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Summary of CPD Activity 
 

Name:  Job title:   Product Quality Engineering Manager,  Year:  

 
 

Date Description Type of 
activity 

Benefits to self/own practice Benefits/impact to service Supporting 
evidence 

Time 
(hours) 

 3 Feb & 
27 Oct 
2016 

Member of IPEM EAG (attended 2 EAG 
meetings plus background reading and 
commenting) 

Professional 
Activity 

Awareness of the work of 
Engineering Advisory Group. 
Opportunity to liaise with IPEM 
members in the NHS and 
academia who have a different 
view on aspects of best practice 
and the requirements of the 
regulations. Improved my 
understanding of the CEng 
registration/accreditation process 
and the demonstration of 
competency in the workplace. 

It gave me a different view on 
how to approach my daily work in 
new product development within 
industry to contribute a more 
rounded/balanced approach to 
the projects listed below than I 
perhaps would have done 
without this experience. As part 
of the projects below, I 
developed a framework for core 
competencies in specific aspects 
of a Product Quality Engineer’s 
role (e.g. Biological Evaluations, 
Internal Auditing) and instigated 
discussions about implementing 
a more transparent competency 
assessment for management 
staff responsible for key technical 
decisions during new product 
development that did not just rely 

Attendance 
sheets 

8+ 
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upon their position/title.  

30 Nov 
2016 

Attended Industry seminar on the 
upcoming Medical Device Regulations 
hosted by NSF. 

Formal / 
Educational 

This one-day event gave me the 
opportunity to mix with peers 
from other medical device 
companies and discuss the key 
changes to the medical device 
regulatory framework in the EU 
and the likely impact this will 
have on the medical device 
industry. 

Some of the changes had 
already been well publicised in 
advance (only ratified in April 
2017) so I had already worked 
certain elements into the project 
below on new product 
development (with respect to the 
quality of the evidence to 
demonstrate device efficacy and 
safety). I briefed my 
management team and peers 
within Quality Engineering on the 
key discussion points, especially 
the change in requirements 
relating to post-market 
surveillance. 

 

6 

Jan – 
Oct 
2016 

Led project to redesign the company’s 
design control process (requirement of 
EN 13485 and US regulations). 

Work-based 
learning 

Self-directed 
learning 

This project gave me practical 
experience of running a project 
within a regulated quality 
management system. In order to 
identify opportunities for 
improvement in the process I 
was able to put into practice 
process mapping skills that I had 
learnt during 2015. It also gave 
me a greater awareness of the 
needs of each business function 
working within the new product 
development process, which I 
achieved through liaising with 
colleagues in meetings, feedback 
sessions, interviews, process 
mapping sessions and reviewing 
past issues. Through the reading 
of many varied publications and 
reference documents (Standards, 
regulatory guidance documents, 
whitepapers, industry 
articles/blogs etc) I enhanced my 

The objectives of the project 
were to combine the two existing 
processes (for different product 
types) into one single process for 
all products, and to improve the 
efficiency of the process. The 
first objective was achieved, with 
an implementation plan in place 
to allow live projects to run their 
course following their existing 
process and procedures (to avoid 
unnecessary complications and 
duplication). The second 
objective will be measured over 
the course of time as new 
product development projects 
follow the process but early 
indications from team members 
suggested that simple 
clarifications of process 
connections and required 
process inputs enabled them to 
focus their efforts on developing 

None available – 
updated 
procedures, 
training material 
etc are 
proprietary. 

