Pharmacy, Invasive Procedures and Equipment Form

I. Purpose:

To establish quality assurance plans and provide documentation of education, training and competency of staff to perform invasive procedures and utilize equipment for each protocol whether investigational or licensed, to ensure subject and staff safety, appropriate use of staff resources, and usage accountability and control.

A) Pharmacy Plan

1) Definitions: 

Study agent – Drug or biological, whether investigational or licensed product, that is either under study or used for study purposes (e.g., autologous reinfusion of blood product with radioactive tracer, comparative blinded study).   


B)  Invasive procedures and equipment attestation form

Protocol Title:__________________________________________________________________________

IRB #:_________________________

I. Pharmacy plan – covering receipt, storage, dispensing, administration, and disposal of study agents.  Plan is to be approved by Research Pharmacy, noted by signature and date.

A) Elements of the Pharmacy Plan

1) Will the Research Pharmacy be utilized for maintaining control of all study agents?

	
	Yes (complete items 1-5 only)

	
	No (complete entire form)


Note: it is the responsibility of the study staff at all VA sites (Perry Point, Fort Howard, BRECC) to ensure the Research Pharmacist has a current copy of the protocol prior to initiation of the study and a copy of the informed consent prior to dispensing study agents.

2) Means by which the Research Pharmacist is informed of IRB approval for the protocol and any amendments to the protocol (please check all that apply):

	
	Email

	
	FAX

	
	Copy IRB approval letter (s)

	
	Other (describe):

	
	N/A 


3) Who is authorized to prescribe/authorize use of the study agents? (Same names must be listed on the VA 10-9012.)  

	Name/ Credentials
	DEA#

(if controlled substance)

	
	

	
	

	
	

	
	


4) How are study agents dispensed (please check all that apply)?

	
	Directly to subject from pharmacy

	
	Dispensed to study MD/NP/RN/LPN from pharmacy for distribution to subject

	
	Dispensed in bulk to clinic where research is being conducted

	
	Other (describe):


5) How is the Research Pharmacist notified about changes in a subject’s study agent use (please check all that apply)?

	
	Prescription

	
	E-mail

	
	FAX

	
	Verbal notification (not encouraged)

	
	Other (describe):


Note: This form is complete if a pharmacy is utilized to continually control study agents used in the investigation.  Please complete the remainder of the form if study agents do not remain under the control of a pharmacy.  This includes bulk dispensing to a unit if study agent supply is to be maintained away from a pharmacy control.  Research Pharmacy must approve the completed form.

______________________________________________________________________________________

1) If the Research Pharmacy is not utilized to maintain control of study agents, indicate the responsible individual who will be overseeing the control of study agents

 Name/title:__________________________________________

Telephone number:___________________  

FAX number:________________________

E-mail:_____________________________

Shipping/Mailing address:       __________________________________



                     __________________________________




       __________________________________




       __________________________________

2) Are there written policies and procedures for handling investigational agents on site? (include location of written policies, if available)

	
	Yes (location): 

	
	No 


3) How is study agent blinding, if applicable, maintained from the patient and study staff (please check all that apply):

	
	Subject only blinded

	
	Subject and investigator blinded

	
	Not blinded study
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Other Locations (if used)

	
	Study Agent labeling is coded
	
	
	Study Agent labeling is coded

	
	Blinding codes are not readily assessable to study staff/subject
	
	
	Blinding codes are not readily assessable to study staff/subject

	
	Other (describe):


	
	
	Other (describe):




B) Control of Study agents

4) How will study agents be dispensed to subjects?

	
	Dispensed directly to subject

	
	Dispensed from clinic to non-study MD/NP/RN/LPN for distribution to subject

	
	Administered at time of visit

	
	Other (describe):


5) From where will study agents be dispensed to the subject (please check all that apply)?  

	BVAMC

Pharmacy  Clinic
	Perry Pt.

Pharmacy  Clinic
	UMMS

Pharmacy  Clinic
	Other (describe)

	
	
	
	
	
	
	


6) From where will study agents be administered to the subject (please check all that apply)?

	Self Administration
	BVAMC

Clinic
	Perry Pt.

Clinic
	UMMS

Clinic
	Other (describe)

	
	
	
	
	


7) Specify all locations where study agents will be stored (please check all that apply):

	BVAMC

Pharmacy  Clinic
	Perry Pt.

Pharmacy  Clinic
	UMMS

Pharmacy  Clinic
	Other (describe)

	
	
	
	
	
	
	


8) How will study agents be stored (please check all that apply)?

