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LETTER FROM THE CHAIR
December is always a month for family, slowing down, old movies, turkey, Christmas and  

(above all) reflection. But this year is difficult to reflect on. 

For many reasons 2020 was a challenge for 
the HSRAA … and not only because of the 
pandemic. Notably 2020 saw: 

  the loss of a long-valued key figure when 
Eldin Rammell resigned;

  the loss of our favorite conference organiser, 
Jo Rammell;

  the absence of the summer edition of 
ONrecord due to the pandemic; and 

  a regrettable break of a twenty-five-year plus 
tradition of SAG/ HSRAA conferences.

These events have encouraged the Board of 
Directors to look at the HSRAA from a different 
perspective and to review the plans we had 
previously made for many great things for our 
members in the future of which we were able 
to deliver only some. 

For some of us, this year was about home 
schooling and 24/7 family living, for others, 
it felt like being cut off from the entire world. 
Whatever, our individual perceptions, but 
one thing was common to all: we all grew 
exasperated and fed up to the back teeth with 
talk of the “new normal”.

And so I shall not refer to the “new normal” 
in looking forward to everything that lies 
ahead for HSRAA and consider the new year 
resolutions the Board has made for 2021, which 
includes the following:

  two new online webinar courses to make 
sure we continue to build on and enhance 
the HSRAA decades-long hard-earned 
reputation;

  quarterly round table virtual discussions in 
which members can contribute to discussions 
and ask questions on a wide range of records 
management and archiving issues; 

  with a revamped, dynamic and interactive 
digital version of ONrecord; 

  continuing review of the situation and 
ongoing determination to ensure there is a 
traditional in-person conference as soon as 
practicably possible; and

  a renewed effort to keep you informed of 
industry news on all HSRAA LinkedIn social 
media and communication channels.

Finally, reflecting on the present, I would like to 
say thank you to: 

  Jamie Toth for her drive and energy as a 
Director and Secretary of the HSRAA;

  Russell Joyce for his dedication and endless 
hours of work collating ONrecord;

  Hobson Lopes for keeping our financial 
reporting in order;

  Roxy Boyd for keeping our membership list 
up-to-date;

  Neil Gow for stepping up as a new Director 
of the Board for SAG;

  Eldin Rammell for his leadership and 
contributions over the years;

  Carolyn Fitzpatrick for managing our day-to-
day book-keeping and accounting;

  to our wonderful new volunteers (Marion 
Mays, Shanaye Thomas and Angel Ramos) 
who help us keep HSRAA alive.

And last but not least, a thank you to our 
members for remaining loyal, sticking with 
us, and continuing to support (and join) our 
community through these challenging times!

Here’s looking forward to an exciting new year 
with all of you.

Dora  
chairperson@the-hsraa.org

Click to Return to Contents Page

Click to Return to Contents Page
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LETTER FROM THE EDITOR
Finally, we’ve reached the end of 2020!

I’m not really sure there is one word to describe 
the year we’re all leaving behind but I imagine 
many of us will be looking forward to waving it 
goodbye. 

Some will have fond memories of having enjoyed 
spending more time at home with the family, 
learning new skills and achieving things they 
never thought they could have. Contrarily others 
will look back on the year less enthusiastically, 
remembering it as   a year that has impacted 
the lives of themselves and their close ones in 
ways one would never have anticipated or have 
thought they could vere have been able to 
withstand. Either way, the fact that you’re ready 
this tells me you’ve managed to make it through 
and that’s the important thing!

On a lighter note, our hope is that we can 
continue to keep you in the loop by providing 
you with this digital copy of ONRecord, which 
we anticipate will be the “nee normal” (to adopt 
the vernacular). To think you can access this 
from anywhere in the world from the minute of 
publication… Exciting right? Brace yourselves!

In this edition we’re looking at:

  Special Interest Groups  
Please get involved! You do not necessarily 
need to have expert skills, just a keen 
interest to learn and share your thoughts and 
experience. 

  A TMF Index for Observational Studies 
Stuart McCully (Founder and CEO at 
Phoenix-RWR Ltd) navigates us through the 
design and luanch of a study master file 
forReal-World Studies.

  Remote Working 
Tara Combs examines the challenges (the  
do’s and dont’s) of storing data electronically 
during the socially distanced times.

  Version 3.2.0 of the TMF Reference Model 
Launch 
Karen Roy highlights key changes in the latest 
release of the model and where you can find 
additional information.

  Five Essentials for Surviving Your Next 
Laboratory Inspection 
Rob McDowell emphasises the importance 

of data integrity as an essential component 
in ensuring compliance in a regulatory 
environment. I found the ‘During the 
Inspection’ section particularly helpful.

  Guidance for the Management of e-Mail 
Communications in Clinical Studies 
Jamie Toth introduces this much awaited 
guidance from the TMF Reference Model. 
The clue is in the name but the real value of 
this guidamce is that its recommendations 
are based on real life experiences.

  TMF Audit Trails 
Marion Mays and Rob Jones emphasise the 
importance of having a focus on quality and 
data integrity to best to ensure that the a Trial 
Master File’s audit trails are inspection ready.

  Defensible Destruction 
Russell Joyce explores the importance 
of understanding, implementing, and 
practicing good documentation practices 
as the means by which to minimise risk and 
reduce liabilities when designing a defensible 
destruction policy.

If this edition of ONRecord has helped you 
with your work, kept you up-to-date with 
what is going on in the world of GxP Records 
Management, or simply provided you with a 
brief opportunity for escapism, then we’ve done 
our job! 

If any paper lovers out there would prefer a hard 
copy, please contact publications@the-hsraa.
org: it’s always good to get your feedback. This 
journal is for you, so please let me know if what 
you liked, what you didn’t, and if you have any 
interesting things you’re working on that you 
would like to share.

As we all seek to achieve our new-found, 
well-intentioned ambitions in the new year, 
HSRAA wishes all its members a healthy, happy, 
prosperous, and fulfilling 2021. 

Shanaye
publications@the-hsraa.org

Click to Return to Contents Page

Considering Membership?
If you have enjoyed the content of this publication and think that membership would be of benefit, 
please go to our website at the-HSRAA.org and navigate to the membership page. Here you will 
find more information about the benefits of membership and an online membership registration 
form. The current annual membership fee is just £60 (recognised by HMRC as a tax-deductible 
expense in the UK). 

Click to Return to Contents Page
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MEMBERS PAGES
Membership renewals
During the course of the past two years, HSRAA 
has made significant progress broadening 
awareness of the organisation by collaborating 
with partner organisations such as Marcus Evans, 
ExL Pharma, DIA and IQPC, delivering full-day 
training workshops on GxP records management 
and TMF Essentials. This has been particularly 
successful in marketing HSRAA, resulting in 
increased membership and enhanced industry-
wide engagement with HSRAA. If you are 
attending industry meetings, conferences, 
events please consider promoting HSRAA and 
encourage colleagues to join as members. 

Existing members receive three reminder 
e-mails: 

  60 days prior to expiry of membership

  30 days prior to expiry of membership 

  5 days prior to expiry of membership 

This should provide ample opportunity to renew 
membership and to make the relevant payment. 
Once payment is received, no further e-mail 
reminders will be issued. 

