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Deliver
Confi gured to

Simplifying 
      your Success

A Healthy Approach to Ensuring Success

SYSPRO for Medical Devices has been developed from over 30 years of 
implementation experience with manufacturers operating under increasingly 
strict government regulated controls. Medical device manufacturers today are 
forced to comply with stringent standards in quality, safety and traceability, and 
must provide documentation to substantiate procedures.

While the manufacturing process remains consistent with other industries, the 
additional overhead of rules and regulations is forcing medical device manufac-
turers to look for business partners to facilitate a lean, effi cient environment,  
enabling them to produce the right product at the right time. It is imperative that 
these companies have visibility and control of their entire supply chains in order 
to assist fully comply with laws, regulations and guidelines while providing high 
levels of customer service.

SYSPRO offers medical device manufacturers a sophisticated enter-
prise system that supports a broad set of activities to help manage and 
coordinate business functions, including production planning, purchasing, inven-
tory maintenance, lot tracking, bar-coding, orders management, customer 
relationship management and service in a single or multi-site environment.

The system is designed and constructed to help medical device manufacturers 
manage the fi ve key components of a medical manufacturing business: Design, 
Manufacture, Distribution, Maintenance and Service. 
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Control
Complete

ERP Enterprise Resource Planning

SYSPRO for Medical Manufacturers is a fully integrated business solu-
tion that delivers control over the planning and management of all facets 
of an operation, including accounting, manufacturing, distribution, 
customer relationship management, advanced planning and scheduling, 
e-commerce and warehouse management. 

The component-based architecture is designed to provide a highly cost-
effective way for SYSPRO customers to integrate best-of-breed appli-
cations, maximize business-to-business trading and leverage wireless 
connectivity. It also provides the framework for a new generation of 
Web-based applications. These new applications developed using the 
Microsoft .NET architecture are fully customizable to meet customer 
requirements. The Document Flow Manager, a SYSPRO e.net solutionsTM 
tool, enables electronic processing of inter-company and business-to-
business transactions.

The SYSPRO Customer Relationship Management (CRM) module 
closes the gap between the front offi ce and the back offi ce by integrating 
key activities without duplicating input. SYSPRO CRM allows sales, 
marketing and customer support operations to work collaboratively to 
achieve total customer satisfaction.

The SYSPRO Advanced Planning and Scheduling (APS) application 
suite enhances existing manufacturing operations, effectively clos-
ing the loop between Material Requirements Planning (MRP)/Enter-
prise Resources Planning (ERP) business functions and the shop fl oor. 
SYSPRO APS provides managers with real-time information on cur-
rent shop fl oor activities and also offers a powerful “what-if” capability, 
facilitating the most effective use of resources. Additionally, the rapid 
scheduling and order tracking power of SYSPRO APS provides fl exible, 
effi cient management of volatile changes in demand and pinpoints indi-
vidual customer preferences in the production schedule.

SYSPRO strives to provide affordable 
focused solutions to facilitate and allevi-
ate the operational bottlenecks and issues 
facing the Medical Manufacturer. Some of 
these include: 

• Reduce costs of compliance related to 
manufacturing in this regulated environment

 • Facilitate meeting the laws, regulations and 
guidelines laid out by the FDA and other 
regulatory bodies

• Customer satisfaction through faster 
responses and order tracking

• Increase market share and revenues
• Control, minimize and track operating 

expenses
• Shorten order-to-delivery cycle times
• Reduce costs to convert raw materials 

to fi nished goods
• Lower capital expenditures via reduced 

work in process and inventory levels
• Improve yield and product quality while 

conforming to specifi cations
• Increase the accuracy and effective-

ness of plant fl oor data  
• Traceability from source to ultimate 

destination
• Improve overall asset utilization
• Improve supply chain interoperability 

and effective integration with disparate 
internal and external systems
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Benefi ts
Business

Chase Scientifi c Glass, Inc. 
FDA Approved /ISO   

Chase Scientifi c Glass, Inc., manufactures spe-
cialty glass products for science, industry and 
laboratories
 
Stratagene    

Stratagene is a worldwide leader in developing 
innovative products and technologies for life 
science research.

Refractec, Inc.
FDA Approved 

Refractec, Inc., develops and markets propri-
etary NearVision Conductive Keratoplasty for 
the treatment of visual errors. 
      
Waldman Lighting
FDA Approved /ISO 

Waldmann Lighting is a leading manufacturer 
of medical lighting systems and workplace 
lighting for many industries and applications.

