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Objectives

1. Overview of IDS operations

2. Enhancing medication safety

3. IDS budget considerations

4. ClickIRB and OnCore submissions

5. FDA inspection readiness
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Oversight and Structure
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Oncology

4 PharmD
2 RPhT

~200 active 
protocols

Non-
Oncology

3 PharmD
3 RPhT

~100 active 
protocols
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What is an Investigational Drug Service?

The IDS is charged with ensuring that the handling, storage, labeling, 
distribution, and inventory maintenance of investigational products are in 

compliance with Good Clinical Practices (GCP), Federal and State 
regulations, The Joint Commission (TJC) Standards, as well as per the 

recommendations of the American Society of Health-System Pharmacists 
(ASHP) and the Hematology Oncology Pharmacy Association (HOPA).

Delegated by PI



Drug “Lifecycle”

Supply Delivery Inventory Use Return/Destroy
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Vestigo Accountability System 

Vestigo is considered the IDS’s sole source of documentation for 
investigational drug accountability

 Receipt, Dispensing, & Returns/Destruction
 Quality Assurance – routine monitoring and audit
 Document management 
 Study specific (i.e. pt. forms, IRT assignment emails, shipment 

invoices) 
 Site level (i.e. master temperature logs, SOPs, training)

Billing operations
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Drug “Lifecycle”

Supply Delivery Inventory Use Return/Destroy
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Enrolling SiteSponsor Enrolling Site



Shipment QA/QC
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Drug “Lifecycle”

Supply Delivery Inventory Use Return/Destroy
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Enrolling SiteSponsor Enrolling Site



Inventory Monitoring
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A Safe URMC Medication System: Non-
Research

•System wide IT solutions
• Integrated system (eRecord) (physician order entry)
• Point of care bar code administration

•Pharmacist role

•Smart infusion pumps

•Dispensing automation

• IV compounding automation
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“Outpatient” ordering
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Scope of outpatient order builds needed in 
eRecord

+ Removing CRC

Estimated # of orders 
needed: 156 Number of Protocols: 85

Removing VTEU 

Estimated # of orders 
needed: 187 Number of Protocols:104

All Non-Onc Studies Filtered for: Outpatient, CRC, or VTEU sites of care

Estimated # of orders 
needed: 224 Number of Protocols: 115



New “outpatient” order
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A five-hospital observational study on the accuracy of 
preparing small and large volume injectables, 
chemotherapy solutions, and parenteral nutrition 
showed a mean error rate of 9%, meaning almost 1 in 10 
products was prepared incorrectly prior to dispensing.

Flynn EA, Pearson RE, Barker K. Observational study of accuracy in compounding i.v. admixtures at five hospitals. Am J Health-Syst Pharm 1997;54(8):904-
12






The Highest Risk…
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Dispensing automation

Bar Code Scanning Visual Assist Gravimetric 
Analysis
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?

http://www.pharmacypracticenews.com/aimages/2014/ppn0914_013b_14421_300.jpg


Future of Medication Safety in Clinical Research

1. Integrated system (eRecord)
• All research encounters captured in eMAR
• Standardized physician order entry
• Bar code medication administration

2. Sterile product production
• Bar code scan verification
• Digital image capture
• Can investigational products incorporate gravimetric checks?

3. Pump integration
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IDS Budget Considerations
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IDS Financial Structure
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1. IDS is a “core” service center within SMD

2. Budget & Rates
• Fee structure
 Start up
 Maintenance
 Close out
 Dispensing fees (IV dose, IM/SubQ dose, oral, etc.)

IDS Home Page

https://sites.mc.rochester.edu/departments/pharmacy/strong-memorial-hospital-inpatient-service-locations/investigational-drug-services/
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ClickIRB and OnCore
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IRB Ancillary Committee
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Vestigo & OnCore Interface

1. Addition of protocol via CTMS protocol number
• *Protocol identifiers*

2. Loading contacts

3. Addition of arms

4. Enrollment and maintenance of patients

25



FDA Inspection Readiness
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My thoughts…
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• FDA inspection guidance

• NCI audit documents

• 21 CFR Part 312 Subpart D

• Audit ready system – Vestigo



Conclusion
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