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JOHN DEMPSEY HOSPITAL

Pharmacy Investigational Drug Service Clinical Policy
Charges for Investigational Drug Services

A. EFFECTIVE DATE :
[9/1/2017] 

B. PURPOSE :
To assure that pharmacy services dedicated for support of clinical trials conducted are appropriately allocated and reimbursed.

C. POLICY : 
1. Investigational Drug Services (IDS) will provide investigators with an estimate of pharmaceutical charges to support studies funded by industrial sponsors or those without sponsors.
2. Investigators will be charged for resources utilized or consumed by Investigation Drug Services.
3. IDS will prepare charges monthly, or as study needs dictate, for service rendered.
4. Fees for IDS services may be adjusted yearly or as deemed necessary.

D. SCOPE : 
This policy applies to all UConn Health areas in which investigational drugs are used.

E. DEFINITIONS : 
1. Investigational Drug – any drug, chemical, or biologic product as an active ingredient or placebo that is being used in the context of a clinical investigation. It has been granted Investigational New Drug (IND) status by the Food and Drug Administration
2. Investigational Drug Service (IDS) – a division of the UConn John Dempsey Hospital Department of Pharmacy that provides support for clinical drug studies including IRB consultation and dispensing services
3. Investigational Pharmacist (IDS Rph) – the pharmacist responsible for upholding the policies and procedures as well as the supervision of any support staff

F. MATERIAL(S) NEEDED : 
None

G. PROCEDURE : 
1. Prior to an initiation of a study, an authorized physician or study personnel will provide a protocol and an estimated charge worksheet with the top portion filled in to the investigational pharmacist (see applicable appendices).
2. The IDS pharmacist will review the protocol for drugs, supplies, and labor estimates to complete protocol requirements. The detailed listing of charges include study initiation and close out fees, compounding and dispensing fees, drugs and supplies, and study maintenance fees for studies that will last longer than 1 year. Purchase of investigational drug as needed for the study will be charged as the wholesaler price to the pharmacy.
3. A detailed list of charges will be prepared by the investigational pharmacist on an Estimated Charge Worksheet and this information will be provided to the investigator for acceptance.
4. Any Pharmaceutical sponsored studies will have the final IDS fees determined by the negotiated site budget with minimum costs as detailed in the Estimated Charge Worksheet (Appendix A).
5. Upon agreement of pharmacy service fees, the study will be billed monthly, or as study needs dictate. Billing will start once drug shipment has arrived to the pharmacy for the specific study and/or IRB approval has been granted.
6. The IDS pharmacist (or IDS technician) will prepare charges monthly and provide an invoice with all services and fees detailed for each month. Patient specific information will not be listed on the forms when applicable so blinds are not broken.
7. The fees will be placed on a transfer voucher and sent electronically to the appropriate department that oversees the investigational study.

H. ATTACHMENTS : 
1. Appendix A: Billing for Pharmaceutical Sponsored Studies
2. Appendix B: Billing for Cooperative Groups, Federal, Foundation or Investigator Initiated Sponsored Studies

I. REFERENCES : 
None 

J. SEARCH WORDS : 
Investigational

K. ENFORCEMENT : 
Violations of this policy or associated procedures may result in appropriate disciplinary measures in accordance with University By-Laws, General Rules of Conduct for All University Employees, applicable collective bargaining agreements, the University of Connecticut Student Code, other applicable University Policies, or as outlined in any procedures document related to this policy.

