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The Market Need

Diabetic Foot Ulcer Venous Stasis Ulcer
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The Market Potential

Chronic wounds
Worldwide U.S.

Venous stasis ulcers 4,000,000 900,000

Diabetic foot ulcers 6,000,000 1,500,000
- Over 82,000 U.S. amputations/year!

Pressure ulcers 8,000,000 2,100,000
- Infection from a pressure ulcer was the
cause of actor Christopher Reeve’s death



From Bankruptcy to Success Through Licensing: The Cytomedix Story
Steve Jakubowski, The Coleman Law Firm

Jeff Snell, CRA International

3

New 
Business 

Model
ExecutionThe 

Opportunity

• Knighton patent
• Procuren product 

line
• Denial of 

reimbursement for 
Procuren

• Worden 
improvement

• Procuren put up 
for sale

• Cytomedix 
acquires Procuren 
and Knighton 
patent

Navigating 
Bankruptcy

• DePuy constraints
• License 

agreements
• Key terms

−Fields of use
−Assignability
−Most Favored 

Nation
−Adverse Rulings
−Public 

Disclosure
−Markings/ 

Advertising

• Post acquisition 
collapse

• DePuy license
• Liquidation of 

Procuren centers
• Financing death 

spiral
• Filing for 

bankruptcy
• Shareholders halt 

BK auction and 
take control of DIP

• Court confirms 
reorg. plan

The Cytomedix Story

• Commercialize 
AutoloGel in 
wound care

• Aggressive 
enforcement of 
patent rights

• Development of 
licensing strategy

• Key financial 
issues
−Prior use
−Separate 

royalty for 
equipment and 
disposables
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Knighton Patent Claims – 5,165,938
What is claimed:

1 A process for treating damaged, live, animal tissue which comprises 
applying over the damaged tissue an effective amount of treating 
composition containing the materials released by platelets during the 
platelet release reaction and facilitating healing of the damaged tissue.

2 The method in claim 1 wherein the materials are applied topically in an 
amount sufficient to cause migration and/or division of fibroblast cells, 
capillary endothelial cells, and/or epithelial cells.

8 The method of claim 7 (wherein the platelets are human platelets) wherein 
prior to release of the material said platelets were removed from the person 
whose tissue is being treated.

10 The method in claim 1 wherein the materials are released from said 
platelets by use of an activator selected from the group consisting of 
thrombin, adenosine diphosphate and collagen.

(Emphasis added)
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Reimbursement Decision
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Curative Royalty Agreement
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Curative Royalty Agreement
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The AutoloGelTM Process

A small amount of a 
patient’s blood is 
drawn

Source: http://www.cytomedix.com/270,15,The AutoloGel™ System
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The AutoloGelTM Process

The tubes of 
blood are 
placed into a 
centrifuge 
machine

Source: http://www.cytomedix.com/270,15,The AutoloGel™ System
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The AutoloGelTM Process

The platelets 
and plasma 
are 
separated 
from the 
whole blood

Source: http://www.cytomedix.com/270,15,The AutoloGel™ System
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The AutoloGelTM Process
Reagents are added 
to the platelet-rich 
plasma (PRP) to 
activate the platelets, 
causing:
• the release of

multiple growth
factors

• creation of a fibrin
matrix scaffold

• the PRP liquid to
transform into a
gel

Source: http://www.cytomedix.com/270,15,The AutoloGel™ System
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The AutoloGelTM Process

