[image: image1.png]BOSTON








[image: image2.png]BOSTON




22.
INVESTIGATIONAL DRUG SERVICES

Purpose:

To outline a procedure for expensing the clinical research projects which utilize the BMC Pharmacy’s Investigational Drug Services.

Guiding Regulations:
This Policy is in compliance with the U.S. Office of Management and Budget (OMB) Circular A-110 (administrative procedures), U.S. Department of Health and Human Services OASC-3 (cost principles) regarding service centers, and JCAHO Medication Management Standard MM.7.40 (control and administration of investigational medications).
Research Services Policy:
The BMC Pharmacy’s Investigational Drug Service provides clinical researchers with specialized services that cannot be performed cost effectively by external vendors.  The utilization of the Hospital’s Investigational Drug Service by clinical researchers ensures that investigational drug studies and similar clinical research studies involving marketed and non-marketed drugs are carried out safely, effectively and efficiently.  All study drugs must be stored and dispensed by the BMC Pharmacy, including off-label uses of FDA approved drugs.  These services are funded through charges to users at a nondiscriminatory rate, and are based upon actual costs.  Some of the services provided to clinical researchers are listed below (see Attachment A for more comprehensive list):

· Prepares study drugs per protocol requirements;

· Maintains and coordinates optimal levels of study drug supplies based on a protocol
· Maintains required conditions for storage of study drugs per FDA, CEPT, and JCAHO requirements; 

· Unpacks and stores study drugs;

· Performs perpetual inventory control;

· Maintains drug accountability logs;

· Available 24-hour- 7 day for IDS Service
· Participate in “close-up” study 

· Disposes of unused and used study drugs; per request
· Stores “close-up” study documentation per FDA requirement;

· Prepares study drug information sheet per request
· Educates nurses, clinical coordinators and other study staff; per request
· Manages Blinding/Un-blinding procedures; based on a protocol
· Compounds and repackages oral and parenteral dosage forms.
For additional information about the hospital’s IDS policy and procedure, please go to the BMC Pharmacy Policy and Procedure webpage http://www.internal.bmc.org/pharmacy/policies/policy_0840.pdf to view Policy Number 8.40, “Investigational Drug Service.”

Procedure:

When developing a budget for a clinical contract/protocol that contains an investigational drug, the Principal Investigator (PI) must complete an IDS Charge Sheet (see attached form), and submit this form to the IDS Pharmacist for pricing.  The IDS Pharmacist will then determine the charges for the IDS services based on protocol requirements, give a copy of the form back to the PI, and file the original form until the study is funded and approved by the IRB.  

All clinical (human clinical trials) research protocols that include the use of investigational drugs must be approved by the IRB before utilizing the Hospital’s Investigational Drug Service.  Once IRB approval has been obtained, the PI or the study coordinator should contact either the BUMC Office of Research Administration (ORA) or the BMC Grants Administrative Office to obtain an account number for their study.  This account number and a copy of the IRB approval letter must be given to the IDS Pharmacist before the start of the study.   Again, if the study is funded through a BMC grant or contract, or through a BUMC OCR grant or contract, the study’s BMC or BU account information must be given to the IDS pharmacist before the start of the study.   The IDS Pharmacist will enter the account number on the appropriate charge sheet, and give a copy of the sheet back to the PI or study coordinator for their records.  

The IDS Pharmacist will send all completed forms to the BMC Grants Administration Office to charge all the studies appropriately.  The BMC Grants Office will prepare a worksheet for the BMC Accounting Department that contains the following material:

· Contact person

· Contact phone number

· Principal Investigator

· Full Title of Project

· Protocol Number

· Designation of grants management (BU or BMC) office

· BU account number (if available); or BMC account number (required)

· Total Cost of Services

Using this information, the BMC Accounting Department will prepare a bill for BU, and directly charge the designated BMC account via journal entry.  The BU bill will be sent to the BUMC Research Finance office for payment.  The invoice for IDS services is done quarterly and is expected within 30 days of the invoice date.  The BUMC financial office will ensure that all payments will be made in a timely manner, and will inform the IDS pharmacy if delays are going to occur because of specific BU accounts.  All clinical research involving investigational drugs will be billed for IDS services, regardless of funding source.

Flow chart
Investigational Drug Services Charge Sheet
ATTACHMENT A

Boston Medical Center Investigational Drug Service - (IDS)
The basic goal of the IDS service is to ensure that investigational drug studies and similar clinical research studies involving marketed and non-marketed drugs in the hospital or clinic are carried out safely, effectively and efficiently after they have been approved by the IRB.

IDS functions include:

POST AWARD STUDY INITIATION SERVICES:

Includes evaluating the study drug and coordinating the preparation procedure after research proposal/protocol has been approved by the IRB.  As part of this process, the IDS pharmacist develops pharmacy procedural write-ups for the study, meets and NOTIFY the study personnel regarding the procedures in the protocol, sets up inventory systems, and coordinates the shipment, receiving, storage, and labeling of the drug.

CONTINUATION SERVICES (Services performed annual for continuing studies):

Includes perpetual and monthly inventory checks, monitoring sponsor visits, ordering and receiving of study drugs and other supplies, and keeping explicit records as required by the sponsor. 

PREPARATION AND CONTROL OF STUDY DRUGS:

· Prepares study drugs per protocols;

· Maintains and coordinates optimal level of study drug supplies; based on a protocol
· Maintains required conditions for storage of study drugs per FDA, CEPT, and JCAHO requirement (Monitor room, refrigerator, freezer temperature/other special storage requirement);

· Stores used/returned study drugs; per request
· Performs perpetual inventory control;

· Maintains Drug accountability logs;

· 24-hour- 7 day  for IDS Service
STUDY CLOSURE:
Includes final accountability and reconciliation of study supplies with monitor:

· Participate in “close up” meeting /procedure;

· Disposes of unused and used study drugs per protocol requirements;

· Stores close up study documentation per FDA requirement.

CLINICAL SERVICES:

· Prepares study / drug information sheet;  per request
· Educates nurse/coordinator and other research study staff; per request
· Manages Blinding/Unblinding Procedures; per request
· Compounds and repackages oral and parenteral dosage forms;

· Coordinates study drugs when “outpatient” study becomes an “inpatient” study because study subject is hospitalized.
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