American Medical Sales
FDA Approved Class 1 

American Medical Sales manufacturers and dis-
tributes a complete line of high quality X-Ray 
illuminators and the most innovative digital and 
fi lm viewing products, networking solutions and 
sophisticated dental tomography equipment.

Frank Stubbs Company
FDA Approved    

Since 1968, Frank Stubbs Co., Inc., has been a 
leader in the medical industry with innovative 
design and manufacturing of quality orthopedic 
supports and braces, as well as a complete line 
of compression garments for the plastic surgery 
market. 
   
Imaging Associates
FDA Approved        

Imaging Associates is a developer and distribu-
tor of technology tools for the medical imaging 
specialist.

Juzo Julius Zorn, Inc. 
FDA Approved        

Juzo Julius Zorn, Inc., has been a leading pro-
vider of compression therapy products for over 
90 years. Juzo’s products are successfully used 
with diseases requiring compression therapy. 

Sigvaris 
FDA Approved/ISO    

Sigvarus is a leader in providing compression 
therapy products for patients confronted with 
chronic venous insuffi ciency. 

Richards Medical Equipment
FDA Approved 

Richards Medical Equipment is a distributor of 
medical products, primarily in the disposable 
anesthesia area. 

SYSPRO Has a Large Number of Medical 
Manufacturing and FDA Regulated Customers: 



Traceability Across the Extended Supply Chain
Lot traceability for medical device manufacturers is a supply chain issue, not 
just a manufacturing issue. SYSPRO has full backward and forward lot trace-
ability across the extended supply chain. The system manages, tracks and 
documents all the changes of a product from the time raw material is received 
through product manufacture and storage, until it is delivered to the customer 
site. Because SYSPRO is an integrated enterprise solution, the lot traceability 
is tightly integrated to all supply chain aspects, not just to one manufacturing 
plant.

SYSPRO allows medical device manufacturers to assign both lot and serial 
numbers to one item for more effi cient traceability, if required. Serial num-
bers, by default, are within a lot number. 

Medical device manufacturers are sometimes required to pre-allocate compo-
nent lots to work-orders to adhere to strict specifi cations. Likewise, lot num-
bers for medical devices may be determined when the work order is created 
or upon receipt into inventory. SYSPRO provides the fl exibility required to 
meet these manufacturing requirements within the confi nes of compliancy.

SYSPRO offers inspection at the time of receipt from either a purchase order 
or a work order. Non-conforming parts failing inspection from a supplier 
may be tracked using the Return to Vendor capability. Non-conforming parts 
that have failed inspection in Work in Progress (WIP) may be rejected or sent 
back to the same job or a new job for rework. If applicable, the part could be 
received into a different warehouse or even received into inventory as a dif-
ferent product. 

SYSPRO supports multi-warehouses, providing the option to create a quar-
antine warehouse that may have different levels of security to prevent the 
incorrect usage of the items placed in this location.

Through pro-active exception inquiries, reporting and automatic notifi cation 
functionality, both operational and management personnel have full visibil-
ity throughout the supply chain. 

Complete Customer Service
Customer service is increasingly 
infl uencing the bottom-line of Medical 
Device manufacturers. The comprehensive 
SYSPRO Customer Relationship 
Management (CRM) solution lets users 
track and manage all customer and supplier 
touch points. Customer correspondence, 
status, vendor relationships, marketing 
campaigns, service issues, product returns, 
warranty and repair histories, quotes and 
sales order information are monitored and 
recorded. SYSPRO CRM enables sales, 
marketing and customer support operations 
to work collaboratively to achieve total 
customer satisfaction. 

A 360 degree view of internal or exter-
nal business relationships is delivered, 
providing full visibility into inquiries, 
complaints, corrective and preventative 
action. Because all CRM information 
is recorded in a central repository, data 
mining tools can provide insights into 
customer service experiences. As a result, 
pro-active changes in business processes 
can be implemented to improve overall 
customer experience levels. 

SYSPRO CRM provides real-time visibil-
ity with advanced tools for establishing 
account-specifi c service level agreements, 
tracking service tickets and managing 
warranty programs, renewals and defects. 
Users can control all aspects of the cus-
tomer management and sales cycle from 
a single screen, improving effectiveness 
and empowering employees with the tools 
to deliver effective and profi table products 
and services.
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Solutions
Leveraged
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Controls and Compliancy
Laws, regulations and guidelines require that medical device manufacturers estab-
lish and maintain controls and procedures from the design phase through to the 
delivery of the fi nished goods. The level and stages of controls must satisfy the 
safety and performance needs of a specifi c manufacturer, product and user-market. 
SYSPRO has many FDA regulated customers that rely on the functionality of the 
SYSPRO enterprise solution to facilitate compliance with these rules. SYSPRO, 
through a focused reseller channel and industry experience can provide consult-
ing and implementation expertise to assist customers in their quest to fulfi ll these 
regulated obligations. 

