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The author - Rich Young - has focused his career, on product safety and the defense of 
product liability and casualty claims.  After a decade as partner at one of the highest 
ranked product liability firms in the world (Law 360, Chambers, Legal 500), Rich 
assumed global and enterprise-wide responsibility for legal product safety compliance 
and litigation at a Fortune 100 automotive company.  Most recently, Rich stepped 
into the leadership role at a boutique professional services firm, whose mission is to 
deliver best-in-class scientific, legal and engineering services focused on product 
safety and regulatory compliance. 

 
Product Safety & Regulatory Compliance issue prevention programs can 
identify, capture and cure most potential issues before they are exposed to 
customers.  However, even rigorous programs, faithfully executed, are not 
completely infallible.  If an issue slips through the system, a crisis 

management process applicable 
to catastrophic product safety or 
regulatory compliance issues 
should be activated.  Although 
best-in-class preventative product 
safety systems do not displace the 
need for crisis management and 
recall planning protocols, they do 
prevent most problems from 
occurring and they also facilitate 
the efficient and effective 
handling of “black swan” events if 
and when they do occur.   

There is no one “right” organizational model for a best-class product safety 
and regulatory compliance program, but effective systems will likely: 
 
(1)!Begin with “tone-at-the-top.”  Foster a culture that rewards early 

detection and resolution of potential product safety & regulatory 
compliance issues with a focus on prevention. 
 

(2)!Establish a sustainable framework of people, processes and technologies 
to address product safety & regulatory compliance issues.  Encourage both 
subject matter and problem solving process expertise (e.g., 8D, 5-whys, 
Kemper-Tregoe). 
 

(3)!Clarify design roles and responsibilities.  Keep a clear record of who made 
engineering decisions, what those decisions were, what the basis was for 
those decisions, who was informed and who was consulted.  Systems such 



as RASIC (R=Responsible, A=Approval, S=Support, I=Inform, C=Consult) 
or one of its derivations can be useful. 
 

(4)!Embrace continuous improvement and utilize engineering metrics to 
maintain focus and alignment.  Avoid repeat problems by systematically 
capturing and institutionalizing lessons learned.  Learn from mistakes – 
whoever made them. 
 

(5)!Prepare to address a catastrophic product safety issues with an approach 
to crisis management that integrates policies for documentation, record 
retention, issue escalation and communications. 

 
BETTER PRODUCTS THROUGH EARLY DETECTION/RESOLUTION 
 
The cost of addressing product safety and regulatory compliance concerns 
increases as the product advances through the development process.  Issues 
identified at the “back-of-the-napkin” phase cost little to resolve because little 
has been invested and little needs to be changed.  As the product moves 
though the development process, however, institutional inertia may result 
simply do to the increasing number of “stakeholders” increases (departments, 
employees, suppliers, customers).  This can further delay action and drive up 
cost. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

The need to repeat regulatory compliance and “due care” testing due to 
changes later in the process can also drive up cost.  Once the design has been 
validated and manufacturing gears up for production, contractual issues 



related to tooling, staffing, procurement and transportation can make 
changes even more difficult and costly to execute.  Addressing potential 
product safety and regulatory compliance concerns after start of production is 
exponentially more complex than before.  With start of production, it becomes 
necessary to establish whether the product is in the field to determine what 
containment measure (recall or other field action) is appropriate.  
Containment costs, root cause engineering, corrective action manufacturing, 
testing, replacement parts, transportation costs, labor, communications and 
legal fees all drive up costs to levels that may require decision at the highest 
levels of the company.   Companies also need to consider and plan for the 
indirect impact of “follow on” civil litigation and reputational damage (e.g., 
product sales, share value and even recruitment efforts) regardless of 
whether there is any actual defect.  The above graphic illustrates the 
advantages in addressing potential product safety and regulatory compliance 
issues as early as possible in the product development cycle. 

 
LEVERAGE CONTINUOUS LOOP to REDUCE ISSUES 

 
Design and pre-production build phases of product development provide the 
first step, but lessons learned from previous problem solving efforts can be 
leveraged to improve future designs.  The result is a continuous improvement 
loop of clear communication, data analysis and sound decisions.   
 

 
 

From the perspective of preemptive product safety and regulatory 
compliance, requirements engineering is the key driver for design and 
development.  Requirements engineering typically incorporates Design 
Failure Mode and Effects Analysis (DFMEA) or other similar concept, which 
consists of: (1) regulatory compliance analysis; (2) customer requirements 
analysis; and (3) “due care” analysis. 
 
