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A cost-centre, a roadblock, a speed bump on 
the road to success. As regulatory professionals, 
we’ve all heard these types of descriptions when 
talking about compliance. However, companies 
can sometimes forget the consequences of not 
focusing on compliance: multiple reported 
deaths and serious injuries; market share loss; 
facility shut down; costs of $1 billion (and rising); 
and a damaged reputation.

Consequences such as these have been  
the stark reality for many medical device 
companies, no matter their size or the country 
in which they operate. These consequences 
are the price to be paid for not concentrating 
enough on inspection readiness or, in other 
words, achieving and maintaining quality system 
compliance and effectiveness to ensure 
ongoing product safety and efficacy.

The greatest challenge companies face 
when it comes to inspection readiness is that 
they treat it as a programme rather than an 
ongoing process. The issue with this approach 
is that a programme has a beginning and an 
end. As a result, companies become 
complacent in between the programmes or 
inspections. This approach would be acceptable 
if inspection readiness was about putting on a 
show for outsiders, but for a company 
committed to producing safe and effective 
products for their customers, this approach is 
terribly inadequate. 

Complacency is a company’s worse enemy. 
So what should a company do?

This article provides an example of a 
proven process approach to inspection 
readiness that has no beginning or end, but is 
continuous. Based on a company’s products 
and services, regulatory professionals can 
modify the approach to best fit their business 
needs. A representation of this process can be 
seen in Figure 1. This recommended approach 
can be applied worldwide.

Building a quality foundation
A solid foundation is essential to ensuring 
overall product safety and effectiveness and 
maintaining inspection readiness at all times. 
This foundation should include three key 
elements: strategy; operations; and synergy. 
These elements are integrated to produce a 
solid foundation. If an element is missing or 
inadequate, the whole foundation becomes 
vulnerable to collapse.

Strategy (plan)
It is important that top management sets an 
overall quality focus or direction for the 
company. An ongoing compliance/improvement 
plan in addition to a quality policy and 
objectives should be put in place first. 
Tip:  Develop and implement a quality roadmap.

Operations (processes) 
Operational excellence is facilitated by a 
compliant, effective and efficient quality system. 
There are five major steps to ongoing 
operational excellence. 
Step 1: Conduct a comprehensive gap 
assessment of current quality system; 
Step 2: Develop and complete corrective and 
preventive action (CAPA) and remediation 
plans based on results of gap assessment;
Step 3: Build, revise and implement a robust 
quality system architecture that is flexible and 
adaptable to internal business and external 
source requirements. Use regulations as the 
starting point for your process requirements;
Step 4: Develop and implement instructor-led 
process training; and
Step 5: Monitor product and process health 
via internal auditing as well as ongoing quality 
metrics.
Tip: Build a solid architecture and monitor 
product and processes holistically – horizontally 
analyse data sources.

Synergy (people) 
A company can have a great quality roadmap 
and a complete set of compliant processes, 
but without the right people doing the right 
things, failure is an eventual certainty. Success is 
directly dependent on addressing the people 
who make up an organisation and drive overall 
results. It is critical that all employees recognise 
that quality is part of their job. It is not enough 
for top management to give marching orders; 
they need to be followed and that starts with 
communicating and educating. However, to 
reach complete success, employees must be 
engaged. There are many ways to truly engage 
employees, including:
•	 defining	quality	objectives	for	all	employees;

•	 ensuring	that	all	management	leads	by	
example relating to quality requirements 
and activities;

•	 carrying	out	ongoing	quality	awareness	
training;

•	 conducting	ongoing	quality	activities;	
•	 making	available	opportunities	for	

involvement such as cross-functional quality 
leadership teams;

•	 developing	and	implementing	a	quality	
communications plan; and

•	 introducing	a	rewards	programme	tied	to	
quality achievements.

Tip: People and culture are what maintain the 
quality foundation and prevent collapse.

Inspection preparation
Once there is a solid quality foundation, a 
company should then, as part of monitoring, 
always be prepared for any type of inspection, 
both internal and external. To achieve and 
maintain a high level of readiness, being 
prepared is key to a company’s success in  
this area. There are eight areas that should 
periodically be monitored (ie self-audited) for 
readiness. At a minimum, the following should 
be monitored.
1. Strategy – review company quality strategy/

policy.
	 •	 Have	there	been	any	changes?		
	 •	 	Have	records	been	updated	(eg	goals	and	

objectives, compliance/improvement plan)?
	 •	 	Have	new	regulatory	requirements	been	

considered within plan?
2. Operations – review the state of the current 

quality system, open CAPA plans, open 
remediation plans, and quality process and 
product metrics.

