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Policy Memorandum 578-02-119-054

Hines, IL  60141
May 20, 2002

INVESTIGATIONAL DRUGS

1.
PURPOSE: To establish policy and procedures for investigational drugs at Hines Hospital.

2.
POLICY: Custody and dispensing of investigational drugs for clinical use will be appropriately carried out in accordance with all applicable federal laws and regulations. 


a.
The Institutional Review Board (IRB), otherwise known at Hines/NCVA as the Human Studies Subcommittee (HSS), will approve investigational protocols, and investigational drugs will be stored in Pharmacy Service.


b.
Regardless of source, all investigational drugs will be delivered to the pharmacy for receipt, storage, and distribution. All investigational drugs will remain under control and in the custody of Pharmacy Service until time of dispensing. 


c.
Investigational drug stocks will be kept separate from other drugs. Investigational drugs may be stored in any appropriate storage area, which meets VA requirements relating to construction and security. 


d.
Investigational drugs will only be dispensed on the written order, computer generated order or telephone order of the PI or approved co-investigators as identified on the addendum to VA Form 9012 (Investigational Drug Information Record).


e.
In addition to customary prescription label data and appropriate auxiliary, caution, and warning labels, all investigational drug labels will include the following legend in capital letters: INVESTIGATIONAL DRUG NOT FOR GENERAL USE.

f.
Investigational drugs will be prepared and handled according to protocol and established policies and procedures for anti-neoplastic drugs as detailed in Hospital Policy Memorandum 578-02-001-059. Administration of anti-neoplastic agents by nursing service is limited to certified nursing personnel.

3. RESPONSIBILITIES:

a. 
The Chief, Pharmacy Service will be responsible for the receipt, storage, security, dispensing and the disposition of used or unused investigational drugs. 

b.
Pharmacy Service will:

(1) 
maintain a file of investigational drug protocols, VA Form 9012 (Investigational Drug Information Record), 

(2)
assure that VA Form 10-1086 (Informed Consent) has been obtained prior to dispensing the first dose,

(3)
prepare and make available to using services (nursing stations, clinics, and study coordinators) summaries of basic information regarding investigational drugs (VA Form 10-9012).  

(4)
maintain a log of all transactions involving receipt, dispensing, and disposition of all investigational drugs.

b.  
The Principal Investigator is responsible for:

(1) 
furnishing a copy of the Investigational Drug Protocol, VA Form 9012 (Investigational Drug Record) and VA Form 10-1086 (Research Informed Consent) to Pharmacy Service before the first dose is dispensed.

(2)
the conduct of the study and for any and all actions of study personnel under his/her supervision,

(3)
the safety and welfare of the research subject.

c.   
Institutional Review Board (IRB) has the approving authority for all investigational drug studies conducted at Hines and North Chicago VA (NCVA).


d.
Research and Development Committee is responsible for the scientific quality and appropriateness of all research involving human subjects and provides oversight of the IRB activities to assure compliance to applicable regulations.

e.
Nursing staff will handle and document administration of investigational drugs according to protocol and established policies and procedures for anti-neoplastic drugs as detailed in Hospital Policy Memorandum 578-02-001-059.

4. DEFINITIONS:

a.   
Investigational drug: An investigational drug is a medication for which a new drug application has been filed with the FDA (Food and Drug Administration).  It may be a new chemical compound, which has not been released by the FDA for general use OR it may be an approved drug, which may be used for an unapproved or approved use in a controlled, randomized, or blended clinical trial.

b.  
Principal Investigator (PI) is the individual, who is accountable for the proposal, the protocol, performance, and culmination of a research or development project.

c.  
Institutional Review Board (IRB)/Human Studies Subcommittee (HSS) is the body responsible to safeguard the rights and welfare of human subjects involved in investigational drug studies. It reviews research protocols to assure that the benefits to an individual outweigh the potential risks, to review the process and assure that informed consent is obtained by methods that are adequate and appropriate.

d.  
Humanitarian: the use of an investigational drug in a life-threatening situation, or where all standard and innovative treatment alternatives have been exhausted and the only remaining alternative is the use of an investigational drug, or where the patient already on an investigational at one facility is admitted to another facility and must be maintained on the medication 

5.   ACTIONS:
a.      The use of any investigational drug will be preceded by a complete review of the drug protocol by the Human Studies Subcommittee, the Research and Development Committee, and the Chief, Pharmacy Service. 

b.  
The Principal Investigator (PI) will furnish to the committees and Pharmacy Service a copy of the Protocol, VA Form 10-9012, Abstract, and Authorization to Assist in prescribing medication for small Research studies Appendix H (indicates other staff authorized to prescribe study medication), and Sponsored Research Drug Charges.

c.      When the Human Studies Subcommittee and the Research and Development Committee approve the research study employing an investigational drug, the Chair, IRB will prepare VA form 10-1223 (Report of Subcommittee on Human Studies) and distribute a copy to the investigator and to the Chief of Pharmacy Service.


d.      The pharmacist  will monitor refrigerated investigational drugs , ensure appropriate temperature control and maintain a refrigerator temperature log wherever they are stored in the pharmacy. The nurse is responsible for these same functions when the investigational drugs are stored in the patient care area prior to actual administration.

f.      The PI will supply a signed patient consent to Pharmacy Service before the first dose is dispensed and any additional information related to allergies, toxicities, or adverse interaction between the investigational drug and other drug therapy.