(1)!REGULATORY COMPLIANCE – Defining product category and 

distribution are the starting point for regulatory compliance.  But simply 
defining the applicable regulatory framework is often not as easy as it 
may sound.  In the USA, for instance, the National Highway 
Transportation Safety Administration (NHTSA) regulates hybrid car 
batteries, but the Consumer Product Safety Commission (CPSC) regulates 



“starter” battery labels.  Food label regulations may depend on whether 
the food is “naturally” extracted or “artificially” synthetized.   The EU 
General Product Safety Directive (GPSD) requires that all product fit the 
GPSD “safe product” definition and comply with applicable: (1) European 
standards; (2) community technical specifications; (3) codes of good 
practice; (4) “state of the art” standards; and (5) consumer expectations.”  
The province of Ontario, Canada, adds another twist by delegating 
product safety regulation within the province to the Technical Standards 
& Safety Authority (TSSA), a private non-profit corporation.   Once the 
regulatory framework has been defined, the product development team 
can proceed with the process of requirements engineering. 
 

(2)!CUSTOMER REQUIREMENTS – Retailers or upstream manufacturers 
may require design or performance specifications in excess of applicable 
regulatory compliance requirements.   Engaging legal and customer facing 
stakeholders early in the design and development process can help keep 
the product development aligned with customer expectations.  It is usually 
in the best interest of everyone involved to clearly document roles and 
responsibilities in connection with any design changes. 
 

(3)!DUE CARE – Not as easily defined as regulatory compliance or customer 
requirements, but no less important, a “due care” analysis may 
incorporate factors such as: (1) severity (e.g., for a thermal event, the 
analysis may evaluate whether a product generates enough heat to 
combust, and if so, the volume of fuel available, and whether combustion 
would be contained within the product); (2) occurrence (whether the issue 
could occur under real world circumstances and with what frequency); and 
(3) detection (the latency or obviousness of the issue and whether there 
are procedures in place to detect the issue).  NHTSA statistics illustrate 
the importance of developing and maintaining in house “due care” 
expertise. Of 95,000 NHTSA recalls, 18% (17,000) involved FMVSS non-
compliance and the remaining 82% (78,000) involved findings of “due 
care” product defect, not addressed by regulation.  

 
PRIORITIZE EXPERTISE on the RISKEST PROBLEMS 
 
Issues identified at this stage, where product may already be in consumer 
hands, call for prioritization of the best product safety experts to the worst 
problems with full authority to engage subject matter technical experts as 
well as process experts as needed.  

 



 
 
Product safety & regulatory compliance professionals utilize processes 
designed specifically for solving engineering problems (e.g., 5-whys, Kemper-
Tregoe, 8D, Ishikawa, Fishbone, etc.).  For reference, appendix A contains a 
generic form incorporating elements of 8D, 5-why, Fishbone, etc.  Whatever 
process is adopted, should, at a minimum, incorporate the following elements: 
 
(1) Problem Definition – written problem statement of the issue from the 
perspective of a consumer or customer (e.g., sharp edges, electrical shock, 
etc.); 
 
(2) Team Formation – include stakeholders and expertise required and no 
more. Utilize ad hoc process expertise and subject matter technical expertise 
as required; 
 
(3) Containment – temporary measures to prevent manufacture or shipment 
of any more questionable product; 
 
(4) Root Cause Analysis – including “why made” and “why escaped”; 
 
(5) Corrective Action – the ultimate fix of the problem, only possible with 
complete root cause analysis.  This may consist of recalls or other field 
actions; and 
 
(6)!Lessons Learned – bake lessons learned back into product development to 

prevent repeat occurrences. 
 

CRISIS MANAGEMENT in RECALL and REMEDY PROCESSES 
 

  



Product safety recalls are among the riskiest issues that companies face.  
Teams addressing product recalls need to be aligned with and disciplined in 
crisis management (documentation and communication) procedures.  
 
BEST PRACTICES DOCUMENTATION and COMMUNICATIONS 
 
In the event of a recall, good documentation and communication facilitates 
effective crisis management.  It also mitigates cost for corollary activities 
such as litigation hold and e-discovery.  The goal is to be in a position to 
demonstrate accurately and effectively what was done and why.  Having 
effective procedures that address the following issues can help: 
 

(1)!Record retention (defining categories of business records, retention 
periods, naming, locations, media, review criteria, etc.); 
 

(2)!Standard word and symbol usage (especially global entities 
operating in multiple languages); 
 

(3)!Technical writing guidelines (formats, etc.); 
 

(4)!Issue escalation protocols (clarifying when, under what 
circumstances and who are involved in decisions to escalate 
handling or communications); 
 

(5)!Media coordination (defining roles and responsibilities for fact 
verification, press releases, interviews, etc.); 
 

(6)!Contingent liability reporting procedures (defining criteria for 
inclusion of product safety issues in SOX reporting); 
 

(7)!Litigation hold (criteria for hold trigger, who/what is included, e-
discovery requirements, etc.); and 
 

(8)!Privilege and confidentiality (providing guidance about what sort of 
communications may be privileged and how to avoid waiver). 