Payment must be made before the expiry date 
otherwise membership will automatically expire 
along with membership benefits e.g. access to 
the member-only pages on the HSRAA website. 
HSRAA regrets that it cannot make allowances 
for delays caused by company finance systems 
or any extra-ordinary processes. 

Any member who allows their membership to 
lapse will then not be able to log in to make 
a renewal payment and will need to apply 
online for a new membership. It is therefore 
advantageous to ensure that membership is 
renewed promptly.  

New Members
We extend a warm welcome to new members who have joined HSRAA since this journal was last 
published. Contact details for networking may be found in the Membership Directory.

Name Organisation Role
Andrew Sigsworth South Tees Hospitals NHS 

Foundation Trust
Research Administrator

Angel Rogelio Ramos Daiichi Sanyko Inc. Manager, Clinical Records Management
Ann Gerrard Orchard Therapeutics Senior Manager, R&D Quality
Benjamin Bader Zentral Archiv Service AS Managing Director
Charlene Chido 
Mukondwa

University of Global Health Equity Manager of Admissions,  
Records and Student Services

Dorthea Sartain UKRI-Medical Research Council Digital Archivist
Emma Winney Kymab Ltd QA Systems Manager
Isabelle Tronel Poxel S.A. QA Manager
Jaana Ristelä Syrinx Bioanalytics Oy QA Manager
Julie Caudullo Swedish Orphan Biovitrum AG QA Documentation and  

Archiving Specialist
Karen Box Covance Local Archive Manager
Kevin Matthams DeepStore Account Manager
Lawrence Opoku Pharmidex Junior Operational Financial Controller
Mary Emanoil Pfizer Head TMF and Registry Operations
Mathieu Dietsch Senior TMF Subject Matter Expert Novartis
Nannette Palmer Animal Plant and Health Agency Deputy GLP Archivist
Priya Patel Avillion LLP Compliance Associate/ 

Archive Coordinator
Rachel Bannister Reckitt Benckiser Archive Assistant
Rachel Greensmith Parexel Deputy Archivist
Shanaye Thomas Quotient Sciences Quality Systems Coordinator/ 

Site Archivist
Sinaead McKeown Arkivum VP Product
Stephanie Schicchi Independent Consultant at 

Recordati Rare Diseases Inc
Document Control Management, Veeva 
System Administrator

Tracey Evans Blue Earth Diagnostics Ltd Information Manager and DPO

...continued
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Call for Future Articles & Speakers 
  Have you seen an item of news that you think would be of interest to HSRAA members? 

  Have you been working on a project that has been challenging or might be of  
interest to other HSRAA members? 

  Would you like to raise awareness of a particular issue, trend, or new practice  
that you have recently discovered? 

  Have you ever wondered about submitting an article to “ONrecord” or  
giving a presentation at at an HSRAA conference? 

If so, please let us know and we may include it in the next edition of “ONrecord” 
or invite you to speak at the next HSRAA conference. Indeed HSRAA is keen  
to learn from others’ experiences, to welcome new, thought provoking 
contributors and speakers and will be delighted to hear from you.  
Please contact Russell Joyce or e-mail publications@the-HSRAA.org.  

REDUNDANCY
If any members have been made redundant 
during the last 12 months and are still without 
employment, remember that the HSRAA Board 
(at its discretion) may grant a subscription-free 
membership to enable the redundant member 
to stay in touch whilst looking for a new job. 
Please apply to the Membership Secretary if 
this affects you (membership@the-HSRAA.org).

RETIRED MEMBERSHIPS
A reminder to retired members that HSRAA 
has introduced the category of Retired 
Member, which enables retired members 
to keep in touch with colleagues and with 
developments at a lower cost. Please apply to 
the Membership Secretary if this affects you 
(membership@the-HSRAA.org).

Click to Return to Contents Page

Potential Advertisers
If you sell a product or service that is of interest 
to HSRAA members, you may want to consider 
advertising in “ONrecord”. 

HSRAA offers quarter, third, half and full-page 
spaces with differing costs for full colour 
and bi-tonal. As a guide, a full page and 
full colour advertisement will cost £200 for 
a single insertion whilst a quarter page bi-
tonal advertisement will cost as little as £55. 
Discounted rates are available for repeated 
insertion of the same advertisement (10% for 2 
insertions to 25% for 6 insertions). 

HSRAA also offers the facility to send mailshots 
to all HSRAA members (hard-copy or e-mail) 
and advertorial copy in “ONrecord”. 

Please contact the Editor, Russell Joyce 
(publications@the-HSRAA.org) for further 
details. 

All enquiries regarding advertising must be 
addressed to the Editor. Invoices for payment 
will be sent by the Treasurer. 

Advertisements in “ONrecord” are entirely 
independent of any endorsement by HSRAA.

mailto:publications%40the-HSRAA.org?subject=
mailto:membership%40the-HSRAA.org?subject=
mailto:membership%40the-HSRAA.org?subject=
mailto:publications%40the-HSRAA.org?subject=
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HSRAA SPECIAL INTEREST GROUPS
Special Interest Groups (SIGs) within HSRAA focus on specific topics and areas of expertise. 

Some working principles for SIGs have been developed and are published in the document 
library in the members’ area of the HSRAA website. The intent of SIGs is that they will:

   act as autonomous groups within HSRAA, 
respecting and abiding by the rules of 
HSRAA 

   provide a forum for the exchange of 
experiences and the advancement of all 
aspects of records management pertaining to 
their area of focus 

   encourage the maintenance and 
development of professional standards in all 
aspects of their area of focus

   communicate regulatory and technology 
updates, issues to members of HSRAA via 
publications and meetings.

The first step for setting up a SIG is to identify a 
Lead. Without a volunteer to lead a SIG cannot 
be formed. Two SIGs have already been formed: 
GCP and Electronic Records. However, HSRAA 
is actively looking for SIGs for a number of topics 
including, but not limited to, GLP, GMP, and 
Professional Development. If you are interested 
in setting up a SIG, please contact chairman@
the-hsraa.org .

eRecords Special Interest Group
Hugh O’Neill
Update Guidance Published
Updated version of the HSRAA Guide to Archiving Electronic Records has been 
published on the HSRAA website.  The previous version of this guide was originally published in 
February 2014 and a lot has changed since then.  The new guide has been extensively updated 
and, at 44 pages, has grown somewhat.  Many thanks to the small team from the SIG that worked 
for several months on the update and to the expert reviewers who made valuable contributions to 
the final version.  The guidance is available as a PDF download and is free to members.

Future of the eRecords SIG
As announced in the last issue of ONRecord, the SIG will suspend activity now.  We have decided 
not to close the group but remain available to take on projects if the need should arise in the future 
- such as a new piece of regulatory guidance.

Finally, many thanks to all the current and past members of the group that have given time to any 
of the projects that we have worked on. 

Hugh 
eRecords SIG Lead 
Hugh.oneill@croftdata.co.uk
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Click to Return to Contents Page
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SO LONG, FAREWELL, AUF 
WIEDERSEHEN, ADIEU  
… AND THANK YOU! 
It is with huge sadness that we inform you that Eldin Rammell has stepped down from his role as 

Chairman of the Board for the Scientific Archivists Group, the legal entity for HSRAA.