Over the past fi ve years, there has been a strong focus on CAPA (Corrective and 
Preventive Action) recording and patient device tracking in medical manufactur-
ing. The ever-increasing demands for real-time information and analyses, and the 
need to involve customers and suppliers in the quality assurance process have 
caused organizations to refocus their efforts to include CAPA capabilities within 
their enterprise business systems. By doing this, an entire organization is able to 
respond to critical situations within minutes or hours, and issues can be identi-
fi ed, analyzed and addressed from any location. The automation of CAPA ensures 
complete visibility when deviations, potential discrepancies or non-conformances 
are discovered.

 SYSPRO includes the following key features to help with CAPA compliance:  

•  Integrated document/content management 
•  Enterprise collaboration 
•  Flexible custom report generation 
•  21 CFR Part 11 Electronic Signature 

 capabilities
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EnvironmentSpecialist

Engineering Change Control 
SYSPRO Engineering Change Control (ECC) module enforces controls in product design with 
a user-defi ned workfl ow that can supplement or replace the paper trail that usually accompanies 
any product design or changes to product design. Groups or individuals are electronically notifi ed 
of required actions, accompanied by instructions, comments, documents and drawings. Specifi c 
actions or responses are required before the change order can move to the next step in the design and 
ultimate approval process. Existing orders (sales, purchase or work orders) can optionally be locked 
by the system, when a change order request is accepted. Prior revisions of an item are archived and 
can be accessed for manufacturing or for investigative purposes.

Audit Trails, Documentation, Reporting and Metrics 

Laws, regulations and guidelines can often stipulate that medical device manufacturers have audit 
trails for every step of their procedures. SYSPRO provides detailed audit reports of all transactions, 
including changes to static data. The operator making the change is recorded, along with the old and 
new value of the changed information. SYSPRO provides multiple facilities for additional notes, 
and the technology platform facilitates the fl uid development of custom requirements.

SYSPRO archives specifi c data as XML, which can be viewed as HTML pages. The open system 
architecture of XML is easily transported between systems, as required. SYSPRO provides an easy-
to-use, intuitive Report Writer for custom reporting requirements. The Report Writer’s functionality 
extends beyond producing reports; it can be used to extract data in Excel format or even as XML for 
storage or for communicating with suppliers and/or customers.

Medical device manufacturers can attach up to 50 objects (Word documents, Excel spreadsheets, 
PDF documents, CAD drawings, etc.) to any static record or order (sales, purchase or work order) 
in SYSPRO. Standard or specifi c notations can also be attached to any inventory item for automatic 
printing on documents sent to customers, suppliers or to the shop fl oor.

SYSPRO Analytics uses the Microsoft SQL Server enabled data warehousing functionality, which 
allows medical device manufacturers to track trends and perform data mining and analytics in all 
areas of the business. SYSPRO Analytics is an end-to-end solution which comes standard with 
the most common Key Performance Indicators (KPI) ready to use in an internal viewer. SYSPRO 
Analytics is designed to facilitate easy customization of the existing KPI’s and with OLAP or MDX 
knowledge, the generation of additional KPI’s.
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Visibility
Total

Security

Security is important to medical device manufacturers, and SYSPRO offers multiple 
levels of security. Sophisticated security is defi ned at group and operator levels, where 
custom menus can be defi ned and/or access control can be specifi ed right down to 
module, program, function and fi eld level. SYSPRO ERP passwords are rules-based 
and can force change after a pre-defi ned period, limit number of retries when logging 
in and auto-logout users when they are dormant.

ECC institutes its own level of security by controlling the workfl ow of engineering change 
orders, therefore preventing the next step until certain actions have occurred. 

SYSPRO CRM has the ability to initiate automated processes as a result of an activ-
ity, improving internal and/or external communications. SYSPRO integrates closely 
with Microsoft Offi ce, and all the document security within Microsoft Offi ce can be 
utilized to control Design History Files and Design Master Files.
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Low-Cost Manufacturing

SYSPRO for Medical Devices enables manufacturers to keep fi nished goods in 
inventory at an absolute minimum through demand and inventory planning. SYSPRO 
Forecasting takes the guess work out of generating forecasts by producing realistic 
forecasts based on actual usage. SYSPRO Forecasting will automatically select the 
most suitable algorithm to use for each item, thereby facilitating demand-driven 
manufacturing. The forecasts feed the Requirement Planning module, which usesmany 
tools to further facilitate a lean environment.

