
TIPS AND TRAPS FOR 
PASSING ISO 9001:2015



“IT’S SO MUCH EASIER”

No longer requires 

documented 

procedures or a 

quality manual

No longer any 

mention of 

records, just 

retaining 

documented 

information

No need for a 

management 

representative

So how are you 

going to show that 

you’ve met the 

requirements if 

you don’t have 

procedures and 

records? 



…. OPPORTUNITY

Change was needed to breathe life into the QMS 

•Stop policing

•Help the business

•Involve the employees

•Standard requirements vs. what was actually needed by the 
organization

•Platform for launch 



THE APPROACH WE DECIDED TO TAKE

Workshops with 
each department –
tell us what you do

Work with HR –
launch engagement, 

update job 
descriptions, update 

competency 
evaluations

Making our quality 
objectives count –
measure risk of 

each process

Implement KPIs to 
measure the risk 

and communicate to 
the business leaders

Process based 
procedures (with a 

quality manual) 
that describe the 

department 
processes, their 
interaction with 

each other

Value stream 
mapping 



WHAT IT ACTUALLY TOOK

Planning Workshops Training Auditing



HOW WE ADDRESSED QUALITY 
MANAGEMENT PRINCIPLES



MORE MEANINGFUL AND USEFUL 
PROCEDURES



ORGANIZATIONAL KNOWLEDGE

Process approach procedures

Competency evaluations and career pathing

• Also tied to competence and awareness



OPERATIONAL CONTROL

Heightened QC plans

New quality software

Metrics to measure misses and address with 
training 



IN A NUTSHELL….
We made our internal 
requirements more 
stringent

We made our 
procedures more 
useful

We used the 
opportunity to tie 
training and quality 
together

We used the 
opportunity to 
address 
organizational needs 



IF I HAD TO DO IT AGAIN….

• Would have used the opportunity to change more of the practices that we associated 

high risk

• Would have not allowed “mitigations” to include “double check” or  “data 

verification”



WHAT TO WATCH OUT FOR

• Define your stakeholders – and why they are important

• Use a SWOT and have metrics associated with them

• Define your strategic direction, your purpose, your unintended results, your internal and 

external issues and the context of your organization

• Evaluate the risks and opportunities of corrective action

• Go through the standard: Determine, Processes, Data, Document, Record

• Can you show how you conform with each?

• For anything that says “consider” use meeting minutes

• Know your metrics – leading and lagging indicators

• Think about – and document – your master communication plan



MOST IMPORTANT REMINDER

The transition audit will be of both the 2008 and the 

2015 standard in order to show that both are in tact 

until the registration occurs. 