HSRAA has benefitted greatly from Eldin’s 
considerable expertise, his professionalism, 
reputation for excellence, and wide network 
of invaluable contacts. HSRAA is indebted to 
Eldin for his exemplary commitment, dedication, 
and vison to further enhance the reputation of 
HSRAA as the foremost and highly respected 
organisation in the field of records management 
and archiving for the life sciences industry.

During his tenure lately as Chairman and as 
formerly as Operations Committee Member, 
Eldin has been the driving force and leading 
advocate of some of the most significant 
advances in the Association, particularly:

  transitioning and rebranding the association 
from SAG to the HSRAA;

  bringing new purpose to HSRAA and raising 
its professionalism and reputation;

  delivering content and vison to better 
reflect the interests of its members and the 
imperatives of the profession; and

  introducing training courses (both classroom 
and virtual) focussed specifically on the life 
sciences sector.  

Much of this would never have been 
accomplished without his judicious stewardship, 
vision and direction. He has been a “tour de 
force”.

Whilst we are saddened to bid farewell, we ate 
excited for the Eldin’s future opportunities as 
he embarks on a change in career in Quality 
Assurance with Phlexglobal.

Please join us in wishing Eldin the best in his 
future endeavours and thanking him for his 
lasting, and memorable contributions to the 
HSRAA over very many years.

Eldin will remain an Ordinary Member of HSRAA 
and so we look forward to meeting him at future 
conferences …and to his future contributions!

Dora, Jamie, Neil, and Russell

And sadly, we also bid farewell to …
Jo Rammell: Through her 
events management company, 
Connect Events, Jo has served 
as our Conference 
Administrator, dealing with all 
aspects of identifying, securing 
and liaising with venues that we 

have used for our conferences. The Operations 
Committee and Directors have all appreciated 
her enthusiasm and success in this role, which 
can be time consuming and challenging, often 
throwing up “turn-on-a-sixpence” surprises, all 
of which Jo resolved. Those who have attended 
recent conferences will have appreciated the 
quality of the venues and the facilities she 
organised. Jo has recently accepted a number of 
other roles as an Associate Member of the 
Association of British Professional Conference 
Organisers and as Clerk to the Governors at a 
local school. 

Ben Saxton: In his role as Head 
of Customer Success at 
Formpipe, Ben brought a wealth 
of experience with him and has 
been a strong voice in 
promoting digital archiving 
within HSRAA. Ben has 

contributed effectively to discussions on the 
changing digital working environment and 
addressing the challenges of digitisation, not 

least through actively participating in training 
events and conference presentations on behalf 
of HSRAA.

Kristen Bretzius: Kristen has 
recently retired from her role as 
HSRAA Training Coordinator 
having recently accepted a new 
role as Programme Manager 
(TMF Operations) at Syneos 
Health meaning she no longer 

has the requisite time to devote to HSRAA. 

Jo’s, Ben’s and Kristen’s individual and combined 
commitment, integrity, and dedication to 
the continuing success of HSRAA have been 
constant, their relative perspectives and 
experiences making important contributions to 
myriad discussions, decisions, and operations 
in recent years, helping to ensure that HSRAA  
balances its ambition to evolve and at the same 
time remain relevant to all its members. 

On behalf of all HSRAA members, a huge thank 
you to Jo, Ben, and Kristen for their valuable 
contributions. We wish them every happiness 
and success in the adventures that lay ahead for 
them (whatever, wherever, and with whomsoever 
they may be). We look forward to catching up at 
future conferences.

Click to Return to Contents Page
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...continued

NEW COMMITTEE MEMBER PROFILES
With the requirement to introduce some new materials and ideas, we’ve taken the opportunity 

to onboard some new volunteers, chosen from our current members. If you’d like to know 
more about them, here are their bios & some questions we asked to give you a feel for who they 
are. Enjoy!

Neil Gow, Director SAG Ltd
Head of Records Management at UCB Celltech
Neil began his career as a Research Chemist but soon found himself responsible 
for building from scratch a Library and Information service for British Biotech. 
Ultimately Neil managed a team of four information scientists, archivists and 
document controllers responsible for the provision of library and information services, 

implementation of chemistry/biology databases and regulatory report publishing.  His transition from 
a lab-based chemistry researcher to Senior Information Scientist was completed when he became 
Head of Records Management at UCB Celltech in 2004 where he specialises in electronic document 
management systems as well as GLP, GMP, GCP, and GPvP archives.

Neil has been a long-standing member of the Scientific Archivist Group and the Health Sciences 
Records and Archives Association, having previously served on the committees of both. He was a 
key player in the decision to transition the association from SAG to HSRAA. He brings a wealth of 
experience and historical knowledge / context that will be invaluable in ensuring that the Operations 
Committee continues to ensure the association is relevant to past, present, and future multi-
disciplinary members. 

Q. Define your path to becoming a 
Records Manager.
A. I started my career as a research scientist 
and my exit strategy from lab work was a move 
into information science, where I built up the 
company’s library and information service from 
scratch. I was with a start-up company at the 
time, so anything at all related to information 
management was passed my way – archiving 
and records management responsibilities quickly 
followed and I even dabbled with regulatory 
submissions publishing for a while. Over time 
the records management aspects came to 
predominate and when the time came for my next 
move it was to a 100% records management role.

Q. How were you able to develop your 
career in Records Management?
A. Because I started my information/records 
management career as a “one man band” 
in a start-up company, there were no internal 
training or mentoring opportunities. I relied 
heavily on external associations for networking 
and training, first AIOPI and then SAG/HSRAA.  
I owe a tremendous debt of gratitude to these 
volunteer-led professional associations and the 
people who freely give up their time to help 
others and the profession as a whole. I’m also 
the type of person who gets involved, so it was 
natural that I would take on committee roles in 
both organisations and expand my networking 
opportunities.

Q. What is your vision for HSRAA? How 
do you propose to achieve it?
A. HSRAA is and will remain foremost an 
association for archivists and records managers 
in the health sciences professions. We’ve come 
from a background of managing physical 

scientific archives and most of us continue to 
do so, but there is no escaping that managing 
electronic records is now mainstream and no 
longer a special interest, and that there is no 
longer a career just as an archivist. We are 
database custodians, subject matter experts, 
training specialists, project consultants and 
above all the guardians of our organisations’ 
regulated and valuable records, in whatever 
format they exist. 

The vision has to be to keep HSRAA as relevant 
for all our members and potential members 
today as it was for the community of archivists 
who founded it, but without that desire for 
relevance letting us drift from our core purpose. 
I would like to see the membership numbers 
increase, with new members attracted by 
an improved offering of online training and 
networking opportunities and then tempted 
to attend our great conferences when we are 
permitted to have them again.

Q. I believe you have a real passion for all 
matters related to busses and even have 
a website dedicated to that. When and 
why did your interest in buses begin? 
A. Thanks Russell! I’d kept that quiet for most 
of my career! It goes back to when I noticed 
patterns in the sequence of identification 
numbers of the buses that conveyed me to 
secondary school, started writing them down 
and then ventured further afield to build up 
the set. Like the budding records manager in 
me, I wanted to know if the numbers had a 
meaning and once I’d found the classification 
scheme my interest turned towards the different 
manufacturers and models of the vehicles it 
represented and things just grew from there.
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Q. Some argue that we are currently 
living through quasi-Orwellian times. 
With that in mind, can you name three 
things (not people!) you would consign to 
Room101?
A. Covid-19: predictable, but who wouldn’t 
want to see the end of it right now? Brexit: 
controversial, maybe, but whether you’re pro or 
against you can’t deny that the way it is being 
managed is causing great disruption. Umbrellas: 
please just get a coat with a hood and stop 
trying to poke people’s eyes out – especially in 
bus shelters!