- 
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understanding of the regulatory 
requirements and the best 
practice of applying design 
controls to a wide variety of 
medical devices (various clinical 
applications and risk categories). 
Through self-learning I also 
enhanced my understanding of 
how related processes can easily 
align with the over-arching 
process (e.g. how to cross-
reference usability/human factors 
efforts into the main process). As 
part of the project, I was able to 
improve my ability to write clear 
and concise procedures and 
create usable form templates. 
The project also required the 
development of associated 
training material, which allowed 
me to improve my ability to 
convey process requirements in 
a variety of mechanisms (written 
word, diagrams and flow charts, 
case studies, and oral 
presentation) for the intended 
audience (R&D, Quality, Clinical, 
Regulatory Affairs, 
Manufacturing, Marketing). 

a new product rather than trying 
to understand what is required by 
the procedures (e.g. defined 
process steps and 
responsibilities for starting the 
creation of artwork and labelling 
for a new product). Other 
‘desired’ objectives were 
achieved with the updated 
process aligned to the 
requirements of the updated ISO 
EN 13485:2016 and the updated 
project management process 
(see project below). 

24 Feb 
2016 

As part of the above project, spent time 
with an ex-FDA auditor to discuss best 
practice and obtain practical advice on 
process enhancements. 

Formal / 
Educational 

I enhanced my understanding of 
the regulatory requirements and 
the best practice of applying 
design controls to a wide variety 
of medical devices (various 
clinical applications and risk 
categories). 

As above. As above. 

3 

Mar – 
Oct 
2016 

Member of a project team to redesign the 
company’s new product development / 
project management process. 

Work-based 
learning 

I was able to use what I was 
learning & developing in the 
above project to contribute to this 
updated project management 

I was able to support this project 
team to ensure that their process 
did not conflict with the design 
control process that was in 

None available – 
updated 
procedures, 
training material 

- 
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process. It gave me a better 
understanding of the needs of 
the business and specifically the 
various sales and marketing 
functions with whom I did not 
regularly work. 

development so as to ensure that 
the final processes would avoid 
duplication of effort and remain 
compliant with the relevant 
regulations in the intended 
markets across the world. 

etc are 
proprietary. 

Jan – 
Dec 
2016 

Led project to improve the company’s 
risk management process. 

Work-based 
learning 

Self-directed 
learning 

This project gave me good 
experience of the stop/start 
nature of projects depending on 
the immediate needs of the 
business. In order to identify 
opportunities for improvement in 
the process I was able to put into 
practice process mapping skills 
that I had learnt during 2015. It 
also gave me a greater 
awareness of the needs of each 
business function working within 
the new product development 
process, which I achieved 
through liaising with colleagues 
in meetings, interviews, process 
mapping sessions and reviewing 
past issues. Through the reading 
of various publications and 
reference documents (Standards, 
regulatory guidance documents, 
whitepapers, industry 
articles/blogs etc) I enhanced my 
understanding of the regulatory 
requirements and the best 
practice for applying risk 
management to a wide variety of 
medical devices (various clinical 
applications and risk categories). 
Through self-learning I also 
enhanced my understanding of 
how related processes can easily 
align with the over-arching 
process (e.g. how to incorporate 
usability/human factors and 

I left the company before the 
project was completed but 
handed over procedures that 
were refined in the same vein as 
the process described above 
(clear, concise process 
requirements and 
responsibilities) and streamlined 
templates for the records to be 
created during risk management. 
During the handover of the work, 
my successor benefited from 
efforts put into the changes along 
with the explanation of what had 
instigated the need for the 
changes. 

None available – 
updated 
procedures, 
training material 
etc are 
proprietary. 

- 
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biological evaluations into the 
wider risk management process).  

Feb – 
Sep 
2016 

Member of a project team to redesign the 
company’s commercial release process 
for new products and post-launch 
changes. 

Work-based 
learning 

 

I was able to learn about some of 
the business processes and 
systems that support the 
approval to release new products 
to the market. I was able to apply 
process mapping and process 
development skills (learnt in 
2015) to help the project lead 
map the process and the 
required inputs and functional 
involvement. 

I contributed to the development 
of procedures that were refined 
in the same vein as the process 
described above (clear, concise 
process requirements and 
responsibilities) and streamlined 
templates for the records to be 
created during the commercial 
release of products to satisfy the 
requirements of the various 
regulatory bodies. 

