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Forefront leverages this standardized shared 

vision in its continuous improvement efforts. 

These efforts include: 

• Common tools and methodologies to edu-

cate and train employees 

• A standardized approach to risk preven-
(Continued on page 2) 

Standardization is Key To Superior Quality 

Creating A Culture that Minimizes Defect Opportunities 

Forefront Medical Technology takes a stand-

ardized approach to the processes, metrics, 

methodologies and tools it deploys in its facili-

ties worldwide. This standardization makes it 

easier for teams to collaborate at a distance, 

transfer work among facilities and measure 

overall performance. It also simplifies communi-

cations with customers. For example, a customer 

working with Forefront’s North American tech-

nical team will see the same design and soft-

ware analysis tools in use in their technical cen-

ter as Forefront’s teams in China or Singapore 

are using. 

Quality ownership and accountability is defini-

tively at site level: this local empowerment ena-

bles significantly reduced cycle times, improved 

responsiveness and development of closer rela-

tionships with customers. 

Direct feedback from customers is collected 

during an annual customer survey. Valuable 

inputs from this survey are then used to define 

Forefront Medical’s yearly objectives. The Com-

pany holds an annual strategy meeting where 

each year’s priorities are discussed and then 

broken down into individual function key per-

formance indicators (KPIs).  

Forefront Medical Technology takes a proac-

tive approach to eliminating defect opportuni-

ties wherever possible. In the initial design pro-

cess, this focus on prevention is illustrated by a 

focus on analyzing product design for manufac-

turability issues. Forefront has also developed a 

strong internal quality culture that drives daily 

actions designed to ensure a preventative ap-

proach to defect mitigation at all levels of the 

organization.  

One element of this is the use of 5S disciplines 

throughout the organization. 5S was originally 

developed in the Japanese automotive industry 

and has become a foundation tool in Lean man-

ufacturing and Total Quality Management phi-

losophy for its ability to create an orderly 

workplace. The five elements are: 

• Seiri (sort) focuses on sorting and cleaning 

up by defining which tools and materials 

are needed at the job site and throwing 

away anything that is not needed. This 

eliminates clutter and the inefficiency that 

occurs when that clutter makes needed 

items difficult to locate. 

• Seiton (Set in order) focusing on straight-

ening and arranging necessary infor-

mation, tools and materials in the correct 

order for their designated areas. Visual 

tools are often utilized to maintain this 

order. 

• Seison (Shine) recognizes that problems 

and inefficiencies are more visible when 

(Continued on page 2) 

Forefront’s standardized approach is designed 

to minimize variation in all processes. 
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Standardization 

tion and issue eradication which in-

cludes Failure Mode Effects Analysis 

(FMEA) 

• Use of the Eight Disciplines (8D) 

problem solving methodology for 

addressing non-conformance issues 

The 8D methodology is predominately 

utilized as a framework for analyzing 

customer issues and defining the specific 

challenges to be solved. Originally de-

ployed in the automotive industry, the 8D 

framework has grown in popu-

larity as a tool in driving a 

highly standardized approach 

to continuous improvement 

throughout organizations. This 

type of standardized ap-

proach is beneficial in highly 

regulated industries where 

continuous improvement activi-

ties need to be balanced with 

customer requirements for pro-

cess change notification. 

Plan was added as discipline 

zero to the methodology after 

it was named, so technically 

there are nine disciplines. They 

(Continued from page 1) are: 

• Discipline 0: Plan  

• Discipline 2: Define and Describe the 

Problem 

• Discipline 3: Develop an Interim Contain-

ment Plan 

• Discipline 4: Determine, Identify and 

Verify Root Causes and Escape Points 

• Discipline 5: Choose and Verify Perma-

nent Corrections for Problem/Non-

Conformity 

• Discipline 6: Implement and Vali-

date Corrective Actions 

• Discipline 7: Take Preventive 

Measures 

• Discipline 8: Recognize the Team. 

In Forefront’s model, the FMEA process is 

used as part of this process to determine 

the extent of the issue and appropriate-

ly update documentation.  

The Operations Manager is responsible 

for reviewing any proposed changes. 

Both technical and business issues are 

analyzed at this point. Key ques-

tions that are asked during this 

review include: 

• Will the proposed change 

effective productivity? 

• Will the proposed change 

effect cost? 

In its continuing Quest for Excel-

lence, Forefront is also in the pro-

cess of improving its mechanisms 

for motivating regular individual 

employee feedback on process 

improvement, cost reduction, qual-

ity improvement and efficiency 

enhancements.  

Culture 

everything is neat and clean. Produc-

tion personnel should look for minor 

defects while “sweeping clean.” 

• Seiketsu – (Standardize) focuses on 

establishing a discipline of cleaning 

tools, equipment and the job immedi-

ately after use. Routine cleaning be-

comes a way of life. 

• Shitsuke – (Sustain) is the most im-

portant discipline because employees 

must continue to maintain the 5S disci-

pline continuously. This includes follow-

(Continued from page 1) ing all procedures and work instruc-

tions. 

Forefront has modified this core 5S ap-

proach to a 7S model which includes two 

additional elements: safety and security. 

The safety element focuses on a safe 

workplace environment compliant with 

safety regulations and standards appli-

cable to that region. The security ele-

ment focuses on workplace security, en-

suring that facility access is limited to 

only authorized personnel and that ap-

propriate physical security elements are 

in place to help protect Forefront opera-

tions from terrorist activities.  

Design tools are standardized to facilitate communication among all 

facilities and customer support operations. 

5S drives highly organized, clean work areas 

with minimal work-in-process or clutter. 



ucts. All facilities are FDA and Japan regis-

tered as foreign contract manufacturers. Its 

JiangSu, China facility currently holds a 

FDA Establishment Registration and Class 2 
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(510k), as well as Chi-

na FDA (CFDA). 

Forefront’s regulatory 

knowledge and rela-

tionships can be an 

asset to customers en-

tering new regional 

markets. It also can cut 

time in product com-

mercialization, since 

market regulatory re-

quirements are re-

viewed as part of the 

DDP process. 

Forefront Medical’s 

strong focus on quality 

culture, standardization, continuous im-

provement and regulatory concerns give 

its customers the best of both worlds: 

access to lower cost manufacturing op-

tions with a world class focus on quality. 

In addition to its internal 

programs focused on ensur-

ing superior quality and 

efficiency, Forefront’s team 

provides its customers with 

global quality expertise.  

This can be particularly 

beneficial when customers 

are entering multiple mar-

kets or new markets with 

which they have less famili-

arity.  

All Forefront Medical facili-

ties are registered to ISO: 

13485:2016. All facilities 

are also compliant to MDD 

93/42/EC which is the 

Medical Devices Directive 

for European Community, MHLW 

Japan's Pharmaceutical Affairs Law 

(PAL) and Ministerial Ordinance #169, 

ISO 15378 which is focused on primary 

packaging materials for medicinal prod-
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Forefront’s production areas are focused on world class quality practices to ensure 

that processes conform to the most rigorous regulatory requirements. 