Q. From the YouTube clips you sometimes 
send, you clearly enjoy Michael McIntyre? 
What appeals to you most about his 
sense of humour?
A. Actually I prefer the previous generation of 
stand-up comics: Billy Connelly, Jasper Carrott, 
Dave Allen (although he was more sit-down than 
stand-up). But Michael McIntyre’s observations 
on password management are witty and incisive. 
You should watch it (it’s on YouTube) if you 
haven’t already.

Q. What is your greatest talent?
A. “Greatest” may be going a  bit far, but 
I do have an ability to spot patterns and 
inconsistencies in sequences and filing systems. 
That missing number from a sequence and the 
outlier that will match it if you correct a typo. The 
wrong date that matches perfectly when you 
switch round the month and the year. 

The development project code or clinical 
trial code that has been transposed from its 
dedicated field into another and reformatted 
to make things a bit more interesting. They say 
that detection is a part of the art of good records 
management and I have been described as a 
“detective” by grateful clients on a number of 
occasions. Disappointingly though, I rarely win 
any of those detective board games the kids 
make me play.

Q. What’s the most embarrassing thing 
that has ever happened to you? 
A. While I was a student I had a summer job 
working in the local library (why are you not 
surprised?!) I was unaware that Jack Russell was 
a breed of dog and my colleagues looked on 
with great amusement and no desire to assist 
as I attempted to answer a reader’s enquiry by 
searching for a book about dogs written by Jack 
Russell.

Q. If you were stranded on a desert island 
and could choose one person to keep you 
company, who would it be? 
A. Bill Gates. With the resources he has we’d be 
off of there pretty quickly, but I think I would find 
him quite an interesting person too.

Q. As a fellow man of “a certain age” (so 
casting no aspersions), what makes you 
feel old?
A. Is it my kids telling me that I am? Or people 
referring to me as “of a certain age”?! Or even 
the fact that a good colleague and friend retires 
the day after I write this and it’s in my thoughts 
now? It’s a bit of all of these, plus the need to 
strengthen my glasses prescription every four 
years or so and the way people compliment my 
appearance by saying “I didn’t realise you were 
THAT old”!

Q. Who is the person who has most 
influenced you in life?
A. I always find it difficult to pick out one person 
from those who have had a significant influence, 
so I’ll answer instead with an anecdote of 
someone I remember for one reason. I had a 
primary school teacher who was kind, caring and 
well-respected but would shout, when she was 
provoked by our misbehaviour, “I’d like to see 
you the day you grow up”. There have been a 
number of events in my life, getting a place at a 
prestigious university, first job, getting married, 
becoming a father, becoming recognised in my 
profession, when I have thought “I wonder if Mrs 
Martin would think I’ve grown up yet”.

Q. What’s on your bucket list? 
A. Buckets, lots of them - different types, 
different sizes, different origins. So that I can 
organise and classify them all. It’s what I do!
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Roxanna Boyd, Membership Coordinator
Archivist at TauRx Therapeutics Ltd, Aberdeen, UK
Roxie works for a small pharmaceutical company working towards a treatment for 
Alzheimer’s Disease. Roxie has worked in Records Management and Archiving for 
four years and prior to that graduated from the University of Glasgow with a degree 
in Genetics. She enjoys the variety that working in archiving brings, from working on 

QMS documentation to organising international record transfers. She has been a member of HSRAA 
for two years and has helped as Membership Coordinator for a year. In her spare time, Roxy enjoys 
baking with her kids and caring for her extensive house plant collection. 

Quickfire questions: 
Q: What is the most unusual thing of 
which you are afraid? 
A: I’m really scared of jellyfish.

Q: What is the last film / play you saw? 
A: I watched Last Christmas the other night, 
mostly for the George Michael tunes!

Q: City break? Mountain trek? Both? Or 
neither? Why? 
A: My ideal holiday would include both.

Q: I couldn’t make it through the 
weekend without… 
A: Pancakes!

Q: My favourite childhood memory is… 
A: My sister and I fighting over something and 
her leg went through the wall. I’ve never laughed 
so much in my life. 

Q: Which skill would you most like to 
learn and why? 
A: I’d love to learn to play the saxophone. Sax 
solos are the best!

Q: Name something that people are 
obsessed with, but you just don’t 
understand. 
A: Coffee

Q: Are there any weird food combinations 
you really enjoy? 
A: Sometimes I’ll mix ketchup and HP Sauce to 
make a sort of spicy tomato dip.

Q: Which song is guaranteed to get on 
the dance floor? 
A: Old school Busted Songs… “Year 3000”, “Air 
Hostess”, “You Said No”...
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Shanaye Thomas, Publications Coordinator
Doc Control and Training Team Leader/Site Archivist at Quotient Sciences, 
Leicestershire, UK
Shanaye moved over from the events industry to the pharmaceutical sector around 
18 months ago and works on QMS documentation, training and archiving activities 
within her organisation. She has been a member of the HSRAA for just over a year 

and is currently supporting with ONRecord publications in preparation for taking on the role of 
Publications Editor. Outside of work, she enjoys reading, travelling and yoga.

Shanaye hopes her membership will provide her with platform to learn more about the world of 
records management, help support development in her current role, and serve as a networking forum!

Quickfire questions: 
Q: What is the last film you saw?
A: Tau. It’s about a sadist inventor that kidnaps 
people, one of the ‘kidnapees’ survives and 
ends up living with the kidnaper for about 2 
weeks, but she can’t leave the house and has 
to complete daily cognitive tasks to forward the 
inventor’s research. The house is run via AI and 
there’s this crazy robot that occasionally tries to 
kill her. The ‘kidnapee’ ends up advancing the 
AI a little too much and in the end… well you’ll 
have to watch the movie. I’d probably rate it 
a 6/10!

Q: I couldn’t make it through the 
weekend without…
A: Afternoon naps! Mostly because 
homeworking has completely sent my body 
clock out of whack and I’m way more productive 
in the evenings than during the day. If I have 
to attend ANOTHER 9am meeting… And of 
course, siestas are good for you!

Q: The most important lessons I have 
learned in life are…
A: Life is happening for you, not to you. 
Everything is temporary. Nothing is a 
coincidence. It all works out just fine, in the end. 
So far none of this has failed me.

...continued
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Q: Which skill would you most like to 
learn and why?
A: To play the piano. Every time I see a grand 
piano, I think about how lovely it would be to 
be able to play! It’s such a beautiful sound. I’ve 
started teaching myself, but I can’t get my head 
around reading music yet. Phase 2? Lessons.

Q: What is your favourite holiday 
destination and why?
A: The Maldives. Quite possibly the most 
beautiful place I’ve ever seen and the wildlife is 
amazing. Believe it or not, it’s just like the photos 
you see. But hotter.

Q: Step counts? Or calorie counts? Both? 
Or neither? Why?
A: Step counts all the way. I generally eat pretty 
well but I feel super dissatisfied if I don’t reach 
my daily count, purely because I know it isn’t 
difficult (for me).

