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Executive Summary 

A Boston Metropolitan medical device manufacturer (IMI) with global operations was seeking a new 

quality management system to meet regulatory requirements and reduce their errors.  Their current 

system was fragmented producing inefficiencies in document management and costly duplications of 

effort.  IMI needed one repository that could be accessed by multiple departments globally, easy to train 

users, and deploy within a short implementation period.  IMI estimated it was wasting $1,006 per 

document or $201,200 annually1, under IMI’s current system. 

 

 

 

Graph 1 

  

                                                           
1
 Median hourly wage of the IMI Quality Department is $40 per hour.  IMI internal study found it took 25.15 man 

hours to manage a document under their current system.  IMI roughly handled 200 documents a year. 
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LaLΩǎ bŜŜŘǎ and Expectations 

After initially being contacted by IMI, Mystic Management Systems met with the key stakeholders 

involved in deploying a new QMS system and conducted an in-depth needs analysis. During the analysis 

Mystic Management Systems discovered that IMI Management was concerned that the QMS project 

would take years to implement across the entire organization.  IMI was wary of a never ending IT 

project.  

 

IMI expressed the following to Mystic Management Systems during the needs analysis: 

¶ IMI had multiple departments that needed to meet various degrees of regulatory 

compliance: 

o Consumer devices that did not need to follow strict FDA guidelines.  IMI feared this 

department would be overwhelmed in any strict QMS environment. 

o Professional services that needed to meet stringent FDA and EHA guidelines, were a 

smaller department but growing faster.  IMI was worried that it would constantly be 

validating a QMS system to keep up with any changes. 

o A newly established international call center that needed to quickly access 

numerous specifications, operation procedures, and product information would 

drain network resources or costly software purchases. 

o A legal department that had tripled in size within six months would not be able to 

get all its paper documents into a system quickly. 

o Manufacturing facility that was operating using a paper/file share system would 

resist changing to an electronic system. 

¶ IMI expressed a desire to roll out a system to multiple departments across the globe.  It was 

IMI’s impressions that to do so would take a number of years. 

¶ IMI was expecting to spend over $200,000 to start moving into a system. (As this was 

quoted by other quality management system providers.) 

¶ IMI required a system that was modular in design, easy to configure with low IT 

involvement, and meet the following regulatory standards: 

o FDA 21 CFR Part 11 

o FDA 21 CFR Part 820 

o ISO 9001:2000 

o ISO 13485  
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LaLΩǎ wŜǘǳǊƴ ƻƴ LƴǾŜǎǘƳŜƴǘ  

Based upon IMI’s own calculations, it would cost IMI $31,200 annually to manage its documents in an 

electronic system.  This represented a savings of $170,000 and an 84% reduction in the amount of 

working hours. 

 

 

Graph 2 

 

IMI was quoted that an investment in ensur was $45,000.  This included concurrent licenses, user 

training, all modules, installation and validation support.  That was $115,000 less than the nearest 

comparable competitor from Salt Lake City, Utah, which quoted IMI $160,000 for a midlevel purchase.    

 

When IMI compared ensur to the quote from the Utah software provider it found that in the first year 

IMI would have a net savings of $63,000 or 83% with ensur.  This figure includes the cost of the IT 

Department’s $30,800 purchase of an enterprise wide top of the line server, which was completed prior 

to any quality management software selection.  Conversely, IMI discovered it would receive a net loss of 

$52,000 or -27% within the first year with the software from Utah. 
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IMI and the Mystic Management Systems Solution 
 

IMI chose Mystic Management Systems’ quality management software ensur.  The ensur quality 

management software’s out of the box design and pricing structure met IMI’s needs.  Upon purchase, 

ensur was able to be deployed onto an enterprise wide server that had already been purchased.  The 

system requirements of ensur were low impact and fit within the Global IT Department’s expansion 

plan.  The ensur system was web-based, providing one repository and a single standard across the entire 

IMI organization (Figure 1). 
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IMI was able to roll departments into ensur quickly without much down time or pushback.  Key features 

of ensur were able to quickly and successfully address IMI’s needs.  IMI witnessed the following with 

ensur: 

 

¶ IMI was fully validated and deployed to its original project scope in under six months. 

¶ Low IT resource utilization 

o Flexible configuration and navigation of the ensur System Administration Module placed 

control into the hands of Global Quality & Regulatory. 

o Fulltime consultant and/or project team are not required to maintain ensur. 

¶ Quick adoption of standards across all of IMI increasing quality resulting in partnerships with 

Fortune 500 organizations. 

¶ Redundancy was eliminated as users could share best practices and lessons learned from 

around the globe. 

¶ Low to no user pushback during the ensur roll out 

o Simple to navigate, search, and user friendly feel made adoption quick. 

o Training is conducted internally and tracked electronically within ensur.  No expensive 

consultants or re-training contracts are required. 

¶ IMI was able to reduce the Legal Department’s documentation and retention burden by quickly 

batch loading the information into ensur.  This resulted in freeing up valuable office space and 

saving $100,000 in additional leasing fees. 

¶ IMI has been able to add new departments as desired with low cost impact by purchasing and 

pooling licenses as needed 

o IMI has including Marketing, Sales, Training, and other departments that were not part 

of the original plan at little cost 

¶ IMI successfully passed FDA and ISO audits receiving certification in the required regulatory 

areas. 

¶ IMI maintains above an 80% ROI annually. 

 

Conclusion 

Mystic Management Systems was able to exceed IMI’s needs without draining resources.  The savings 

ensur has provided annually to IMI has allowed them to continue to expand, even during the recent 

economic difficulties.  Each month new users are efficiently brought into ensur for IMI with no impact to 

performance.  IMI has made the ensur project the gold standard in how the organization selects new 

software for other needs.  Mystic Management Systems is IMI’s vendor of choice for all quality related 

software. 