 
TRAIN POLICY and CONSEQUENCES – What is your “burning platform?” 
Offer training globally on an annual basis.  A member of the law department 
or outside counsel should be made available by telephone for follow up 
questions or support.  Consider using audits to monitor understanding of 
applicable policies.  Help engineering – especially outside the USA – 
understand the potential consequences of non-compliance.  For instance, 
inability to locate key business records can result in increased legal fees (for 
document review, depositions, discovery hearings), employee distraction, 



erroneously broad recall scope, harmful evidentiary rulings barring 
substantive defenses and testimony about engineering decisions, unfavorable 
verdicts, and friction with regulatory agencies.  If the company locates 
multiple copies or versions of one document, it can drive up litigation hold 
and discovery costs (preservation, collection, processing, analysis, review, 
production) and potentially alter outcomes.  If documents are created with 
inaccuracies, lack-of-context or ambiguity, they may be misinterpreted by 
news media/counsel, misunderstood by juries, regulatory agencies, and 
customers, and compounded by the social media multiplier. 
 
DOCUMENT S.M.A.R.T. – Prior to record retention is document creation.  If 
the company does not create documents from the beginning that clearly 
define the responsibility and basis for engineering decisions, it may result in 
costly ambiguities later on when engineers and lawyers are trying to solve a 
potential product safety issue or address a discovery request in litigation.  
One approach is SMART (Specific, Measurable, Accurate, Relevant, and 
Timely) engineering documents. More specifically, it is helpful to have clear 
definition of roles & responsibilities.  Anyone involved in the documentation 
and communication process should clearly understand their role and obtain 
legal or other review as appropriate.  Engineers creating documents should 
record verified, accurate facts and evidence of design decisions.  They should 
describe what was done and why.  They should stick to plain language and 
active voice.  They should avoid ambiguity and include a description of any 
relevant analysis or other context.  They need to be conscious of closing loops.  
Writers should be aware of and follow writing guidelines.  Avoid loaded 
words, unnecessary jargon, acronyms, adjectives and emphasis.  Do not 
speculate.  Only record opinions if it is their job to do so, it is required by the 
circumstances, and the opinion is based on verified investigation and 
analysis.  
 
DISTRIBUTE PURPOSEFULLY – The document has been created for 
better or for worse, now what should be done with it.  Distribution is the next 
phase in documentation.  In other words, to whom will the document be sent? 
The key word here is PURPOSE.  Distribution should be purposeful.  It 
should be conscious and intentional.  It should be done thoughtfully with a 
cool head.  Distribution should not be done automatically, reactively, 
defensively or emotionally.  Anyone distributing or re-distributing a 
document should know and follow all applicable escalation processes and 
policies.  They should only distribute the document to for business purposes.  
Avoid “reply to all,” groups, and recipients unknown to the sender.  Exercise 
caution with “bcc” and consider forwarding instead.  Keep in mind roles and 
responsibilities and why someone is a “to” or a “cc.”  Generally, avoid long 
email strings.  A good rule of thumb is to pick up the phone after a couple of 



volleys.  Make sure that all employees who handle sensitive engineering 
documents understand and utilize “privilege” as intended. 
 
RETAIN PER POLICY – This is simple in the planning and far more 
difficult in the execution.  In a nutshell, persons that are in a position to 
create documents should understand and follow all applicable record 
retention policies.  Among other things, they should only retain final versions 
of necessary business records.  They should consciously strive to avoid 
version profusion.  One way to address this is for project teams to store work 
in progress in a centrally available repository, with no copies kept on 
individual computers or sent over email.  Ideally, the retention should result 
in a single actual business record in a known and predetermined location.  
The system should avoid multiple copies of the same document in different 
locations.  Designated locations should not be office drawers, laptops, thumb 
drives, iPhones, Blackberries, home computers or e-mail archives.  
 
 

 



APPENDIX A:  SAMPLE PROBLEM SOLVING FORM 

 
 



 
 



 
 



 
 



 
 
 
 



 