Q: Name something weird that you 
recommend everyone tries at least once
A: I wouldn’t necessarily recommend this, but it 
seems like the right time to mention…ice cream 
flavoured monster munch! Barley anyone seems 
to remember them which makes me wonder 
(sometimes) if they even ever existed… but they 
were certainly weird!!!

Q: What do you do every day that you 
wish could be automated?
A: Getting ready in the morning. Imagine a 
machine you could step into that did all of this 
for you, every day, in less than 5 minutes. It 
seems nonsensical to spend so long doing the 
same thing every day, to get the same outcome 
then repeat it for the rest of your life. 

Q: What do you consider to be the most 
pointless invention that exists?
A: If you fancy a laugh, google “pointless 
inventions”. I would have to say toe shoes. The 
most bizarre things. I can’t make out why you’d 
ever need shoes that fit around your toes. Haha. 

Q: I wouldn’t be where I am today 
without…
A: Books! My library consists of autobiographies, 
self helps and the odd fiction for when I get 
bored by the rest.

Shanaye Thomas (continued)

Angel Ramos, Website Manager
Records Manager at Daichi Sankyo, New Jersey, USA
Angel has been a member of the HSRAA since June 2020. Welcome Angel! His 
other memberships include ARMA and ICA.ORG. Angel will be supporting HSRAA 
with process improvements, white papers and HTML maintenance. In his spare time, 
Angel is a graphic designer mostly focussing on cartoon creation. As a child, Angel 

enjoyed poetry and often would organise his sports card collection. Perhaps this is where Angel’s long 
career in records management first began?

Quickfire questions: 
Q: What is the most unusual thing of 
which you are afraid? 
A: The end of playback devices for obsolete 
media 

Q: What is the last film / play you saw? 
A: Save Yourselves! (2020), a dystopian alien 
invasion comedy

Q: Who is your favourite author / actor / 
playwright / artist / musician / group? 
A: Devil’s Highway and Crossing Wires author 
Luis Urrea, actress Billie Whitelaw, actor Robert 
Duvall, playwright Sam Sheppard, artist Paul 
Klee,  musician Björk, group Radiohead

Q: Which skill would you most like to 
learn and why? 
A: How to implement Trusted Repositories Audit 
& Certification (TRAC) because OAIS-compliance 
is the next frontier for digital preservation.

Q: If you could keep only three material 
possessions, what would they be? 
A: Car, house, keys 

Q: Step counts? Or calorie counts? Both? 
Or neither? Why? 
A: Neither! I exercise 6 days a week but don’t 
focus on the steps or calorie counts. 

...continued
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Angel Ramos (continued)
Q: What is your most unusual talent? 
A: Cartooning

Q: If you could only eat one food for the 
rest of your life, what would it be? 
A: Baguettes 

Q: What do you consider to be the most 
pointless invention that exists? 
A: USB Pet Rock 

Q: If you had a time machine, what time 
period would you visit, and why? 
A: The early 1940s so that I could meet Claude 
Shannon, the Father of Information Theory, 
around the time he joined Bell Labs when it was 
in bohemian Greenwich Village and met Alan 
Turing. I’d love to have a chat.

Q: I wouldn’t be where I am today 
without… 
A: My wife, of course! Second pick is my first 
Records Manager Mickey Dolan, who worked in 
the Nuclear Turbines Division of Westinghouse, 
Rhone-Poulenc, Aventis and Sanofi. He’s now 
retired on 3 pensions!

Q: Which song is guaranteed to get on 
the dance floor? 
A: “Groove is in the Heart” by Deee-Lite 

Marion Mays, Training Coordinator
VP (Expert Services and Consulting Solutions) at Phlexglobal,  
North Carolina, USA
Marion is an industry leader in Information Management with over 25 years of 
experience in the pharmaceutical industry and has been a member of HSRAA for 
more than 8 years. As an advocate for essential information management practices 

and competent training for all contributors and consumers of documentation, Marion will be assisting 
HSRAA with the organisation and running of training sessions. 

Marion has lots of exciting ideas to educate and help people with true archiving as opposed to 
document storage: watch this space!

Quickfire questions: 
Q: What is the most unusual thing of Q: 
My guilty pleasure is…
A: Chocolate (German or Belgium)

Q: What would you like your epitaph to 
be?
A: She made a difference in others’ lives

Q: What is your favourite holiday 
destination and why?
A: The Beach (any beach) because I love the 
sound of the ocean

Q: Which celebrity chef would you most 
like to make you dinner? Why?
A: Elton Brown. He is interesting

Q: If you could only eat one food for the 
rest of your life, what would it be?
A: Peanut butter

Q: Name something that people are 
obsessed with, but you just don’t 
understand.
A: Tik-Tok

Q: If you had a time machine, what time 
period would you visit, and why?
A: The Roaring 20s. People of that era seemed 
to have enjoyed life

Q: I wouldn’t be where I am today 
without…
A: My husband. He has always been supportive 
and encouraging 

Q: If you could live anywhere in the 
world, where would it be?
A: Monterey California. I love the cliffs of the 
Pacific Ocean and the small-town feel
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A TRIAL MASTER FILE (TMF) INDEX FOR 
OBSERVATIONAL STUDIES
Sick and Tired of Trying to (Painfully) Force your Observational Study Documents into a Filing 

System Designed Specifically for Clinical Trials?

Those of you who are involved in Real-World 
Studies (RWS) know that trying to file your 
documents using the existing TMF Reference 
Model (TMF RM)[1], which was designed for 
clinical trials, can be challenging. Your study 
isn’t a clinical trial and as a result, at least 40% 
of the artifacts in the index are irrelevant. The 
result? You start from the beginning every time 
you set up a new study and ‘switch off’ the 
tabs that aren’t applicable. Alternatively, you 
may be required to use the existing TMF RM 
per your organisation’s policy, and document 
which tabs aren’t relevant. Additionally, you 
hope that an auditor of your ‘real world study 
TMF’ understands your type of study and 
doesn’t penalize you for missing documents, or 
documents that were never generated, because 
your study is not a clinical trial.

As a heads up, I’ll be using the terms 
observational study and non-interventional study 
interchangeably in this article. In referring to 
these studies, I’m using the term to describe a 
study in which the patient is already taking the 
medicine of interest and the protocol does not 
dictate any protocol interventions.

Why do we Need a TMF Index for 
Observational Studies?
The value of Real-World Evidence (RWE) from 
sources like observational studies is increasing 
exponentially[2 – 10]. Some companies already 
view it as critically important[11]. As a result, the 
need for an audit-ready framework, referencing 
the documents that evidence the integrity of 
the study conduct and data, has become a 
critical requirement.

“Evidence generated by high-quality 
observational research is fundamental to 
understanding the safety and effectiveness 
of medicines in everyday use by patients and 
doctors.” EMA[12]

“Observational research can complement the 
knowledge gained through clinical trials to 
support the evaluation of potential therapeutics 
and vaccines against COVID-19. Real-world 
evidence generated by observational studies is 
fundamental to understanding the benefits and 
risks of medicines when used in clinical practice 
for the prevention and treatment of COVID-19.” 
EMA[13]

Designing a TMF Index for 
Observational Studies
Over a two-year period (2018 to 2020), a team of 
Real-World Study subject matter experts spent 
significant time and effort developing the Real-
World Study – Document Index (RWS-DI)[14]. The 
template was adapted from, and aligned with, 
the DIA TMF Reference Model structure[15].

