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IDS (Investigational Pharmacy)
A great drug interaction

Please join us for a look into the world of Investigational Drug Services and its relationship to other 
research areas. Discover the innovations propelling the growth of IDS and refresh pharmacy tips and 

tricks for IDS requests.

Mary Burns, PharmD
IDS Pharmacist

Dorice Smith, BA, CPhT
IDS  Pharmacy Technician

Today’s Presentation:
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Investigational Pharmacy Services 
(IDS)

A Great Drug Interaction!

Dorice Smith, CPhT, CSPT
Mary Burns, PharmD, RPH



Objectives

◦ Provide an overview of what IDS does
◦ Who, What, Where, When, How and WHY

◦ What is Vestigo

◦ What is Versatrak

◦ Prescriptions!?

◦ Epic

◦ Fee Schedule

◦ Success Stories 



Who
Personnel
• Technicians: Dorice Smith, Dan Lechuga, 
• Pharmacists: Mary Burns, Tazeen Fatima, Judy Houston, Kelli Johnson
• Supervisor: Eric Mueller, Pharm.D., FCCM, FCCP

Service Email: IDS-Pharmacy@uchealth.com

Location: Medical Science Building G253, G255, G257

Contact Numbers
During IDS Office Hours (Monday - Friday 0700-1630) 513-584-1766
After Hours Pharmacist Pager: 513-343-1046

mailto:IDS-Pharmacy@uchealth.com


Where
◦ Medical Sciences Building: G253, G255, G257

◦ Turn left when exiting central pharmacy or right when 
leaving resident office

◦ Go up stairs in Medical Sciences Building to G floor.  
Walk to the end of the hallway and turn right in last 
corridor

◦ Refrigerators with drug in IDS, central pharmacy, 7E

• Study Sites:
• UCMC
• UCGNI
• Barrett

• Satellite Sites:
• WCH
• Mobile Stroke Unit



What is IDS Pharmacy?

◦ IDS = Investigational Drug Services

◦ A division of pharmacy services that is responsible for facilitating (procuring, 
storing, preparing and dispensing) investigational agents for trials conducted at 
University of Cincinnati Medical Center

◦ Licensed Pharmacy focused on dispensing “investigational agents” 
◦ Novel agents (all drugs not approved by the FDA)
◦ FDA approved agents being studied for a new labeled indication (Metformin being 

studied in cancer)
◦ Substances placed in the body for research purposes (IV contrast dye for a CT scan that 

would not be ordered were it not for the research protocol)



What oversight does IDS have?

◦ FDA

◦ Institutional Review Board (IRB): A committee formally designated to 
review, approve and monitor biomedical research involving humans 
in order to protect the rights and welfare of research subjects.

◦ Office of Clinical Research (OCR): Internal regulatory system

◦ CRO

◦ Pharmacy Management

◦ Must follow rules outlined by the Ohio Board of Pharmacy 



What types of studies does IDS participate in?

◦ Approximately 400 active studies; Phase 0-4

◦ Every discipline: Oncology, hematology, neurology, 
trauma, psychology, NICU, cardiology, 
pulmonology, vaccine, transplant, surgery… 

◦ Industry (Pfizer, Amgen, Roche) 

◦ Consortium (NCI, PANCAN, ECOG, ALLIANCE)

◦ Investigator Initiated (lead by UC physicians)





How do studies come to be?

◦ Planning Phase: feasibility (time, storage, drug preparation, workflow), cost estimates, detailed reading of 
protocols/pharmacy manuals.
◦ Initial creation of internal Fact Sheets, Dispensing Guidelines, and drug prep Work Cards

◦ Start Up Phase: IRB submission, SOAR meetings, Site initiation Visits, meeting with study teams

◦ Open Enrollment Phase: Study drug is available on site and ready to dispense, Monitoring visits

◦ Drug Sources: Sponsor, internal purchase

◦ Protocol Updates

◦ Temperature monitoring

◦ Drug accountability: Vestigo

◦ Close Enrollment Phase: Enrollment is complete, but patients remain on study or in follow-up

◦ Study Closure Phase: Time after last patient, last visit.  Reconciliation of all documents and data. 



