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UVMMC Investigational Drug Services (IDS)

Any protocol that includes administration of drugs not yet approved by 
the FDA for use or drugs being tested for an unapproved use, regardless 
of how the medications are dispensed, will be assigned an IDS ancillary 
review.

This review will be to assess feasibility and plans for adherence to VT 
Board of Pharmacy rules as applicable.

UVMMC Pharm3 policy

IDS will need to review and approve a research study prior to IRB 
review.

https://uvmcom.sharepoint.com/sites/comclntril/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcomclntril%2FShared%20Documents%2FUVMMC%20Research%20Policies%20and%20Procedures%20Links%2FPHARM3%5FInvestigational%20Drugs%20Medication%20Use%20Policy%5Fexp24Mar2026%2Epdf&parent=%2Fsites%2Fcomclntril%2FShared%20Documents%2FUVMMC%20Research%20Policies%20and%20Procedures%20Links
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Investigational Drugs:  Medication Use Policy 

• Use of all investigational drugs at  UVM Medical Center will be approved by either the UVM IRB or 

an external IRB under a reliance agreement and must comply with all UVM Medical Center policies 

and safe medication practices.     

• The Pharmacy Department is responsible for the oversight of the storage, dispensing, labeling, and 

distribution of investigational medications and will be notified of the intent for use by the IRB.  

• SOP’s are set up to meet the Vermont Board of Pharmacy Administrative Rules and Joint 

Commission Standards regarding investigational drugs, which include, but are not limited to, 

investigational drugs or approved drugs used in an investigational manner. 
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Coordination with the IRB
• A feasibility review of all protocols that utilize UVMMC Investigational Drug Service (IDS) to receive, store, 

control, or dispense an investigational agent require ancillary pharmacy approval. 

• •Ancillary reviews will be assigned to IDS when the RPO has identified a protocol using an investigational drug or 

approved drug in an investigational manner. 

• •IDS will need to review and approve a research study using IDS prior to beginning research or  adding to a 

Committee agenda. 
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Ancillary Review in Click
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Contacting IDS

Emailing IDS  Group

Pharmacyinvestigationaldrugservice@uvmhealth.org

Phone: 802-847-4863 during business hours 

May leave a voicemail if off hours

Fax: 802-847-1614
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Investigational Drug Services

Specialized skill-set
• Clinical research study process
• National and local regulations governing drug research
• Dissemination of information to other healthcare providers and pharmacy 

staff

Training in
• ICH GCP
• HIPAA
• IRB/Protection of human subjects
• Competencies and policies required by hospital and board of pharmacy
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Investigational Drug Services

Balance requirements of study with:
• State and federal pharmacy laws
• Pharmacy practice standards
• Institution policies and procedures
• Joint commission or other accreditation 

standards
• GCP guidance
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IDS Model Within UVM Health Network

Part of the inpatient UVMMC pharmacy department

Hours: M-F 8:00am-4:30pm
UVMMC central inpatient pharmacy available for off hours support with 
advanced notice and approval from IDS group for studies with legitimate 
requirements

IDS Pharmacist Clinician
IDS Pharmacy Technician 

Callie Fortin is the Lead Pharmacist for all studies. Two trained Pharmacist for 
study support and coverage if needed 
Jill Rockwood is fulltime with two IDS trained technicians for coverage if needed

Oncology IDS Pharmacist Clinician Megan Hinton is the Lead Pharmacist for all Oncology studies  
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IDS: Roles and Responsibilities

Budget

Dispensing procedures

Compounding procedures

Compounding oral dosage forms

Health care provider sheet

EPIC build (+/- order sets)

Dispensing labels

Training to additional staff as needed

Feasibility reviews for the IRB

Study Set-up
Product accountability

Temperature monitoring

Sponsor communication

Product receipt 

IRT data entry

Inventory management

Maintaining study blind

Monitor visits

Study closeout

Study Maintenance
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Site Selection
Please provide:

Notification of potential study
• If study will not include an investigational 

product, but does involve medication-IDS 
must still be notified

Protocol

Pharmacy manual

Safety Data Sheet and Investigator Brochure as 
available
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• Appropriateness of 

research visit location

• Number of potential 

subjects

• Number of dispensing 

visits

• Duration of study

• Randomization 

method

• Blinding

• Federal, local and 

institutional policy 

and regulation

Feasibility Reviews

• Protocol Review
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Feasibility Reviews

Investigational drug product handling

IRT systems Description of drug & packaging 

Drug sourcing Ancillary supplies

Concomitant meds Storage conditions

Special handling precautions Hazardous drug designation

Product preparation Product dispensing

Subject returns Product administration
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Ongoing communication
• IRB status

• Regulatory and sponsor communications

• Timeline of study opening/Site Initiation Visit (SIV) or 
decision not to pursue study

• Updates on status of screening

• Weekly dispense visit schedule

• Monitor visits

• Study closure/close-out visit
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Budget Request

Must be accompanied by:
• Protocol
• Pharmacy Manual 
• Safety data sheet (as available)
• Investigator Brochure (as available)
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Billing Account Information
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Weekly Orders Form
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IDS008 / Pharm111
IDS should not need to be listed on the study as Key Personnel

Curriculum vitae (CV) available only during audits

Pharmacist and pharmacy technician licensing/certification 
information available through the Vermont Board of Pharmacy

GCP expiration available through Click and certificates available upon 
request

Only the lead pharmacist must sign the delegation log

All policies available upon request
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