	 •	 	Review	management	reviews,	audit	
findings (internal and external), open 
CAPA, open remediation plans. Are 
actions adequate and timely?  

	 •	 	Review	quality	metrics.	Are	unfavourable	
trends being addressed?   

	 •	 	Have	there	been	any	changes	to	the	
quality system since last review? Have the 
changes been effective?

	 •	 	Are	there	any	changes	required	due	to	
new regulations?

3. Employee engagement – review quality 
ownership of the organisation and results from 
employee engagement activities.

	 •	 	Are	there	any	recent	quality	ownership	
changes? Are job descriptions and 
organisational charts updated?

	 •	 	Have	any	compliance	concerns	been	
raised by employees? Are concerns  
being addressed?

The challenges of achieving and maintaining inspection readiness
Maria Cianciotto outlines how companies can ensure they are prepared for inspections at all times. 
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Figure 1. Achieving inspection 
readiness: an ongoing process
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	 •	 	Is	a	communications	plan	being	
implemented? Are there any updates?

	 •	 	Is	a	training	plan	being	implemented?	 
Are there any updates?

	 •	 	Are	quality	awareness	activities	being	
carried out?

4. Product safety – review product performance 
data sources.

	 •	 	Are	adverse	events	and	recall	actions	
being reported accurately and timely in 
accordance with regulatory requirements?

	 •	 	Are	reported	issues	being	investigated	
thoroughly?

	 •	 	Have	corrective	actions	been	effective?
	 •	 	Have	unfavourable	trends	(regardless	of	

severity of issue) been addressed?
	 •	 	Are	all	data	sources	being	reviewed,	not	

just post-market?
5. Regulatory agency and quality system 

inspection – review readiness for planned 
inspections.

	 •	 	Understand	the	different	agency	
inspection processes (US Food and Drug 
Administration, etc).

	 •	 	Prepare	a	plan	for	getting	materials	ready	
for inspections.

	 •	 	Are	all	logistics	ready	(eg	rooms,	escorts,	
etc)?

6. Process owner readiness – one method to 
maintain readiness of process owners is to 
employ usage of “process storybooks”. Process 
storybooks are maintained by the process 
owners to document overview of the process 
and contain the following:

	 •	 	current	process	(documented	
procedures), including process flowcharts;

	 •	 explanation	of	changes;
	 •	 investigation/CAPA	related	to	process;
	 •	 training	materials;		
	 •	 remediation	protocols/reports;
	 •	 process	metrics;	and
	 •	 continuous	improvement	plan.

7. Employee readiness – prepare employees 
regarding overall quality system awareness and 
audit awareness.

	 •	 	Develop	readiness	questions	and	use	
them to self-audit employees on quality 
system awareness (eg process 
requirements).

	 •	 	Conduct	periodic	quality	system	
regulations training.

	 •	 	Conduct	periodic	audit	awareness	training	
for employees to have an understanding 
of the process.

8. Inspection logistics plan – develop plan for 
inspection logistics to facilitate timely responses 
during inspection. This plan should include:

	 •	 	identification	of	the	inspection	team	 
(ie front room and back room personnel);

	 •	 	the	receptionist	trained	on	proper	
protocol for visitors;

	 •	 	equipment	and	supplies	ordered	 
or designated;

	 •	 rooms	identified;
	 •	 	facility	maps	available	and	tour	escorts	

identified;
	 •	 	products	listing	and	marketing	materials	

available and product demonstrators 
identified; and

	 •	 	opening	meeting	materials	and	attendees	
list set.

Caution: Having an inspection prep kit alone 
does not make you inspection ready. 

Inspection execution
Inspection kickoff: An inspection will typically 
start with an opening meeting with top 
management of the company and the 
investigators/auditors. The opening meeting 
usually includes introductions of key 
management of the company, a review of the 
organisational structure, a quality system 
overview, a products/services overview, audit 
logistics and lastly comments by the 
investigators/auditors.

A facilities tour (with maps provided) as 
well as a product demonstration should be 
offered to the investigators/auditors. They may 
not be interested. It is important to note that 
top management of all key functions should be 
present at this meeting. A lack of management 
visibility makes a bad first impression.