None available – 
updated 
procedures, 
training material 
etc are 
proprietary. - 

Jan – 
May 
2016 

Member of a project team to revise the 
complaint handling and monitoring 
process for the Infusion Device franchise 
(outside of my usual scope). 

Work-based 
learning 

Self-directed 
learning 

To achieve the project’s short-
term objective, I had to review 
procedures and discuss with 
Danish colleagues to understand 
how their current complaint 
handling process functioned. I 
also had to develop my 
understanding of their products 
(infusion site cannulas for 
diabetes care and pain 
management), with which I was 
previously unfamiliar. These two 
steps then allowed me (and my 
colleagues in the team) to modify 
the process in use by the rest of 
the company to effectively 
transfer it across to the Infusion 
Device franchise. I supported the 
project leader by creating the 
implementation plan for the 
specific activities and milestones 
(e.g. establishing the process 
framework, qualifying the 
competency of the complaints 
reviewers, testing the new 
process on existing complaints, 
and then apply the new system 

The updated process was 
established, which allowed the 
Infusion Devices team to 
streamline their process, realign 
their resources to the areas in 
most need, and to identify gaps 
in their resource that without 
filling would lead to regulatory 
non-compliance. The manner in 
which the project team worked 
developed a good understanding 
between the various functions, 
which opened communication 
lines across the distinctly 
separate franchises, improving 
the exchange of information and 
ideas from one franchise to 
another. 

None available – 
updated 
procedures, 
training material 
etc are 
proprietary. 

- 
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to all newly received complaints). 
I also improved my ability to 
deliver presentations and training 
to an audience who spoke 
English as a second language, 
utilising visual aids wherever 
possible to convey the process 
steps and the long-term benefits 
of the work. 

Feb – 
Apr 
2016 

Investigated the commercially available 
options for software to create and 
manage risk management files for 
medical devices. 

Work-based 
learning 

Self-directed 
learning 

This project gave me good 
experience of the stop/start 
nature of projects depending on 
the immediate needs of the 
business. I developed the User 
Requirement Specifications 
(URS) for a risk management 
software tool. This required me to 
develop my understanding of 
software design and validation 
through reading procedures, 
standards, regulatory guidance 
documents and regulations. It 
helped me to improve my 
understanding of the workflow of 
the risk management process 
and the IT requirements around 
the desired software tool. 

The project was put on hold and 
not restarted before I left the 
company. The draft URS were 
handed over to my successor to 
pick up when the project is 
reinstated. 

None. 

- 

Apr – 
Jul 2016 

Member of a project team to establish a 
master data database with supporting 
procedures. 

Work-based 
learning 

Self-directed 
learning 

I was tasked to support this 
project team mid-way through 
their project. This meant that I 
had to quickly develop an 
understanding of how the 
database functioned, who 
managed the database and the 
data that was contained within. 
Through self-reading, I 
developed my understanding of 
data integrity and software 
change management. 

I established procedures that 
would support the team in their 
impact assessment of any 
changes to products, materials, 
manufacturing or sales markets 
on the validity of the data held 
within. 

None. 

- 
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Aug 
2016 

Led backroom team during a FDA site 
inspection. 

Work-based 
learning 

The culmination of two years 
preparation to make the site 
audit-ready for a FDA inspection. 
I was able to put into practice 
what I had learnt and developed 
over several mock audits and 
training sessions with former 
FDA auditors. In the live-audit 
situation, I was able to improve 
my style of management of the 
backroom team to foster a 
collaborative and cohesive 
atmosphere. 

The audit passed without any 
significant issues, with all 
requests for information 
processed efficiently by the 
backroom. 

None. 

- 

2016 Supported R&D colleagues with several 
significant root cause investigations 
within the R&D site. 

Work-based 
learning 

I was able to develop my 
practical knowledge and 
understanding of root cause 
analysis techniques (studied 
during 2015) across numerous 
issues within the R&D 
laboratories and product 
development projects. 

