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I am sorry to disappoint you –

I am NOT this 
Tom Gottschalk
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Defining Virtual Supply

My goal is for this presentation to be 

educational and not a sales pitch, so 

I am intentionally not using a Product 

Name

In place of a Product Name I am using 

the general term Virtual Supply that 

embraces the philosophy of this clinical 

supply strategy



Copyright © 2025 Mercalis. All rights reserved.Copyright © 2025 Mercalis All rights reserved.

Virtual Supply Concept

✓ Optimize Employee Effort

✓ Minimize Waste and Risk

✓ Appreciate Significant Savings

✓ Sustainably Friendly

Provide Trials Commercially Available 

Medications and Ancillary Supplies
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Open Your Mind 

TO CHANGE
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Traditional
Bulk Supply
Process
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Rube Goldberg – Automatic Stapler
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Clinical Trial Supply World
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Traditional Bulk Supply Process

Procure Drugs

or Supplies
Package 

Inventory
Label 

Inventory
Ship to 

Depot

Store 

Inventory

Manage 

Inventory
Ship to 

Sites

Sites Store

Inventory
Sites 

Dispense 

to Patients

Sites Manage 

Inventory

Reorder / 

Reship  

Inventory

Ship Back 

to Depot

Reconcile 

Inventory
Destroy 

Inventory

Cross-Border

Shipping
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Understanding 
the Virtual Supply
Strategy and Process
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How does the Virtual Supply Strategy Differ
from the Traditional Bulk Supply Strategy

Minimizes, and in some cases eliminates:

• the up-front purchase of a large physical 

inventory of medication and ancillary supplies

• the effort and expense of repacking, clinical 

labeling, and storing large physical inventory 

of medication and ancillary supplies

• the need for a central depot that serves 

multiple countries

• the hassle, time and expense of cross-border 
shipping

• overages and waste
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Quality

Utilize a vendor that:

• Is licensed and follows regulatory 

directives and guidelines, complying 

with Good Distribution Practice (GDP) for 

Medicines for Human Use, 2013/C 343/01

• Maintains the quality and integrity of 

products through a comprehensive 

Quality Management System

• Measures performance through KPI’s
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Implement the most appropriate and 

efficient supply strategy and tactics to:

• Maintain continuity of supply

• Manage batch & expiry requirements

• Maintain temperature conditions

• Provide supporting documentation

• Maintain integrity & compliance

• Minimize import & export challenges

• Reduce waste

• Control costs

Goals
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Strategy

• Challenge the norms and adapt to 

each trial’s specific needs

• Implement the most appropriate and 

efficient supply process for each 

unique trial using one or more tactics

• Reduce complexity and burden

• Maximize value
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Tactics

“Pull” versus “Push”

• Actual demand versus forecasted demand

• Provide quantities specific to each site and 

patients’ needs

“Just In Time” / “On Demand”

• Provide only as needed

• Order close to when the medication or 

ancillary supply is needed

“In country” sourcing 

and distribution

• Avoid cross-border shipping when possible
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Assess the clinical trial supply need

All scenarios are not created equal
• Protocol requirements

• Participating countries

• Medication and ancillary supplies needed

• Medication requirements (REMS)

• Country specific regulations

• Other requirement(s)

Utilize expertise to formulate a trial 

specific supply strategy
• Market Intelligence

• Supply Chain Planning

• Risk Management

• Documentation Management

• Sourcing

• Storage & Distribution

• Waste Management

• Returns

• Destruction Services

• Reconciliation

Process Step 1
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Process Step 2

Put together the most efficient 
clinical trial supply strategy

In country sourcing
• For medication that is available in the 

countries in which there will be sites

• With or without a depot

Central sourcing
• When medication is not available in a country

• Mitigate shortages

• Unique protocol needs

– Difficult to access items

– Single lot requirement

• With or without a depot

A hybrid approach
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• Manufacturers

• Wholesaler network

• Secondary sourcing, 

procurement and 

logistics vendors

Leverage the supplier 

network to provide clinical  

trials a physical inventory 

of commercially available 

medication and supplies 
Orders are placed 

through the online

portal

Orders are 

shipped to sites 

with order status 

and shipment 

information 

available through 

the online portal 

Vendor pays 

for orders

Vendor provides 

reporting to the 

sponsor

1 2 3 4

Operational Flow
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Portal Dashboard
1

2
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New Order

3



Copyright © 2025 Mercalis. All rights reserved.Copyright © 2025 Mercalis All rights reserved.