Conducting the inspection: There are many 
methods for supporting an inspection/audit. 
One common approach is a “front room-back 
room” method, whereby one or two key 
personnel are in the “front room” with the 
investigators/auditors and key cross-functional 
process owners are in the “back room”. The 
importance of the people in the front room 
cannot be stressed enough. These individuals 
should have the answers; they should not be 
running out every few minutes to get other 
people and delaying the inspection. 

Additionally, whichever method your company 
uses during an inspection, here are a few tips:
•	 Be	prepared	(storybooks	are	very	helpful).
•	 Be	responsive	with	your	answers	–	do	not	

chat and unnecessarily delay the inspection. 
Be open with investigators regarding the 
time it will take to comply with their 
requests.

•	 Be	confident	in	a	positive	manner	exhibiting	
knowledge, rather than arrogance.

•	 Be	honest	–	do	not	tell	lies	or	half-truths.
•	 Be	clear	with	your	answers	–	if	you	do	not	

know,	say	so	–	do	not	guess.	Ask	the	auditor	
for clarification. Do not answer questions 
outside your area of responsibility.

•	 Be	pleasant	and	co-operative,	not	defensive,	
rude or argumentative. Do not try to 
rationalise away an obvious nonconformity.

•	 Be	transparent,	not	secretive.

Daily debriefs: It is good practice to have daily 
debriefs with investigators/auditors to ensure 
there are no surprises at the end of inspection 
and to allow the team to start making 
corrections where possible. 

Corrections and corrective actions during 
inspection: If possible, actions should be taken 
to address issues raised during the inspection. 
Completed actions should be offered to 
investigator for review at appropriate times 
during or at the end of the inspection.

Closing meeting: Information should not be  
a surprise during a closing meeting. However,  
it is important to listen carefully, ask for 
clarification and provide clarification where 
misunderstandings may have occurred and 
verify inspection follow-up expectations  
(eg when a response is due) with the 
investigators/auditors.

Internal communications: It is good practice to 
keep employees informed of inspection 
activities/status throughout the process.
Tip: Overall, it is important to have the right 
mindset for an inspection. Regulatory agencies 
are not the enemy. They have the same goals of 
focusing on product safety and efficacy and 
patient safety. 

Inspection follow-up
Internal debrief: On the day of the inspection 
closure, any documented findings should be 
recapped and discussed with the inspection and 
management teams. Assignments should be 
made that same day for each documented 
finding to ensure the timely start of investigations 
into identified issues and determination of 
necessary corrections and corrective actions. 

Employee communications: Again, it is good 
practice to keep all employees informed. 
Results	of	the	inspection	should	be	shared	
with employees and an overview of the next 
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EU court ruling on internet contact lens 
sales has far-reaching consequences
Erik Vollebregt reports that the judgment of the 
Court of Justice of the EU that Hungary cannot 
prohibit the selling of contact lenses via the 
internet has important consequences for other 
member states and for the sale of other 
medical devices online.

Assessing the size of the US recall issue
With the US in mid-regulatory review, 
stakeholders are keenly pushing for a safer and 
faster system, but there are different views on 
how these goals should be achieved. That was 
shown at a hearing of the US Senate’s Special 
Committee on Aging. The differing views also 
extend to the magnitude of the recall problem 
in the US. Ashley Yeo reports.
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steps and impact to the business should be 
communicated. It is important that priorities 
are set early relating to inspection follow-up 
activities.

Continuous cycle – resultant CAPA: Actions as 
result of inspection should feed back into 
improving a company’s overall quality foundation. 
Be sure corrective actions address the 
underlying causes and are not just corrections 
to specific issues cited during the inspection.
Tip: Be sure to respond to the investigators/
auditors within required timelines. Address both 
the specific and systemic issues for each 
documented finding.

Response writing: Most companies faced with 
an enforcement action have no idea how to 
write a response. Especially with the short 
timeline requirements, it has become an even 
more difficult task. Below are some helpful 
points that have been very effective and that 
the investigator/auditor appreciates when 
reviewing the response:
•	 Write	in	a	clear	and	concise	manner,	not	a	

lot of “fluff ” without substance.
•	 Use	tables	and	charts	where	it	will	add	

clarity to the information.
•	 Clearly	label	all	attachments	and	include	an	

attachment listing in the cover letter of 
response.

•	 Have	one	primary	author	–	different	writing	
styles make document disjointed and hard 
to read.

•	 Address	both	the	specifics	of	documented	
findings as well as the systemic issues.

