The Factory
& LaunchPort™

A New Idea in Acceleration
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The Factory

History

* Engineered Medical Systems, Inc.

* Founded in 1986 — Privately held and I1SO 13485.
 Facilities based in Indianapolis, Malaysia, and Baltimore.

* We specialize in manufacturing devices to client’s
specifications, and also develop and manufacture our
own line of proprietary disposable air management and
electromechanical products, www.Pulmodyne.com.

e Qur distribution channels have over 200+
representatives, worldwide.




Introducing The LaunchPort™ and The Factory
Opening in The City Garage at Port Covington- Spring 2018
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LaunchPort™ and The Factory

National “First of Kind” Manufacturing Accelerator for Medical Technologies

Second Level Manufacturing Acceleratorfor Early Stage Device Companies

Anchor Tenant of The Factory
Engineered Medical Systems, Inc. (Indianapolis/Penang)

Moving Proprietary/ OEM Manufacturing Lines to Baltimore

“The Residents” of The LaunchPort™

Graduating from Region’s Incubators - Unsure of their next location

Need to establish core competence in regulated production for clinical trials and commercial approval

Beginning to establish assembly and engineering processes and resources
Must establish distribution & supply chains



The LaunchPort™ Resident Services

- Investors/Partners are able to
Observe Resident’s Ability to
Operate Own Manufacturing Cell

- And/or Access to The Factory’s
Manufacturing, QA/Engineering
Facilities, and Clean Room

Use of Core Operations and
Supply Chain Personnel:
Purchasing, Warehousing,
Logistics

- Access to Quality Management
personnel for operations and
supply chain qualification




The LaunchPort™ Resident Services
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The LaunchPort™ Resident Services

LaunchPort

MASTER LIST of STANDARD OPERATING PROCEDURERS

Dedicated Sage 100 Accounting and
Operations System YRR o

pceive Payment  Post Payment

- Turnkey chart of accounts LaunchPort ——@

MASTER LIST of GENERAL FORMS
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+ Individual Accounting and Production
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medical device business = m . - /
| o ol | E——
Quality Control System templates :‘ S / /

- Product Desigh and Device History
Record protocols necessary for FDA
and CE approval

Vendor Contract and Purchase Order Review

+ Full templates for the Quality System
Manual
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« Manufacturing SOP Templates

Manufacturing Job Templates

« Complete rules and regulations
compliant with an operational R
medical device company R




The LaunchPort™ Programming & Skills
Development Included in Residency

Quality, Regulatory & Manufacturing Sales, Marketing & Industry

: _ ; Advamed Framework for Comprehensive
| Supply Chain Development and Control v | Assessment of Medical Technologies

Sales Channel Development and Post Market

Accounting and Operational Record Keeping Support Resources

Reimbursement Pathways and Revenue

Critical Regulatory Manufacturing Skills and
Stream Development

Change Control: Domestic and International

Media/Communications Development & l

Controls
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"B Preparing for Regulatory Audits

,@ Quality Control, Compliance Reporting and



Factory Layout

— 53.875" 4.50(ALL WALLS)




