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Investigational Drug Services Charge Sheet

Today’s Date:     4/12/2004


Contact Phone number:        

Protocol Number: (required field):         
Protocol Name:         


Principal Investigator Name:         

Study Coordinator Name (optional) 
     

Department/Division:  
     
Name of funding agency:  
     
Years of Project (example:  1, 2, 3, etc)
    FORMDROPDOWN 

Funds Managed by:
 FORMCHECKBOX 
  BUMC   or    FORMCHECKBOX 
  BMC

BUMC or BMC Account Number (required after IRB approval):          
Signature of PI:


SECTION BELOW FOR IDS PHARMACIST


IDS Charges* (IDS pharmacist will check all that apply)

1.
Investigational Drug Purchases






____

2. Dose Preparation and Dispensing Fee

· Oral Study Drug ($1,600)







____

· Parental Study Drug ($2,000)






____

3.
High Risk or complex Protocol Fee ($1,000)





____

4.
24 Hour on-call Service Fee ($1,000)






____

5.
Special Services (price based on hourly rate of IDS pharmacist and technician)
____


(Subject to change)

Total  Cost:   ________________________

*
See services provided on page 3

Boston Medical Center / Investigational Drug Service - (IDS)

IDS PHARMACY CHARGES*

	
	PURCHASE OF INVESTIGATIONAL DRUG
	Hospital Price of Drug

	1. 
	DOSE PREPARATION AND DISPENSING FEE:

· Oral study drug:

· Parental study drug:
	$ 1,600.00

$ 2,000.00



	2. 
	HIGH-RISK OR COMPLEX PROTOCOL FEE:

· Specific treatment randomization procedure

· Time sensitive dose preparation and dispensing

· Specific recordkeeping and inventory required by sponsor

· Specific disposal and disposition of unused and used study drugs required by a sponsor
· Other complicated procedures requested by a sponsor

	$ 1,000.00

	3. 
	24 HOUR ON-CALL SERVICE FEE:


	$ 1,000.00

	4. 
	SPECIAL SERVICES (contact IDS pharmacist**)

base on IDS pharmacist and technician’s hourly rate—subject to change


	$54/Hour


*IDS services after protocol has been approved by IRB.  These rates will be re-evaluated on a yearly basis

**Special Services charges will be determined based on the complexity of the protocol and the required workload involved.

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 educates 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;

· Maintains required conditions for storage of study drugs per FDA, CEPT, and JACHO requirement (Monitor room, refrigerator, freezer temperature/other special storage requirement);

· Stores used/returned study drugs;

· Performs perpetual and monthly inventory control;

· Provides incompatibility checks/packaging requirements;

· Maintains Drug accountability logs;

· 24-hour- 7 day access to randomize and dispense medications to study patients.

STUDY CLOSURE:
Includes final accountability and reconciliation of study supplies with monitor:

· Coordinates/conducts close up meeting /procedure;

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

· Stores close up study documentation up to 15 years per FDA requirement.

. 

CLINICAL SERVICES:

· Prepares study / drug information sheet;

· Educates nurse/coordinator and other research study staff;

· Monitors relevant laboratory values, and clinical outcomes;

· Manages Blinding/Unblinding Procedures;

· Compounds and repackages oral and parenteral dosage forms and matching placebo formulations;

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