disclosure Agreement (CDA), Clinical Trial Agreement (CTA) or any other contract is required by Manufacturer/Sponsor, upload to SMS and notify CRP Specialist and Contracts Administrator for processing.
	-SMS
-Email

	

	13. 

	CRP Manager/ Supervisor; CRP Specialist
	Upload the following information to SMS and request expedited Feasibility review:
-All Drug Information provided by Sponsor/ Manufacturer
-Treatment plan
-Safety monitoring plan provided by Sponsor
-Letter of Authorization (LOA) or equivalent sponsor approval
-Model ICF (if provided)
	-SMS
	

	14. 
	CRP Manager/ Supervisor
	Begin expedited BRI IRB application. Application must include the following prior to submission:
-All Drug Information provided by Sponsor/ Manufacturer
-Treatment plan
-Safety monitoring plan provided by Sponsor
-LOA or equivalent sponsor approval
-Model ICF (if provided by sponsor)
-Form FDA 3926 (upon completion/signature)
-FDA approval (upon receipt)
	-Eprotocol
	

	15. 

	IRB AD; IRB staff
	Notify IRB chair of upcoming Expanded Access application. Create Informed Consent Form (ICF).
	-Microsoft Word
-Expanded Access Template
-Model ICF if available
	

	16.

	IRB Chair
	Begin review of application materials.
	-Email
-Eprotocol
	

	17.

	IDS Pharmacist
	Create Order Set (if applicable), Fast Facts, and Script. Upload to SMS.
	-EZScript
-Cerner
-SMS
	

	18.

	IDS Pharmacist
	Create budget and upload to SMS.
	-Excel
-SMS
	

	19.
	CRP Manager/ Supervisor
	Create budget for coordinator time and upload to SMS upon completion.
	-Excel/Time and Task Tool (TTT)
-SMS
	

	20.
	CRP Specialist
	Assign CRP Number. Create feasibility folder on program shared drive and draft the feasibility review form. Notify CRP AD of expedited feasibility review request. Add to study tracker.
	-Progshare Drive
	

	21.
	CRP Compliance staff
	-Complete Form FDA 3926, on which numbers 10a and 10b must be checked. Upon completion, obtain PI signature.
	-Internet
-Printer
	

	22.


	CRP Compliance  staff
	Submit application to FDA:
-Cover sheet
-Signed FDA Form 3926
-LOA
-IP information if drug is not under an IND
-Treatment plan if separate from Form FDA 3926
-Safety plan if separate from Form FDA 3926
-Abbreviated CV of PI (usually first 3 pages)
-Draft ICF if available

Note: If submission is required via mail, include 3 bound copies of application, including the wet ink signature on Form FDA 3926. Retain copy for internal reference. Send via FedEx, utilizing CRP billing reference: #9000660, to:

Food and Drug Administration
Center for Drug Evaluation and Research
Central Document Room
Attn: (appropriate review division)
“EXPANDED ACCESS SUBMISSION”
5901-B Ammendale Rd
Beltsville, MD 20705-1266
	-Fax, Email, or hard copy (based on division preference) sent via FedEx
	

	23.
	CRP Compliance Staff
	Save electronic copy of all FDA submission materials and pertinent email correspondence in Compliance drive. Update IND/HUD tracker. Upload completed Form FDA 3926 to SMS and forward to CRP Manager/ Supervisor for inclusion into eprotocol application.
	-Compliance Drive
-Excel
-SMS
-Email
	

	24.
	CRP Manager/ Supervisor
	Attach FDA Form 3926 to pending IRB application. Do not yet submit.
	-Eprotocol
	

	25.

	Study Coordinator
	Make source/checklists as needed for safety monitoring requirements.
	-Microsoft Word
-Excel
	

	26.

	CRP AD
	Begin feasibility review.
Notify staff of any outstanding items needed for feasibility approval.
	-SMS
-Email
-Progshare Drive
	

	Upon approval by FDA for single patient Expanded Access IND, the following steps may occur in unison. 

	27.
	CRP Compliance staff
	Notify all parties of FDA approval. Save FDA approval document on compliance drive and in SMS. 
	-Compliance Drive
-Email
-SMS
	

	28. 

	CRP Manager/ Supervisor
	Attach FDA approval to IRB application and submit.
	-Eprotocol
	

	29. 

	CRP Manager/ Supervisor, IDS staff, Sponsor/ Manufacturer
	Send FDA approval notice to Sponsor/Manufacturer. Work with IDS and Sponsor/Manufacturer to facilitate shipment of drug within timeframe acceptable to PI for patient treatment.
	-Email
-Phone
	

	30.

	IDS staff
	Prepare for drug receipt and storage. Create drug logs and binders as needed.
	
	

	31.
	IRB staff
	Add FDA assigned IND number to ICF and finalize; upload to IRB application.
	-Microsoft Word
-Eprotocol
	

	32.
	CRP Compliance staff
	Update IND/HUD tracker. Add FDA assigned IND number to Feasibility sheet.
	-Microsoft Word
-Excel
	

	33. 

	IRB Chair
	Review expedited IRB application for approval if Box 10b on Form FDA 3926 is marked and FDA approval does not object to IRB expedited process/approval. Notify all parties if determination is made that application must be reviewed by full IRB board.
	-Eprotocol
-Email
	

	34.

	CRP AD
	Complete feasibility review and generate feasibility approval when all criteria are met.
	-Microsoft Word
-SMS
-Excel
-Email
	


	35. 
	CRP Specialist
	Send feasibility approval email; update study tracker.
	-Email
-SMS
	

	36.
	CRP Compliance staff
	Schedule Study Launch Meeting (SLM) to follow IRB approval and coincide with imminent drug receipt. 
Place reminder in Outlook to check in with PI in 11 months for annual follow up submission requirements.
	-Outlook
	

	Upon approval by IRB, the following steps may occur in unison. 

	37.
	CRP Manager/ Supervisor
	Notify all parties, including sponsor, of IRB approval.
	-Email
	

	38.
	CRP Manager/ Supervisor
	Build study in CTMS.
	-CTMS
	

	39.
	CRP Specialist
	Generate Letter to Commence; Update study tracker.
	-Microsoft Word
-Email
-SMS
	

	40.

	CRP Manager/ Supervisor, CRP Compliance staff
	Complete SLM to include the following staff as applicable:
-PI
-Study Coordinator
-CRP Manager/ Supervisor
-IDS if needed
-any clinic staff or others to be involved in implementing the expanded access treatment and/or safety monitoring.
	
	



	Approval Date: May 2019

	Sponsored and Approved by:  CRP, IRB
	Author: Shannon Kinzebach, Clinical Quality Assurance Specialist II
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