How is 
Dispensing 
Different?
• Which study?

• Study training needed?

• Patient name, MRN, Subject ID

• IWRS/vial assignments?

• Dose verification

• Primary/Sub-Investigator

• Lot, Kit #, Expiration (Why isn’t 
there an expiration!?)

• Time dispensed

• Drug accountability

• Inventory?

• How to find drug information



Compounding Blinded Capsules

◦ Special service offered by IDS

◦ IDS orders drug, avicel powder, empty 
capsules

◦ Process results in blinded capsules that 
look identical (Ex: 2 batches of “Blue” 
capsules compounded; one batch 
contains Lexapro one contains placebo)

◦ Time consuming process 

◦ Typically shorter expiration dating

◦ Communication is key!
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VestigoTM (http://www.mccreadiegroup.com/vestigo/)

• Automated platform to improve accuracy, efficiency, 
and safety

• Web-based supports ‘remote’ users and system-wide 
access

How do we organize our studies?



Industry 



Cooperative Group/Consortium 



Investigator Initiated
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What types of Services Do We Provide?  
• Study Setup
• Randomizations
• Budgetary consultation and Feasibility
• Regulatory guidance and support (SOP’s and Site Blinding Plans)
• Multiple site coordination of pharmacy services
• EPIC protocol build and maintenance
• Drug procurement, storage, inventory management, accountability, 

preparation, compounding, dispensing, monitoring
• Oral dosage forms to hazardous drugs to stem cell therapies
• Sterile product preparation and compounding
• Capsule/masked product compounding
• Drug Devices

• Coordination within and across UC Health Pharmacy Services
• Training upon request



Temperature Monitoring







When
• Scheduled infusions in GNI and Barrett 

• Q6 months, bi-weekly, 3x weekly

• GNI: MS, Adult onset Pompe Disease, Alzheimer’s studies

• Barrett: All varieties of hematologic and solid cancer types

• Oral therapies: PK lab draws

• Infusions

• Intratumoral Injections (RP1, CIVO device)

• Same day randomization and treatment

• Study for kidney transplant: first infusion no later than 7 days 
post transplant

• TXA study for hip fractures

• COVID studies

• STAT

• STROKE studies

• 10 minutes or less to prepare drug



21

What does IDS need to start a trial?

• Latest copy of protocol, investigator brochure, pharmacy manual 
(if available), and general informed consent 

• Complion access (if applicable)
• IRB approval letter (including UC’s if using an outside IRB)
• UC Health approval letter
• A physician order:  this may be a written prescription, infusion 

plan, treatment plan, or EPIC order set 
• List of authorized prescribers (on 1572 or DOA)
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What does Pharmacy need to treat a patient?
• INFORMED CONSENT (First page with study title + signature of patient)
• Email sent to IDS-Pharmacy (minimum): 

• Participant name
• Medical record number
• Subject ID number
• Date of birth

• Signed Prescription order for medication
• TIME TO PREPARE DRUG
• Web assigned vial assignments (if applicable) also known as IRT, IWRS, etc. 
• If the patient is in an infusion area, the participant will need an ok to treat order placed 

(green light)
• If it is an outpatient prescription order, we ask the study coordinator pickup drug from IDS. 



SCHEDULING: Invest igat iona l  Product/Drug Workf low
• IDS reviews Epic and creates a schedule for the upcoming week on 

Thursdays/Fridays. Notify IDS when:
• Screening first patient on study

• 2 weeks minimum to get a study up and running 
• New patient consented 
• Last minute additions
• Subject treated outside of protocol window
• Scheduler should put “research” in the notes box in Epic helps identify IDS 

patients
• If there is an appointment where the weight needs to be documented per 

protocol, please document this weight in Epic. 
• It may also be required to document the weight in an email to IDS if the IRT doesn’t 

capture this 
• Research chart notes are encouraged to document study drug administration, 

infusion related notes, missed infusions, etc.