The result is a listing of core and recommended 
artifacts relevant to Real World Studies, 
providing a much-needed framework for those 
conducting these types of study (Table 1).

In designing the RWS-DI we took into account 
the ethical standards, regulations, guidelines 
and industry best practices applicable to 
observational and non-interventional studies 
(NIS). As you can imagine, this was a huge task.

The RWS-DI is based on a prospective study 
design to provide maximum coverage of the 

Comparators TMF Reference Model 
(TMF-RM)

Real-World Study Document Index  
(RWS-DI)

Applicability Clinical Trials Clinical Studies that are not Clinical Trials*

Zones 11 10

Sections 40 23

Artifacts 249 130

…of which “Core” 197 11

…of which “Recommended” 52 119

Terminology Trial Study

Terminology Subjects Patients

Terminology Safety Reporting Pharmacovigilance

Table 1 Key Differences between the TMF Reference Model and the RWS-DI
* Examples of clinical studies that are NOT clinical trials include…Observational studies, non-interventional  
studies (NIS), natural history studies, pregnancy registries etc ...continued
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potential document or artifact types across the 
range of Real-World Study designs, from non-
interventional studies, retrospective chart reviews 
to prospective product registry studies and 
everything in between.

The Real-World Study – Document Index, is 
available in two forms:

  A distilled version, which is available to 
download for free from the TMF Reference 
Model website [14]; and

  A more detailed and comprehensive version, 
which is available to download for free from 
our Study Master File website[16]

Distilled RWS-DI
This is a Document Index (read ‘TMF’) specifically 
intended for use with Real-World Studies that 
has been adopted from the TMF Reference 
Model.

  Version = v1.0

  Approved by the TMF Reference Model 
Steering Committee on 29 July 2020

Notes:

  This is the distilled version of the RWS-DI 
that is posted on the TMF Reference Model 
website (see link below).

  We call this the “distilled” version because it 
doesn’t contain the guidance text, glossary 
or information on the scope of the Document 
Index.

Download the Distilled RWS-DI [14]

Detailed RWS-DI
Think of this as the raw data (Distilled RWS-DI) 
plus all the additional guidance and instructions 
for use. Useful for anyone who wants to 
understand the scope of the Document Index 
and Real-World Study context of the Sections, 
Zones and Artifacts.

The ‘Detailed’ RWS-DI includes:

  The Distilled RWS-DI

  PLUS Guidance and Context on How to Use 
the Document Index

  PLUS Details of the Types of Real-World 
Studies that the RWS-DI was designed to 
support

  PLUS Glossary of Terms

Download the Detailed RWS-DI [16]

How Long do we Need to Archive 
Real-World Study Documents? 
It’s a good question. Most countries do not 
stipulate document retention requirements for 
observational studies and non-interventional 
studies. In the absence of local legal guidance, 
I always suggest you follow the ISPE GPP 
guidance[17]: “Where there are no specified 
national or regional requirements for retention 
of study materials, the archive should be 
maintained for at least five years after final report 
or first publication of study results, whichever 
comes later.”

Countries that do have specify archiving 
requirements for observational studies and 
non-interventional studies, include France 
and Germany. For France, CNIL provides 
the following guidance for data retention 
expectations under MR-003[18]:

  Patient data may be kept for up to two years 
after the last publication of the research 
results or, in the absence of publication, until 
the signing of the final research report.

  The personal data of professionals involved 
in the research may not be kept beyond a 
period of fifteen years after the end of the last 
research in which they participated.

  They are then archived on paper or 
computer for a period in accordance with the 
regulations in force.

In Germany, the recommendation is to archive all 
AWB (Drug Observation Studies) and PASS (Post-
Authorisation Safety Study) documents for later 
access and evaluation for at least 10 years[19, 20].

Links from the Study Master File website

...continued

https://tmfrefmodel.com/wp-content/uploads/TMF-RM-Deliverable-Real-World-Studies-Document-Index-v1-2020-07-29.xlsx
https://studymasterfile.com/wp-content/uploads/2020/07/RWS-DI-v1.1-Final-Study-Master-File-Index.xlsx
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And Finally…the Next Steps are All 
About You!
To quote the Carpenters, “We’ve only just 
begun”. We need you to use and test the 
RWS-DI and provide feedback. What works, 
what doesn’t, what’s missing?  We will keep you 
updated on progress via our website: http://
studymasterfile.com/ 
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evidence Regulatory Consulting company in 
2009 (www.chuck.co.uk) and later sold it to 
Syneos Health. Stuart is the author of the ‘NIS 
Considerations’ reports that are widely used 
throughout the industry (just Google ‘NIS 
Considerations’). Stuart continues his passion 
for providing understandable and actionable 
support for non-interventional studies (they 
shouldn’t be this difficult!) through his latest 
ventures Phoenix-RWR (www.phoenix-rwr.
co.uk) and RedBird (www.redbird-rwe.com).
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REMOTE WORKING: THE BIGGEST 
RECENT INFORMATION GOVERNANCE 
CHALLENGE
Whilst having to adapt to a new normal, people around the world are experiencing first-hand 

the difficulties of working and even schooling from home.

Not only are we trying to balance work and life 
over the long haul, but we are also frantically 
juggling work and life in real-time.

In addition, working in a confined space, 
while continuously having to learn new skills 
and habits, is having a bigger impact on the 
workforce than anticipated. This balancing act 
doesn’t just impact us on an individual level – it 
can be seen at the organisational level as well.

Organisations are having to equip a workforce 
with new tools and roll out new working practices 
to stay hyper-agile and respond quickly to the 
needs of customers and employees. What’s 
more is that while the regulatory environment 
may be a little more forgiving during this crisis, 
organisations are having to protect private 
customer information, intellectual property, 
financial data, and other important information 
against a host of old and new threats.

Protecting important corporate information 
during this unprecedented time is key and there 
are three main areas to look out for when it 
comes to this.

Over-use of locally stored files
With workforces working from home, access to 
shared repositories and use of VPN infrastructure 
will skyrocket, often to breaking point. If and 

when reliability becomes an issue, more content 
– including customer, financial and proprietary 
information – will find its way onto local hard 
drives.

Employees will make rogue copies of active 
content and records to work with locally. This 
content will be subject to cyber security threats 
that are can be common-place in the home and 
are certainly more prevalent than in a typical 
corporate network. What is worse is that the 
content now stored locally is unlikely to be 
deleted when it’s no longer needed. It will hang 
around – unmanaged and unprotected – for who 
knows how long.

The most effective solution to this problem is to 
sync these files to the local machine. In doing 
this, files will retain the controls that exist in 
the central repository. These controls can let 
file users push information governance rules, 
including records management policies such as 
security marks and retention schedules, down 
to the desktop. The user retains the ease of use 
of working with local files and records mangers 
and compliance officers have one less thing to 
worry about.

Desktop sync is a relatively common-place 
feature in sync and share and content services 
platforms. However it is important to be sure 

...continued
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desktop sync with governance services for a 
secure and safe workforce at home.

Inappropriate sharing of content
One of the most common mistakes when 
working from home is to prioritise speed and 
convenience when sharing content. This leads 
to important information being emailed as 
attachments or shared via personal sync and 
share accounts. There are often stories around 
highly sensitive documents being uploaded to 
video conferencing platforms as an easy way to 
share with other parties on the call.