	
	BVAMC

Pharm  Clinic
	Perry Pt.

Pharm  Clinic
	UMMS

Pharm  Clinic
	Other (describe)

	Rm. temp
	
	
	
	
	
	
	

	Refrig
	
	
	
	
	
	
	

	Freezer
	
	
	
	
	
	
	

	Other (describe)
	
	
	
	
	
	
	


9) Security measures employed for study agents (please check all that apply):

	
	BVAMC

Pharm  Clinic
	Perry Pt.

Pharm  Clinic
	UMMS

Pharm  Clinic
	Other Location (describe)

	Double lock
	
	
	
	
	
	
	

	Limited access
	
	
	
	
	
	
	

	Open Unit
	
	
	
	
	
	
	

	Other (describe)
	
	
	
	
	
	
	


10) List of staff, and their credentials/degree/certification, authorized to handle study agents:

	Prepare
	Dispense
	Administer
	Distribute

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


11) How are prescriptions written for the dispensing of study agents (check all that apply)?    

	
	Written Prescriptions

	
	CPRS entries

	
	Physician orders

	
	N/A 


12) Where are prescriptions/orders stored (please check)?

	Original
	Copy
	Location

	
	
	Pharmacy

	
	
	Clinic

	
	
	CPRS

	
	
	Other (describe):

	
	
	N/A


13) What is the means for verifying only authorized investigators are prescribing/authorizing use of the study agents (please check all that applies)?

	
	Investigators signature list

	
	Protocol signature page

	
	FDA 1572

	
	Other document (describe):

	
	N/A


14) How is accountability of the study agents ensured and what is the frequency of documented internal audits?

	
	Accountability log (location of log):
	
	
	Frequency of documented internal audits

	
	Other document (describe):


	
	
	


15) Are written instructions &/or supplies for self-administering of study agents to be provided to subjects?

Written Instructions



Supplies

	
	N/A 
	
	
	N/A 

	
	Yes
	
	
	Yes

	
	No
	
	
	No


16) How will dispensed, but unused, study agents be returned to the study staff (please check all that apply)?

	
	Administered at time of visit (no returns)

	
	Directly from subject

	
	From other healthcare providers

	
	Other procedures (describe):


17) How will study agent returns be documented (please check)? 

	
	N/A 

	
	Separate return accountability log

	
	Added back to stock

	
	Other procedures (describe):


18) Will returned study agents be returned to the Research Pharmacy?  (please check)

	
	Yes

	
	No



        19) Are radioisotopes being administered to human participants?

_____Yes

_____No

If yes, contact Oscar James at 410-605-7032.

Form completed by:_____________________________________   date:_____________    

PI signature:___________________________________________   date:_____________

Research Pharmacy approval for Pharmacy Plan:

Signature:_____________________________________________    date:____________

Attestation for the Use of Devices, Equipment & Procedures in the Conduct of a Research Study

See SOP entitled: Accountability for Devices, Equipment and Procedures Used in the Conduct of a Research Study

I attest to the following (check all that apply):

· The person(s) performing any study-related procedures (i.e. blood drawing, fat/muscle biopsy) whether or not the procedures are related to an investigational device/equipment, has been properly trained and is acting within his/her scope of practice.  I can produce certifications, credentials or other documentation of my/staff competency in the procedure(s) if asked.

· The person(s) utilizing any study specific equipment (such as BP cuff, IV pumps, oximetry, exercise equipment) has been properly trained in its use and is acting within his/her scope of practice.  I can produce certifications, credentials or other documentation of my/staff competency in the procedure(s) if asked.  I will properly store equipment and perform calibrations according to manufacturer’s guidelines.

· I have obtained approval for use of the investigational device(s) in this study by submitting appropriate documents to the IRB and VA R&D for review and approval.

· I have made arrangements for storage of the investigational device(s) under proper conditions (according to the manufacturer, Sponsor or FDA) and in a locked, secure area.

· I have a method for maintaining records and accountability of the investigational device(s). 

· I / my staff have a method for properly dispensing the investigational device(s).

· I / my staff understand the proper utilization of the investigational device(s), have been thoroughly trained in the use of the investigational device(s), and can produce certifications, credentials or other documentation of my/staff competency in the use of the investigational device(s) if asked.

· The person(s) using or dispensing the investigational device(s) are within their scope of practice in doing so.

· I will properly undertake the informed consent process and will obtain a signed Informed Consent Form before using/dispensing the device(s). 

· I or my staff will properly return or dispose of unused devices/equipment at the end of the study.

_______________________________________

________________

Principal Investigator (signature)
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