The resulting 
gel, AutoloGelTM, 
is applied 
topically to the 
patient’s wound

Source: http://www.cytomedix.com/270,15,The AutoloGel™ System
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Aggressive Enforcement of Patent Rights
3I – Implant Innovations
ABI Extracorporeal
ABR Inc.
Advanced Blood Recovery, Inc.
Advanced Cosmetic Surgery and 
Laser Center of Hyde Park
Advanced Cosmetic Surgery Center
Advanced Facial Cosmetic & Laser 
Surgery Center, Inc.
Advanced Perfusion Care, Inc.
Arizona Blood Management, Inc.
Arizona Blood Therapies, LLC
Autologous Blood Services, LLC
Autologous Blood Technology
Autotransfusion, Inc.
B&B Autotransfusion Services, Inc.
Bennett Medical
Dr. Keith Bennett
Blood Recovery Systems, Inc.
Mr. Bill Brown
Carter Blood Care
Center for Facial Cosmetic Surgery
Chiron Corporation
Clinical Cardiac Perfusion, Inc.
Coastal Cardiovascular Services, LLC
Cobe Cardiovascular
Cohesion
Contran
Cooper Health System
Corazon

Dermatology Specialists of Naples
Direct Medical Co.
Diversified Therapies
Fresenius Medical Care North
Gambro BCT (formerly Cobe)
Mr. James Gandy
GELTECH, Inc.
H & M Medical Services, Inc.
Haema-Gel Services
Haemonetics
Hamot Health System
Harvest Technology Corp
Heart of America Medical
Hemoserv Inc.
Hinsdale Blood Component 
Collection Center
Implant Dentistry of Washington
Integrated Blood Services, Inc.
Internal Medicine Associates Infusion 
Centers
Interpore Cross International
La Piel Face Spa
Life Care, Inc.
Life-Cor Perfusion Resources, Inc.
Lifesource Technologies, Inc.
Dr. Daniel Man
Medtronic
Metro Preferred
Naples Facial Plastic Surgery
OCT USA, Inc. dba OSCOTEC

Oral and Maxillo-Facial Surgeon
Pacific Auto Transfusion Corp.
Pacific Life Systems, Inc.
Palm Beach Hair Institute
Palm Beach Institute of Cosmetic 
Surgery
Perfusion Management Group, Ltd.
Perfusion Partners and Associates, 
Inc.
Physicians Skin Care & Facial Plastic 
Surgery
Physiologic Reps, Inc.
PlasmaSeal
Platelet Gel Services
Platelet Rich Services
PPAI Medical
Prosthodontics Inermedica
Dr. Rene Ranieri
Riverside Plastic Surgery & Sinus 
Center
Riverview Hospital
SafeBlood Technologies
Salvin Dental
Seattle Implants
Southwest Hospital
Dr. E. Prince Stover
Trinity Medical Services
Turning Point
West Texas Profusion
Wound Care Center and Brevard 
Regional Hyperbaric Center

Source: Disclosure Statement to the First Amended Plan of Reorganization of Cytomedix, Inc., Appendix F. 
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Valuation Issues

What is our technology worth?

How do we deal with the uncertainties?
Ability to segment the market

Reimbursement for AutoloGel

Litigation outcomes
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Flexible Licensing Model - Assumptions
Negotiation Support Model Inputs

Potential Licensee

Company Name:

Term

Expected Date of License:

License Termination:

Type of License

Chronic Markets
Included in License?

Rights Conveyed

Reimbursement/Litigation Progress

Non-Chronic Markets
Included in License?

Rights Conveyed

Litigation Progress

Projected Unit Sales

Kits 2004 2005 2006 2007 2008 2009 Total
Chronic

Diabetic foot ulcers
Venous stasis ulcers
Pressure ulcers
Total Chronic

Non-chronic
Orthopedic surgery
Cardiothoratic surgery
Other
Total Non-chronic

GRAND TOTAL

Centrifuge Machines 2004 2005 2006 2007 2008 2009 Total
Chronic

Diabetic foot ulcers
Venous stasis ulcers
Pressure ulcers
Total Chronic

Non-chronic
Orthopedic surgery
Cardiothoratic surgery
Other
Total Non-chronic

GRAND TOTAL

Other Sections Include:
- Pricing
- Cost
- Royalty Rate 

Determination
- Milestones
- Minimums
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Royalty Rate Determination

Comparable license agreements

• Wound healing treatments 

• Existing agreements for platelet gel

Profit apportionment

• Projected AutoloGel profitability

• Profitability of platelet gels

• Industry profitability

Alternatives
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Flexible Licensing Model – Term Sheet
Internal Term Sheet: License to Cytomedix Technology

Licensee:

Key Points to Highlight: 1. Success of Cytomedix's technology depends on licensee efforts, so Cytomedix
   requires performance guarantees (lump sum or minimums).
2. Progress of clinical trials.
3. Progress in receiving Medicare reimbursement.
4. Efficacy.
5. Ease of use.
6. Breadth of patent coverage.