SYSPRO Advanced Planning and Scheduling (APS) provides more sophisticated 
functionality for the manufacturer to determine where to make product, on which 
resource. The system will generate a plan, using the company defi ned rules of which 
products need to be run in which sequence to facilitate compliance to regulations. 
Changeovers and clean-outs of production equipment can also be planned and 
scheduled through SYSPRO, resulting in higher productivity and reduced costs. 

SYSPRO enables effi ciencies by maximizing throughput and resource utilization 
by leveling off production peaks and troughs. Improved decision-making is 
based on what’s scheduled and what’s running. Capacity, resources, labor, work 
orders, overloads, skills, potential problems, set-up, tear down and pegging are all 
considered.

SYSPRO APS for Medical Devices incorporates a strong fi nite capacity scheduling 
capability, further facilitating a lean, cost-effective manufacturing environment. 
Data is recorded in real-time, highlighting bottlenecks immediately, delivering the 
fl exibly to dynamically and cost-effectively reschedule operations to accommodate 
constraints. This results in a lower cost of operations.

Technology
Leading Edge
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Internet Power

In today’s competitive business environment, the integration of systems and processes 
is at the heart of effective business-to-business trading. Software tools such as ERP 
and CRM can help improve customer and supplier relationships, but not if they are 
used in isolation. A customer placing an order over the Internet expects a fast response 
and this requires full integration. The Internet is easily the most powerful business 
tool of the new millennium. It has altered business methodologies and dramatically 
impacted the way organizations relate to their customers. From the ordering process 
to customer support and customer service, the Internet offers limitless opportunities 
to those companies with access to Web-enabling technologies. SYSPRO for Medical 
Devices ushers in a new era of Web services. SYSPRO leverages Microsoft® .NET 
component architecture to deliver SYSPRO e.net solutions, an open component-based 
software framework.

SYSPRO e.net solutions provides a highly cost-effective way to trade across the 
Internet by integrating best-of-breed applications, maximizing business-to-business 
trading and leveraging wireless connectivity. SYSPRO e.net solutions not only allows 
users to interact with the SYSPRO system over the Internet, but also remotely from 
their handheld device or cell phone, so they can enter purchase orders or check 
inventory in the fi eld. SYSPRO’s e.net solutions allows your customers to access 
catalogs or manuals online, search for and order items and then track their progress, 
from order to delivery, in real-time – all this via a standard Web browser. 

SYSPRO delivers B2B (Business to Business) or B2C (Business to Consumer) 
trading functionality to the medical manufacturer either through a fully integrated 
offering or by providing the tools to integrate disparate customer facing Internet 
application with the back-end SYSPRO enterprise system. 

Power
Internet
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Document Flow Manager & Electronic Document Interchange 
 
In business, sharing data with trading partners is essential. SYSPRO Document Flow 
Manager provides a powerful way of automating business processes and forms a key 
part of facilitating collaborative commerce.

The SYSPRO Electronic Document Interchange (EDI) module is geared towards 
manufacturers and distributors who must accommodate complex transactions among 
a community of suppliers in standardized formats. EDI is an invaluable tool that 
enables the rapid, electronic transmittal of transactions and notifi cations between 
trading partners, thereby speeding the entire order/shipping cycle. EDI also increases 
accuracy by eliminating unnecessary manual entry. 

Lower Cost of Ownership

Medical device manufacturers operate in very competitive marketplaces with sig-
nifi cant fi nancial and human resource constraints. Companies need fl exible solutions 
that fi t their business and which enable their people to grow and adjust to changing 
requirements very quickly. SYSPRO contains the essential functionality for medical 
device manufacturing to compete effectively. The fully integrated, industry-focused 
system will stimulate a lower cost of ownership by speeding up the implementation 
cycle and providing an expedited time-to-benefi t. 

Implementation Methodology
The SYSPRO STARS (Structured Technique to Achieve a Rapid Solution) 
Implementation Methodology is a highly structured, business-centric methodology that 
guides implementers through the implementation process and provides a framework 
by which business practices can be examined and re-energized to maximize overall 
operational effi ciency. STARS is provided as a two-volume, high quality printed set for 
reference purposes with a template-based electronic CD-ROM containing an extensive 
array of documentation, implementation information and project management tools.

ROIProven
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