L. STAKEHOLDER APPROVALS : 

1. ____________________________________________			_______
Kimberly Metcalf MS, PharmD 						Date
Associate Vice President of Pharmacy and Ancillary Services	

2. ____________________________________________			_______
Adam Jankowski PharmD  							Date
Associate Director of Pharmacy Operations)

3. _____________________________________________			_______
Jennifer Czerwinski PharmD, MBA 						Date


M. COMMITTEE APPROVALS : 
None

N. FINAL APPROVAL :

1. ___________________________________________                __________
Andrew Agwunobi, MD, MBA	                         		  	Date
UConn Health Chief Executive Officer

2. __________________________________________                   __________
                     Anne D. Horbatuck, RN, BSN, MBA                                                 	 Date
Clinical Policy Committee Co-Chair			

3. ___________________________________________               __________
Scott Allen, MD			                                                 Date
Clinical Policy Committee Co-Chair

4. ___________________________________________               __________
Caryl Ryan, MS, BSN, RN		                                                  Date
VP Quality and Patient Services & Chief Nursing Officer


O. REVISION HISTORY : 
1. Approved [12/28/2012]
2. Revised [10/26/2015, 9/1/2017, 9/1/2020, 8/17/2021] 
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$100.00 per patientA. For each subject enrolled "off hours"

 (evening, nights, weekends, holidays)

B. Study Monitor Visits

C. Miscellaneous

Internal QA audits



Complex studies will be defined as studies in which 

investigational medications are utilized in the inpatient setting 

or any outpatient-based study involving medications that are 

classified as a controlled substance, chemotherapy, 

immunotherapy, gene therapy, or any other biohazardous agent. 

This also includes any CADD cassette preparation.

Per Budget (minimum $50.00) per hour

$0.50 per compounded capsule                                   

in addition to dispensing fee

Per budget (miniumim $750.00)                                  

(per each subsequent year)

Study close-out and on-site drug destruction

Invoices from wholesaler can be provided to the Principal Investigator if requested. Drug and Supply costs will be charged for discontinued orders.

A. Oral drugs or ready-to-use SVP or LVP-bulk (simple)

Build request and testing of EPIC research orders if applicable

Simple studies will be defined as studies in which 

investigational medications are utilized in the outpatient setting 

and do not meet the medication specific-criteria for complex 

studies (see below). 

Per Budget (minimum $2500.00) (Complex)

B. Oral drugs or ready-to-use SVP or LVP-bulk (complex)

Per Budget (minimum $25.00) per dispense

Per Budget (minimum $100.00) per dispense

Per Budget (minimum $150.00) per dispense

Commercially Purchased Medication (when not provided by sponsor) at JDH Pharmacy Wholesaler Cost

II     Compounding and Dispensing Costs     

III     Drug and Supply Costs

Initiate receipt and inventory of investigational agent(s)

Preparation of Drug Accountabiilty Records (Vestigo)

Development and distribution of dispensing guidelines

Randomization and double blinding if requested

Staff in-services

E. Biohazardous SVP or LVP preparation (including Gene Therapy)

F. Overencapsulation



I     Study Set-Up and Close-Out Activities, Includes:

Per Budget (minimum $1500.00) (Simple)

Rate (First Year Only)

C. SVP or LVP preparation (simple)

D. SVP or LVP preparation (controlled substance, chemotherapy or immunotherapy)

Per Budget (minimum $20.00) per dispense

Per Budget (minimum $50.00) per dispense

Reconciliation of drug accountability records

Photocopying, return of drug, maintenance of discontinued study file



Type of Dispensing (see section II):

Estimated Total Number of Patients to Enroll:

Estimated Dispensings per Patient:

Duration of Study (example 1,2,3 years):

Staff initiation meetings with investigators and study monitors

This section below to be completed by the Investigational Drug Pharmacist and once completed will be relayed to the contact person.

Activity

Review of study design, identification of pharmacy issues







 than one year, please account for a possible increase for drugs or supplies not provided by the sponsors.  For questions/clarification, please contact the IDS pharmacist at (860)679-2085.