•	 When	responding	to	the	FDA:	Include,	at	a	
minimum, initial corrections within the first 
15-day response with overview of CAPA 
plan. It will take time to complete 
investigations and determine final corrective 
actions to be taken. (At a recent conference, 
Kim Trautman, an expert on medical device 
good manufacturing practices and quality 
systems in the Office of Compliance within 
the US FDA’s Center for Devices and 
Radiological	Health,	talked	about	this	very	
point and stated this was an acceptable 
approach.)  

•	 Include	realistic	dates	in	any	plans	you	
include	within	response	–	companies	will	be	
held to the dates.

•	 Prioritise	actions	based	on	risk.
•	 Be	sure	to	consider	any	retrospective	

remediation activities as part of the final 
action plan.

•	 Whatever	you	do,	do	not	miss	that	
response deadline set by the investigator/
auditor. 

Companies struggle to  
maintain an acceptable level  
of compliance and remain 
inspection ready at all times

Common misses
There are many things that can go right and 
many that can go wrong during an inspection. 
Some of the more significant “misses” 
companies have made are:
•	 improper	complaint	handling;
•	 late	regulatory	filings;
•	 process	interdependencies	inadequate	 

or missing;
•	 traceability,	especially	throughout	design	

development cycle;
•	 good	documentation	practice	issues;
•	 results	not	recorded;	and
•	 no	root	cause	analysis.	
Tip: Many common misses are easily avoided 
with some general quality awareness.

Enforcement actions
At the end of an inspection/audit if results are 
unacceptable to the investigators/auditors, 
actions may be taken against the company. 

It is also important to note that when one 
country takes action, it is very common for 
other countries to take similar actions. Noted 
below are examples of actions that may result 
from a notified body audit for a CE marked 
product or from the FDA for a US registered 
medical device. 

Outside the US, for CE marked product 
some of the following actions can take place:
•	 product	not	cleared	to	ship	until	 

acceptable corrective actions are planned 
and/or taken;

•	 product	not	cleared	to	ship	until	
re-assessment by notified body; or

•	 withdrawal	of	CE	mark	approval	and	
removal of product from the market.

If your company should be subject to FDA 
enforcement, there are a few points to 
understand:
•	the	FDA’s	enforcement	authority	is	derived	

from the Federal Food, Drug, and Cosmetic 
Act;

•	Congress	created	the	statute	and	gave	the	
FDA the ability to take enforcement actions;

•	the	FDA	can	exercise	its	enforcement	
authority when there has been a “prohibited 
act”; and

•	enforcement	leads	to	sanctions	(see	Table	1).
At the end of an inspection, the inspection will 
be classified one of three ways:  
•	 NAI	(no	action	indicated)	–	no	

objectionable conditions or practices were 
found during the inspection;

•	 VAI	(voluntary	action	indicated)	–	
objectionable conditions were found but the 
FDA district office that is responsible for the 
inspection is not prepared to take or 
recommend any administrative or regulatory 
action; or

•	 OAI	(official	action	indicated)	–	regulatory	
and/or administrative sanctions will be 
recommended.

Looking forward
As regulatory enforcement becomes more 
strict and punitive, companies struggle to 
maintain an acceptable level of compliance and 
remain inspection ready at all times. Many 
companies have gone through extensive 
remediation efforts following enforcement 
actions and yet after time find themselves back 
where they started. 

The primary reason for this may well  
be that the company does not address all 
aspects of being and maintaining readiness as 
discussed throughout this article in the key 
areas of strategy, operations and synergy. If a 
company uses an approach including these key 
aspects and couples it with an excellent 
regulatory intelligence gathering process, 
inspection readiness will become part of the 
company’s DNA.

References
1. Scott, M, Inspection Awareness: A Guide to  

Achieving Quality System Readiness, 2010,  
http://asq.org/quality-press/display-item/index.
html?item=P1418&xvl=76103259 

Maria Cianciotto is a principle partner with  
Quality System Architects, a US-based consulting 
firm specialising in process and product remediation 
under enforcement actions as well as regulatory 
agency interactions/responses. Ms Cianciotto has 
authored a number of books on quality, including 
a recent collaboration on the quality workbook, 
Inspection Awareness – A Guide to Achieving Quality 
System Readiness. She is also an active member and 
course co-developer for the World Medical Device 
Organization. Website: www.qsarchitects.com.  
Email: info@qsarchitects.com.

Table 1. FDA enforcement actions: administrative and judicial sanctions
Administrative sanctions may include: Judicial sanctions may include:

– FDA 483
– untitled letter
– warning letters
– recalls

– civil penalties
– administrative detentions
– import alerts

– seizures
– injunctions/consent decree
– criminal prosecutions
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