Enter Order

4
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View Cart

5
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Confirm Order

6
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Submit Order

7
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Order History

8
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Order Details

9
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Tracking Number

10

Tracking Number
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Functionality
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Optimize 
Employee
Effort
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Sponsor Benefits

Less activities and 

employee effort 

required to provide 

sites/patients with 

medication and 
ancillary supplies

Reduced 

waste

Reduced shipping 

cost by minimizing 

shipping across 

borders

Reduced 

activities support 

sustainability goals 

and a reduced 

carbon footprint

Consultative 

Strategic 

Planning



Copyright © 2025 Mercalis. All rights reserved.Copyright © 2025 Mercalis All rights reserved.

Site Benefits

Not required to store 

large quantities of 

medication

Providing the ability 

to order medication 

when it is needed 

and in the 

appropriate quantity

Simplified “Site Sourcing” 

– eliminate site burden to 

source, procure, utilize 

their capital and wait for 

reimbursement
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Less Hassles

Large and Complex Supply Requirements
Minimize Or Eliminate Sourcing, Purchasing, And 

Manipulating Large Physical Inventories

Specialty and Limited Distribution Drugs 

Access Through Existing Commercial Distribution 

Channels As Opposed To The Secondary Market

High-Priced Items

Minimize Or Eliminate Expensive Carrying Costs

Special Handling

Cold Chain Managed by Authorized Distributors

Short Expiry Windows
Expiry Managed by Authorized Distributors
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Minimize
Waste
and Risk
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✓ Contingency stock for known factors

✓ Overage for unknown factors

✓ Delayed start, pause, or early stop

✓ Enrollment challenges

✓ Impact of real-world events

✓ Actual use differs from forecast

Why is Supply Chain 

Efficiency Needed? 30-50% 

Waste
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Minimal (and in some cases, no) up-front purchase of 

physical inventory or cost to maintain the inventory
Spend Management – Pay For What is Ordered

Minimal (and in some cases, no) inventory management 
Expiry dating, temperature excursions, loss, damage, diversion

Minimal (and in some cases, no) impact resulting from 

“real life”
Slow/no enrollment, protocol changes, trial holds, trial ends early, 

natural disasters, war in Ukraine, other unforeseen events (i.e., 
COVID)

Forecasting is based on “consumed demand” 

not “assumed demand”
Minimizes adding in overages, contingency stock, and other 

variables

Minimal (and in some cases, no) waste
Due to overage, contingency stock, and other factors

Favorable and consistent pricing
Leverage contracts with Manufacturers and Authorized Distributors

Less
  Risk



Copyright © 2025 Mercalis. All rights reserved.

Appreciate
Significant
Savings
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Sponsor
Top pharmaceutical manufacturer

Duration
16 years of utilization

Volume
Over 100 programs

Therapeutic Areas Of Study
Primarily oncology and respiratory, other 

areas secondarily

One Sponsor’s 16 Year 
Experience Implementing a 
Virtual Supply Strategy in the 
United States and Canada
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One Sponsor’s 16 Year 
Experience Implementing a 
Virtual Supply Strategy in the 
United States and Canada