Principal Investigator:

Dept/Division:

Sponsor (if applicable):

Contact Person

University of Connecticut Health Center Investigational Drug Services (IDS)

Estimated Charge Worksheet for Pharmaceutical Sponsored Projects

Please complete the top portion of this form and submit via email to jczerwinski@uchc.edu or fax to (860)679-1918 along with the study site budget.  All fees will be determined by the study

 site budget, with minimums as stated below. The below fee estimates are in accordance with OCTR and IDS policies and are adjusted annually. If a protocol will extend for more

Today's Date:

Study Title:

Effective 7/16/2021 JLC

Supplies (empty gelatin capsules, IV tubing, etc)

Inventory control/Accountability (monthly)

Ordering and maintaining appropriate stock of drug

Checking for expired drugs; date extension and relabeling of drugs PRN

V     Study Maintenance 

(not assessed for the 1st year)

IV     Variable Charges

Estimated Total Charge for Study

Estimated Per Patient Charge
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II     Compounding and Dispensing Costs     

Build request and testing of EPIC research orders if applicable

Simple studies will be defined as studies in which investigational 

medications are utilized in the outpatient setting and do not meet 

the medication specific-criteria for complex studies (see below). 

Review of study design, identification of pharmacy issues

Staff in-services

Staff initiation meetings with investigators and study monitors

Reconciliation of drug accountability records



 For questions or clarifications, please contact the IDS pharmacist at (860)679-2085.

Duration of Study (example 1,2,3 years):

This section below to be completed by the Investigational Drug Pharmacist and once completed will be relayed to the contact person.

Activity

Principal Investigator:

Rate (First Year Only)

Sponsor (if applicable):

Contact Person



Effective 7/16/2021 JLC





Type of Dispensing (see section II):

Estimated Total Number of Patients to Enroll:

Estimated Dispensings per Patient:

Dept/Division:

$1000.00 (Simple set-up)

B. Oral drugs or ready-to-use SVP or LVP-bulk (complex)

$80.00 per dose

University of Connecticut Health Center Investigational Drug Services (IDS)

Please complete the top portion of this form and submit via email to jczerwinski@uchc.edu or fax to (860)679-1918. The below fee estimates are in accordance with OCTR 

and IDS policies and are adjusted annually. If the protocol will extend for more than one year, please account for a possible increase for drugs or supplies not provided by sponsors.

Today's Date:

Study Title:





Estimated Charge Worksheet for Cooperative Groups, Federal, Foundation, or Investigator Initiated Sponsored Projects

F. Overencapsulation

$15.00 per dispense

$40.00 per dose



I     Study Set-Up and Close-Out Activities, Includes:

Initiate receipt and inventory of investigational agent(s)

Preparation of Drug Accountabiilty Records (Vestigo)/Binders

Development and distribution of dispensing guidelines

Randomization and double blinding if requested

$0.50 per compounded capsule 

in addition to dispensing fee



$ 50.00 per hour

IV     Variable Charges

III     Drug and Supply Costs

Study close-out and on-site drug destruction

Invoices from wholesaler can be provided to the Principal Investigator if requested. Drug and Supply costs will be charged for discontinued orders.

A. Oral drugs or ready-to-use SVP or LVP-bulk (simple)

C. SVP or LVP preparation (simple)

D. SVP or LVP preparation (controlled substance, chemotherapy or immunotherapy)

Commercially Purchased Medication (when not provided by sponsor) at JDH Pharmacy Wholesaler Cost

Internal QA audits

V     Study Maintenance 

(not assessed for the 1st year)

$100.00 per patient

Inventory control/Accountability (monthly)

Photocopying, return of drug, maintenance of discontinued study file

Supplies (empty gelatin capsules, IV tubing, etc)

Ordering and maintaining appropriate stock of drug

Checking for expired drugs; date extension and relabeling of drugs PRN

$100.00 per dispenseE. Biohazardous SVP or LVP preparation (including Gene Therapy)

$ 1500.00 (Complex set-up)

Complex studies will be defined as studies in which investigational 

medications are utilized in the inpatient setting or any outpatient-

based study involving medications that are classified as a controlled 

substance, chemotherapy, immunotherapy, gene therapy, or any other 

biohazardous agent. This also includes any CADD cassette 

preparation.



$20.00 per dispense

Estimated Total Charge for Study

Estimated Per Patient Charge

A. For each subject enrolled "off hours"

 

(evening, nights, weekends, holidays)

B. Study Monitor Visits

C. Miscellaneous

$500.00 

(per each subsequent year)