The company benefited by 
having logical and thorough 
investigation reports. The 
colleagues whom I supported 
gained more confidence in the 
techniques for root cause 
analysis. 

None. 

- 

2016 Managed Corrective Action project to 
improve the quality and content of 
product risk management files for ~150 
medical devices. 

Work-based 
learning 

I developed my ability to manage 
a project that spanned various 
sites and involved many 
business functions, whilst trying 
to maintain open 
communications with the 
management team with respect 
to the progress and resource 
demands. 

The company had a clear, risk-
based plan for the corrective 
action that was reviewed and 
accepted by regulatory bodies, 
thus avoiding regulatory non-
compliance. 

None. 

- 

Sep – 
Oct 
2016 

Audited the Design History File for a new 
product prior to launch. 

Work-based 
learning 

Through self-reading of 
publications, clinical evaluations 
and laboratory work, I developed 
my understanding of the clinical 
application of this urinary 
catheter and its functionality. I 
was then able to apply that 
knowledge, along putting into 

The company benefited from 
having a robust audit of the 
product, thus identifying gaps in 
the evidence for the product or 
any areas of weakness in the 
application of the new product 
development process. 

None - the 
internal audit 
report is 
proprietary. - 
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practice my auditing skills 
developed in 2015 (ISO 13485 
Lead auditor training) to audit the 
completed Design History File for 
the product. 

Sep 
2016 

Attended internal training course on 
sterilisation of medical devices 

Formal / 
Educational 

Improved my existing knowledge 
of sterilisation techniques for 
medical devices, the positives 
and negatives for each 
technique, and the requirements 
for validation of the process. 

The only benefit that the 
company gained from my 
undertaking of this training was 
that I was able to apply the 
knowledge gained during the 
audit of the new product file 
(described above). 

None – training 
records are 
proprietary. 

2 

Apr 
2016 

Attended webinar on the changes to the 
ISO EN 13485 ‘Medical devices, Quality 
management systems, Regulatory 
requirements’ standard. 

Formal / 
Educational 

Gained an understanding of the 
changes to the standard, the 
requirements of the standard and 
the likely impact on existing 
quality management systems. 

I was able to incorporate the new 
requirements of this standard into 
the updated design control 
process (as described above). 

None. 

1 

Jun 
2016 

Attended webinar on changes to the 
Medical Device regulations in Europe. 

Formal / 
Educational 

Gained an understanding of the 
changes to the regulatory 
requirements and the likely 
impact on existing quality 
management systems and 
processes. 

I was able to incorporate some of 
the new requirements of the 
regulations into the updated 
design control process (as 
described above). 

None. 

1 

May 
2016 

Attended internal training course on 
Good Documentation Practices. 

Formal / 
Educational 

Improved my existing knowledge 
of good documentation practices 
within a GxP environment. 

The only benefit that the 
company gained from my 
undertaking of this training was 
that I was able to apply the 
knowledge gained during the 
development of the updated 
procedures and templates for the 
updated design control process 
(as described above). 

None – training 
records are 
proprietary. 

- 

Weekly Attended tennis coaching/lessons Other I started to play tennis two years 
ago with very limited experience 
of the sport before then. These 
lessons have helped me develop 

The company benefited from 
improved training materials, 
developed using some of the 
insight gained from this activity. 

None. 
1-2 per 
week 
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my playing technique, skills and 
gameplay over the course of 1:1 
and group sessions. The lessons 
have also given me an insight 
into the different teaching 
methods used by sports 
coaches, which I have then been 
able to apply when developing 
training material in a work 
context. The breakdown of 
various skills and shots has 
enabled me to develop my 
understanding and application of 
the process approach in this 
slightly unusual setting (e.g. self-
analysing why my shots were 
poor by looking at the required 
inputs to the shot, such as foot 
position and point of impact, and 
making the minor adjustments to 
correct the mistakes). 

 

 

 