S C H E D U L IN G :  I D S  Wo r k f l o w



Why Do We Need a Prescription?



Outpatient Medication Order



What is the process for Electronic Prescriptions?
• Fill out IDS request for Epic order: Infusion plan (non-oncology), treatment plan (oncology), inpatient order

• Submit a ticket through IT self service link. A manager must approve the ticket. Attach form, protocol and pharmacy 
manual to ticket.

• EPIC Pharmacy team builds the order

• Once built, Epic team notifies the study coordinator, IDS Pharmacy, Specialist, etc. An extract of the build will be 
sent to the study staff for review.

• Once the study coordinator and pharmacy have approved, the EPIC team will ask the study coordinator to obtain PI 
approval of plan.

• After all approvals are obtained, EPIC team migrates the plan into production.

• Any changes to the protocol or pharmacy manual that affect the plan will need to have a new ticket submitted.  The 
process is the same as the original ticket.





EPIC TST Environment





Example of  Change Requir ing T icket  Update
• A current study recently reformulated their 

product from a 6 mg vial to a 4 mg vial. 

• While the overall dose remains the same, this 
update results in the bolus volume and the 
infusion rate changing. 

• Thus, an update needs to be made to the Epic 
order to ensure the correct infusion rate and 
volume occurs.

• Orders may need to be changed when: There is 
a significant change to the protocol resulting in a 
change in the dose being administered, how the 
drug is administered, addition of a new therapy, 
etc.

• You can always consult IDS regarding 
whether updates to orders or plans are 
needed



W h y Is  I t  Tak i n g  So  Lo n g Fo r  My  Dru g!?
• Drug preparation requires 45 vials per dose

• Product is hazardous and biosafety cabinet must be cleaned with 
special products before and after compounding

• Aliquot study requiring multiple attempts to compound

• FX-322 intratympanic ear injection study example2 hours minimum 
required per preparation

• CIVO Device study2 people x 1 hour

• Priming the line

• Blinding the infusion bag/line  

• Documentation requirements from Sponsor



G R E E N  L I G H TIN G  P R O C E SS
• We cannot prepare drug until we have an okay to treat 

order or “GREEN LIGHT” 

• Okay to treat: patient is present on campus, eyes on 
patient, etc. 

• Nurse in infusion area will “green light” once patient 
arrives.

• This “green light” alerts the satellite pharmacists (UCGNI, 
BARRETT, etc) that the patient has arrived. 

• Satellite Pharmacist reviews the treatment/infusion plan in 
Epic. Double checks dosing, weight, lab parameters, 
consent, etc

• Pharmacist calls IDS pharmacy to communicate okay to 
treat. IDS then double checks the information in Epic and 
enters accountability into our Vestigo system. 

• Double check of IDS staff occurs. Pictures are taken of the 
vials used for compounding. 

• Technician walks the vials over the satellite pharmacy for 
compounding. 

 We prepare drug for outpatient 
infusion visits in our satellite 
pharmacies adjacent to infusion 
centers

 Delays entering visit into IRT, getting 
patient weight (if required), etc can 
result in IDS delays

 STAT turnaround time once patient is 
green lit is 2 hours. 

 Communication is key! 



Dispensing Guidelines and Fact Sheets



Preparation Instructions



Updated Fee Schedule



Updated Fee Schedule



Updated Fee Schedule



Why

◦ PRIIDE  Values

◦ Patients and Families First
◦ Showing Respect
◦ Acting with Integrity
◦ Embracing Inclusion
◦ Seeking Discovery
◦ Offering Empathy 

◦ “In Science Lives Hope”

◦ Academic Research Institution









COVID STUDY: TICO ACTIV-3



ADORE Pre-Natal Study

◦ IDS mailed out drug each week to patients across the US

◦ Largest trial to date

◦ 719 patients!

◦ We ADORE(D) Thursdays



First IDS Study Utilizing MSU Launched in 
2022!



IDS has registered over 3075 studies at UC 
Health since 1968!!!





QUESTIONS?
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