None of these methods have the security, access 
controls, encryption and so on that are typically 
present in the workplace, but users demand 
speed and convenience now more than ever.

The solution is a content services platform that 
highlights ease of access in the cloud and ease 
of use via extensible web and mobile apps, while 
delivering first class information governance 
controls. The governance controls are easily 
applied to content in the central repository 
(and synced to desktops as needed) and users 
can be encouraged to share secure links rather 
than files, without compromising speed and 
convenience.

Shortcutting Important Review & 
Approval Processes
Many content-centric business processes involve 
review and approval of important content. 
This could be because the content contains 
personally identifiable information (PII), business 
critical customer content such as onboarding 
details, claims, orders or complaints, or maybe 
even sensitive financial or contract information.

When working from home, the review and 
approval process may breakdown as workflow 
and content sharing tools are not designed for 
remote use. Review and approval is hurried. 
Active content that should be declared as a 
record goes undeclared. Important records 
management controls, such as retention 
schedules, are not put in place.

The solution to this problem is two-fold. 
Unsurprisingly, the first part of the solution is to 
have a modern, cloud-based workflow solution 
that brings content, process and governance 
seamlessly together to better manage connect 
and protect important content.

The second – and arguably more impactful 
point – is simply to have users ‘work smarter’ 
during review and approval by automating as 
much as possible. By applying business rules 
and AI and machine learning, content can be 
evaluated automatically, and key information 
extracted to classify the document based on its 
type, e.g. contracts, invoices, purchase orders, 
bank statements etc. With auto-classification, the 

information extracted from the document can 
quickly and accurately populate metadata and 
be used to set retention rules, detect personally 
identifiable information (PII) and more.

The outcome?
A massive drop in the manual effort required 
to manage review and approval processes — 
without compromising records management 
policies and security.During times of crisis, 
information governance is often put on the 
back burner with many believing it’s a tick-
box exercise that can wait until better times. 
However, with mass working from home 
during the current pandemic, it provides the 
opportunity to cast information governance in a 
different light.

Through desktop sync, information governance 
enables users to work with the convenience 
of local files and occasional network or VPN 
outages, while still protecting information. 
Desktop sync doesn’t just sync content – It syncs 
corporate information governance policies 
as well.

Through easy to use, extensible cloud-based 
apps for web and mobile, employees won’t need 
to turn to inappropriate or unsanctioned file 
sharing techniques. They can easily and securely 
share content within an invisible layer of rules-
based information governance.

With auto-classification, business rules 
and AI/ML, important review and approval 
processes can be kept alive while working 
from home thanks to automating much of the 
review, classification and records declaration/
management as possible.

About the Author: Tara Combs is the 
Information Governance Specialist for 
Alfresco. Prior to joining Alfresco, Tara 
worked extensively in the enterprise content 
management space as a Solutions Consultant 
for government and corporate organisations. 
Tara’s Linkedin profile can be found here .

About the Organisation: Alfresco delivers 
innovative content management solutions 
that connect, manage and protect an 
enterprise’s most important information. 
With Alfresco’s open, cloud-native ECM, 
organisations can manage content from 
anywhere, connect information with users 
everywhere, and deliver apps to any device. 
https://www.alfresco.com
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VERSION 3.2.0 OF 
THE TMF REFERENCE 
MODEL LAUNCHED: 
WHAT YOU SHOULD 
KNOW
The newest version of the Trial Master File 

(TMF) Reference Model – version 3.2.0 – was 
launched on 2nd November 2020, and provides 
industry-driven updates to improve the quality, 
consistency, and flexibility of Trial Master 
File management. This article looks at the 
highlights of the new release, and where you 
can find additional information.

It’s still hard to believe sometimes that the TMF 
Reference Model project started just over 10 
years ago – and how far we’ve come since then.

In March 2009, a pretty diverse group of about 
20 TMF practitioners, regulatory professionals, 
clinical trial managers, document managers, 
quality assurance people, and others involved 
in clinical research got together on a global 
phone call. Our goal? To begin developing the 
framework for what would become the Drug 
Information Association (DIA) Trial Master File 
Reference Model – standardizing taxonomy and 
metadata to outline a reference definition of 
TMF content using standard nomenclature.

A couple of us had been asked to incorporate a 
TMF structure into the DIA Electronic Document 
Management (EDM) Reference Model. The EDM 
group covered the regulatory area, and was 
looking to standardize document naming and 
content around electronic common technical 
document (eCTD) specifications for the clinical 
trial dossier. Their assumption was that this would 
be a relatively minor and straightforward task.

Of course, it turned out to be a much bigger 
job than the EDM group had thought – and it 
grew from there. Everywhere we went, we talked 
about the need for standardization around the 
TMF, and worked to recruit people to the group. 
We wanted to get everybody onto a common 
structure so that inspectors, CROs working with 
sponsors, sponsors evaluating potential mergers 
and acquisitions, and so on could all talk the 
same language.

Where We Are Today
That collaborative beginning led to a lot of hard 
work from hundreds of participants over the past 
decade, and the steady release of versions 1.0, 
2.0, and 3.0 – culminating with the recent launch 
of version 3.2.0. 

Why is the latest release important? In a nutshell, 
it incorporates improvements developed in 
response to 25 accepted requests from industry 

received through June 
2020 (requests received since then are in the 
process of evaluation). In addition, and very 
importantly, it includes a new extensive set of 
sub-artifacts which are an output of a sub-team 
of the TMF RM. This team worked tirelessly over 
the past 18 months to develop this deliverable. 

Huge thanks to the hard work of the Change 
Control Board who have managed and 
implemented all of these changes. The TMF RM 
is always accepting feedback and the process is 
outlined on the website (see link at the end of 
this article).

As a result, Version 3.2.0 of the TMF Reference 
Model reflects updated regulatory guidance and 
current industry best practices – making it easier 
for organizations to configure the TMF Reference 
Model to their processes, and to further improve 
TMF quality, completeness, and timeliness. 

What’s new in TMF Reference Model version 
3.2.0:

  One new artifact - 06.05.04 Non-IP Storage 
Documentation

  Four changes to artifact names 

  One filetype change – adding site level to 
Monitoring Plan

  One milestone change 

  22 changes to Artifact Definition/Purpose, 
Milestones, Glossary, Model Overview and 
ICH Code

  One new column, “Recommended sub-
artifacts” 

This last update, “Recommended sub-artifacts,” 
provides an important option to list company-

...continued
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specific records that an organization would 
expect to file under a given artifact. It features 
a super-set of 612 customizable sub-artifacts 
to replace the previous “Sub-artifact” and 
“Alternate name” columns – providing greater 
flexibility to help ensure the TMF Reference 
Model is aligned with an organization’s SOPS 
and compliance needs (see Figure 1).

While “Alternate name” was retired and 
replaced by the new Recommended Sub-
Artifacts column, individual companies may 
choose to retain this column for alternate names 
that may exist across divisions or with partners.