g. 
All prescriptions will contain the following information:

(1) Patient name and social security number

(2) Name of drug study

(3) Randomization #, Patient#, or Drug#

(4) Directions for use

(5) Signature of Approved Investigator

When the prescription is placed utilizing CPRS, the randomization number, patient number and drug number will be placed in the provider comment area.

h. 
At the time of dispensing, the pharmacist will complete the investigational drug dispensing log which will contain the following information:

(1) Name of drug

(2) Manufacturer, or other source

(3) Amount and date received

(4) Amount dispensed

(5) Remaining Balance 

(6) Expiration Date, if any

(7) Control number or lot number

(8) Names of Authorized prescribes

(9) Name of patient receiving medication

(10) Prescription number

(11) Signed initial of the dispensing pharmacist

(12) 
A final entry will be made when the use of the investigational drug is continued. This entry will document the date of termination of the use of the drug, the quantity remaining, and the action taken to dispose of the balance on hand.

i.  
Investigational Anti-neoplastic agents will be prepared in the Oncology Pharmacy satellite. Investigational drugs will be prepared and handled according to protocol and established policies and procedures for anti-neoplastic drugs as detailed in Pharmacy Service Policy 00-INP-06.

(1) Administration of anti-neoplastic agents by nursing service is limited to                   certified nursing personnel

(2) Documentation of anti-neoplastic drugs will be the same as other investigational drugs


j. 
Labeling of investigational drug prescriptions:  In addition to customary prescription label data and appropriate auxiliary, caution, and warning labels, all investigational drug labels will include the following legend in capital letters: INVESTIGATIONAL DRUG NOT FOR GENERAL USE.


k.
Inpatient administration of Investigational drugs by Nursing Service will be accomplished only after the Investigational Drug Record 10-9012 has been reviewed and signed off on to demonstrate knowledge and competency. NOTE: It is the responsibility of Pharmacy Service to make the drug record available wherever investigational drugs are administered in the hospital.

l.
Dispose of unused, returned, expired, or drugs remaining from closed protocols in accordance with the sponsor’s direction. 

(1)
Inventory investigational drugs returned to sponsors and record balances on the dispensing logs.  Include copies of shipping documents with the logs. 


(2)
Inventory investigational drugs not returned to a sponsor, record balances on the log sheets and place the drugs in the red disposal bins for disposal. NOTE: Anti-neoplastic agents will be placed in white disposal bins in the Oncology Pharmacy for disposal.

m.      Humanitarian use of an Investigational Drug. It may become necessary to treat  a patient with an investigational drug received while undergoing treatment at another facility or as a compassionate treatment with the investigational drug as a “last hope”.

(1) The responsible staff practitioner should communicate with the Chief of Staff, the pharmacist responsible for the investigational drug use, and the Human Studies Chairperson.

(2)
After the responsible staff practitioner obtains tentative approval for use by the Chief of Staff or Chair of the Human Studies Subcommittee in writing or orally.  The request should be reduced to writing as follows:

(a)  
Brief case report including patient data and diagnosis

(b)  
The reason for requesting approval to use the drug

(c) Literature of reference material to support the request

(d) The name of PI and the local practitioner responsible for care to the patient

(3)  
The Chief of Staff of the requesting facility will communicate to VA Central

Office and the Executive Committee on Therapeutic Agents via teletype all essential data listed above requesting priority approval of the use of the drug. Return teletype will confirm VA Central Office approval. A copy of the written approval will be forwarded to Pharmacy Service.

(4)  
The requesting practitioner will provide Pharmacy Service with a copy of the

drug protocol, signed Agreement to Participate in Research (Consent) VA form 10-1086, an Investigational Drug Information Record, VA Form 10-9012, and a properly completed order for the drug prior to administration.

(5)  
The practitioner must prepare a preliminary report to the local Pharmacy and

Therapeutics Committee within 90 days of initiation of therapy, and a final summary report upon termination of the drug.  The committee will forward the report to VA Central Office.

(6)  
All documentation of use of drugs obtained for humanitarian or compassionate use will be the same as other investigational drugs.

n.  VA Cooperative Studies. The VA Medical Center in Albuquerque will prepare all documentation necessary for protocol approval including, the drug protocol, and VA form 9012. The Cooperative Studies Program Clinical Research Pharmacy will be responsible for obtaining the investigational drug and for distributing it to the Chief Pharmacy Service of each authorized participating medical center.  The Pharmacy Service of each participating medical center will  maintain records on the investigational drug dispensed, and will return the unused drug when participation in the cooperative study is terminated.

6.   
REFERENCES:

a.
VH&RA Manual M-2, Part VII, Chapter 6 dated March 28, 1991


b.
ASHP Best Practices for Health-System Pharmacy 1999-2000


c.
VH&RA Manual M-3, Part 1, Chapter 9 dated October 30, 1992


d.
VAHN NCMA Operating Procedures dated March 2001

7.   
RESCISSION:  None

8.   
RECERTIFICATION:  This Policy Memorandum will be re-certified on or before April 2005.

9.   
FOLLOW-UP RESPONSIBILITY:  Pharmacy Service  (119)

Dennis M. Lewis, FACHE

Director

Distribution: 
Hines VAH Intranet Website and Hines Service Chiefs via email
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