12/31/2003 12/31/2004 12/31/2005 12/31/2006 12/31/2007 12/31/2008 12/31/2009
2004 2005 2006 2007 2008 2009 Total

Projected Licensee Revenue:
Kits - Chronic $XXX $XXX $XXX $XXX $XXX $XXX $XXX
Kits - Non-Chronic $XXX $XXX $XXX $XXX $XXX $XXX $XXX
Centrifuge Machines - Chronic $XXX $XXX $XXX $XXX $XXX $XXX $XXX
Centrifuge Machines - Non-Chronic $XXX $XXX $XXX $XXX $XXX $XXX $XXX

Total Projected Licensee Revenue $XXX $XXX $XXX $XXX $XXX $XXX $XXX

NPV of Projected Running Royalties $XXX $XXX $XXX $XXX $XXX $XXX $XXX

Lump Sum Payment: $XXX      * To be credited against running royalties.
-OR-

2004 2005 2006 2007 2008 2009 Total
Minimum Payments: $XXX $XXX $XXX $XXX $XXX $XXX $XXX

Royalty Rates:
Kits - Chronic X.X%
Kits - Non-Chronic X.X%
Centrifuge Machines - Chronic X.X%
Centrifuge Machines - Non-Chronic X.X%

Milestone Payments: - May consider negotiated fixed payments for the successful completion of clinical trials, FDA approval,
  Medicade/Medicare reimbursement, etc.

Term (years): - X years

Fields of Use: - If possible, limit license to specific market applications based on outcome of analysis of indications
  and licenseebusiness activity.

Grant Backs: - Consider negotiating a royalty-free license to any improvements developed by licensee.

Most Favored Nation: - Ensures a licensee that it is paying the lowest rate among all licensees.

Company Name
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DePuy Constraints: Exclusivity

2.1 The license granted 
pursuant to Section 2.0 
hereof shall be exclusive 
for the term of this 
Agreement.
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DePuy Constraints - Royalties
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License Agreements

5/23/05
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Field of Use

Medtronic

Harvest

PPAI

Cobe

Biomet

SafeBlood

…any field of use 
anywhere in the 

world.
…in any field of 

use.

DePuy – 2nd Agreement
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Assignability (1 of 4)

Medtronic

PPAI

SafeBlood

DePuy – 2nd

Agreement
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Assignability (2 of 4)

Cobe
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Assignability (3 of 4)

Biomet
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Assignability (4 of 4)
Harvest
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Most Favored Nation Clause
Medtronic

Harvest

Cobe

other than 
DePuy

any for-profit Entity (other 
than those providing direct 

medical care)

any Entity other than any 
Entity with whom 

CYTOMEDIX already has 
entered into a license 

agreement

Note: No MFN clause in Biomet or 
service provider licenses
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Adverse Rulings
SafeBlood

• Similar 
language in 
Medtronic, 
Harvest, and 
Cobe license 
agreements

• No adverse 
rulings clause 
in the DePuy, 
Biomet, and 
PPAI licenses
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Public Disclosure
Biomet

Similar language in all 
other license agreements, 

except DePuy

Harvest
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Markings/Advertising
DePuy – 2nd Agreement

PPAI
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Some Lessons Learned

• View bankruptcy as a possible solution instead of a last 
resort because decisions made to avoid bankruptcy 
may well be far worse than the bankruptcy process 
itself.

• Employ flexible financial models that can be adapted to 
different licensing partners and changing conditions 
throughout the execution of a licensing strategy.

• When negotiating off existing forms, carefully reexamine 
each provision in light of the human and business 
realities presented.