Sponsor 2016 2017 2018 2019 2020 2021 2022 2023 2024 Total

Requested 17 26 21 22 86

Awarded 11 20 19 13 63

Declined 6 6 2 7 21

Active Programs 6 12 16 33 44 62

107

83

24

56

50

1

95

12

53

54

12

95

$90,000 $138,000 $72,500 $232,876 $261,750 $156,250 $951,376

$638,250 $926,900 $1,158,500 $1,455,756 $1,800,378 $1,794,971 $7,774,755

$0 $53,438 $114,650 $144,173 $179,078 $156,007 $647,346

Prescriptions Dispensed 22,067 11,248 1,908 5,541 6,061 2,938 2,597 2,669 2,976 75,200

Medication Value Dispensed $4,515,270 $2,404,124 $1,595,817 $9,361,829 $18,299,020 $10,431,947 $11,133,429 $12,001,643 $16,108,522 $85,270,892

$90,000 $138,000 $72,500 $232,876 $261,750 $156,250 $951,376

$638,250 $926,900 $1,158,500 $1,455,756 $1,800,378 $1,794,971 $7,774,755

$0 -$53,438 -$114,650 -$144,173 -$179,078 -$156,007 -$647,346

$5,541 $6,061 $2,938 $2,597 $2,669 $2,976 $75,200

$9,361,829 $18,299,020 $10,431,947 $11,133,429 $12,001,643 $16,108,522 $85,270,892

$10,095,620 $19,316,543 $11,551,235 $12,680,485 $13,887,362 $17,906,712 $93,424,877

$14,491,568

$70,779,324

$89,941,587

$329,306

$85,129,115

$141,777

$36,666,483.74

$9,067,196.46

$647,345.19

$46,381,025.39

Canada

Savings

Sponsor has saved over $46M and 87 labor years

Supply

Labor

Rebate

Total

Rebate

Prescriptions Dispensed

Medication Value Dispensed

TOTAL

Retail Pharmacy

Specialty Pharmacy

Medication

Oral Care Kit

United States

Financial

Set Up

Monthly Management

Rebate

Medication Dispensation

Total Spend Per Year

Set Up

Monthly Management

US

Canada

Therapeutic Category
BIO

ONC

Contracting Party
CRO Contracted

Sponsor Contracted

Total Programs (2009 to Present)

Program Type
RxStudy Card

Oral Care Kit

Pharmacy Channel

Retail Pharmacy

Specialty Pharmacy

Bulk

Country Of Service

Mercalis Service History (Through October 28, 2024)

Estimates

Activity

Savings

Sponsor has 

saved over 

$46M and 87 

labor years

Supply $36,666,483.74

Labor $9,057,196.46

Rebate $647,345.19

TOTAL $46,381,025.39
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Sustainably
Friendly
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• The most substantial expenses in clinical supply 

chain operations do not pertain to the drugs 

themselves but rather revolve around ensuring the 

safe and efficient delivery of these drugs to 

patients

– Oncology & Rare Disease may be an exception

• The focus should be on responsible resource 

management and waste reduction in clinical trial 

supply chains

• While complete waste elimination is not realistic, 

the aim should be to promote sustainable and eco-

friendly processes

Clinical Trials Generate a 
Significant Amount of Waste
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Implement Clinical Supply Tactics
That Align with Sustainability Goals

Direct To Site

Skip the depot 
(when appropriate)

Less shipping

Less idle inventory 
that requires storage and 
inventory management 

resources

Virtual 

Supply Model

Medication 
is provided 

through existing 
commercial 

distribution channels

Pull vs Push
Just In Time vs Just In Case

Ordering small batches in 
specific geographies instead 

of centralizing a larger stockpile

On Demand Distribution

Provide medication 
only as needed

Sites order in advance 
of each patient’s 
immediate need
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Less everything

• Employees

• Employee hours

• Processes and resources

– source, procure, pack, label, store, inventory 

manage, reconcile, reclaim, destroy

– efforts and materials associated with the 

above

• Shipping

– same item is shipped many times

• Overage and waste

Carbon Footprint Impact
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Please Come See Me to Ask Questions and Learn More
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Case Study
Global Local Sourcing
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Case Study
Global Direct Sourcing
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Thank You!

Tom Gottschalk  |  336-471-6638

tom.gottschalk@mercalis.com
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