How to Get Started – and Get 
Involved
You’ll find everything required to implement 
TMF Reference Model version 3.2.0 at www.
tmfrefmodel.com/resources, including:

  the latest complete Model

  full Release Notes

  updated Implementation Guide

  a recording of the October 26 2020 General 
Meeting where Version 3.2.0 was presented 

If you have feedback on the TMF Reference 
Model, you can submit them to the Change 
Control Board using the form at https://
tmfrefmodel.com/feedback. You can use this 
form for requests to change artifacts, add 
artifacts, remove artifacts, or make general 
comments related specifically to the Model 
itself (not, however, to make general inquiries 

or comments to the TMF Reference Model 
Project team – to ask questions about the TMF 
Reference Model, post them on the forum at 
https://tmfrefmodel.com/forums).

In the 10 years since version 1.0 of the TMF 
Reference Model was launched, we have seen 
it embraced by organizations worldwide as a 
critical component supporting Trial Master File 
compliance and inspection-readiness. We fully 
expect version 3.2.0 to be a valuable contribution 
to this ongoing effort.
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7 New Sub-artifact Set 

Sub-artifacts are alphabetically ordered per artifact. 

Artifact 
# Artifact name 

Recommended Sub-artifacts -  
Documents/documentation recommended to be filed to 

the artifact. 
01.01.01 Trial Master File Plan Document Transfer Documentation 

Evidence of Quality Review 
Request to Lock TMF 
Trial Master File Plan 
Trial Master File Index   
Trial Master File Report 

01.01.02 Trial Management 
Plan 

Clinical Development Plan 
Project Management Plan 
Trial Management Plan 

01.01.03 Quality Plan  Quality Documentation 
Quality Plan  
Quality Report     

01.01.04 List of SOPs Current 
During Trial 

List of SOPs Current During Trial 
SOP Waivers 
SOP Deviations 

01.01.05 Operational 
Procedure Manual 

Operational Procedure Manual 

01.01.06 Recruitment Plan Recruitment Plan 
Recruitment Progress 

01.01.07 Communication Plan Communication Plan 

01.01.08 Monitoring Plan Monitoring Plan  
Risk Based Monitoring Plan 
Risk Based Monitoring Evidence 

01.01.09 Medical Monitoring 
Plan 

Medical Monitoring Plan 
Medical Contact Report 
Medical Monitoring Decisions  

01.01.10 Publication Policy Publication Policy 

01.01.11 Debarment 
Statement 

Debarment Statement 
Restricted Party Lists 

01.01.12 Trial Status Report Trial Status Report 

01.01.13 Investigator 
Newsletter 

Investigator Newsletter 

01.01.14 Audit Certificate Audit Certificate 
List of Audits 

01.01.15 Filenote Master List Filenote Master List 

01.01.16 Risk Management 
Plan 

Risk Management Plan 
Risk Assessment 
Risk Log 

01.01.17 Vendor Management 
Plan 

Vendor Management Plan 

01.01.18 Roles and 
Responsibility Matrix 

Roles and Responsibility Matrix  

01.01.19 Transfer of 
Regulatory 
Obligations  

Transfer of Regulatory Obligations  

01.01.20 Operational 
Oversight 

Operational Oversight Plan 
Operational Oversight Evidence  

Figure 1: Example of the new Sub-artifacts provided in version 3.2.0 of the TMF Reference Model. 

About the Author: Karen Roy is Chief 
Strategy Officer at Phlexglobal, a leading 
technology and services organization for 
clinical and regulatory matters. She is a co-
founder of the TMF Reference Model Project, 
and currently serves as Chair of the Steering 
Committee.

About the TMF Reference Model: The 
TMF Reference Model initiative is a sub-
group started in the Document and Records 
Management Community of the Drug 
Information Association (DIA). The TMF 
Reference Model initiative is a public domain 
work that has been recognized and promoted 
by the DIA and is governed by the rules 
and procedures of the DIA but not owned, 
governed, managed, or endorsed by the DIA.
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FIVE ESSENTIALS FOR SURVIVING 
YOUR NEXT LABORATORY INSPECTION: 
A QUALITY CONTROL EXAMPLE (PART 1)
Bob McDowall, Director, RD McDowall Ltd
Paul Smith, Global Compliance Specialist, Agilent Technologies
Josh Miller, OpenLab Software Marketing eLearning Expert, Agilent 
Technologies

Good data integrity practices are essential to maintain compliance  
in a regulatory environment.

Data integrity (DI) is the ability of a laboratory to ensure that data are attributable, legible (and 
understandable), contemporaneous, contemporaneous, and accurate (ALCOA) as well as free 

from accidental or deliberate bias. DI has come under increasing scrutiny by FDA over the past 20 
years, with the number of DI-related warning letters going up sevenfold since 2000 Figure 1. In 
2005, FDA’s initial focus on data integrity was triggered by a whistle blower at Able Laboratories, 
which had been using integration parameters, adjusted weighting factors, and even copying and 
pasting paper chromatograms to falsify batches (1). This prompted the agency to place more 
focus on e-records. In one case, a dissolution result of 29% was able to be forced to pass an 85% 
specification. At the centre of the falsification was a well-designed chromatography data system 
(CDS) that had a non-optional, built-in audit trail. Using the audit trail, FDA was able to prove that 
fraud had taken place.

Needless to say, audit trails are now an essential 
part of demonstrating compliance, prompting 
inspectors to pay increased attention to the 
data created and stored in CDS. Concerns with 
issues such as unofficial testing, deletion of data, 
failure to protect electronic records, integration 
into compliance, and the selective invalidation 
of out of specification (OOS) results are under 
increased scrutiny. Since 2005, inspectors have 
increasingly moved away from looking at paper 
records and instead focused on electronic 
records and audit trail entries.

It is important to understand how DI will affect 
future inspections and to be able to answer 
questions succinctly, accurately, and completely. 
Of course, the work of having smooth and 
painless inspection starts well before then—
with the management and analytical decisions 
that produce the data. This article, the first in a 
two-part series, will discuss what can be done 
to ensure DI and as well as how to ensure a 
smooth inspection. Part two will address the data 
systems and technical controls that can be used 
to help guarantee regulatory compliance.

Figure 1: Example of the new Sub-artifacts provided in version 3.2.0 of the TMF Reference Model. 

FDA Data Integrity Focus
Sustained FDA Data Integrity Focus Recent FDA Out of Specification Focus

Key Data Integrity Fact:
• In 2019 - More FDA Warning Letters were associated with “Attributable” and “Legible” than any other year.

RECENT EXAMPLE:
MARCS-CMS 592387 — FEBRUARY 11, 2020

“For example, (b)(4) of your quality assurance employees 
had administrator access privileges in (b)(4) chromatographic testing
software”

“The example includes incorrect integration parameters that would 
result in underreported values for impurities, including the potential 
to mask OOS impurity values”.

Figure 1
...continued
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While no two inspections are the same, there 
is often a common scope. The focus areas of a 
typical FDA inspection are presented graphically 
in Figure 2. Some foundational questions 
that inspectors try to answer are: 1) Does 
management support and encourage DI? 2) Is 
there a DI-focused culture here?

Meeting these requirements calls for more than 
just the occasional email. A continuous passing 
inspections. Management leadership sets the 
tone for the quality culture and DI policies, 
procedures, and staff training.

This article primarily deals with questions in the 
right column of the figure, which relate to the 
quality control laboratory. The first level of that 
column has to do with the physical and technical 
equipment and instrumentation that is available 
at the laboratory, including the analytical 
instruments, their qualification and validation, 
as well as the information management system 
and its validation. All equipment must be kept in 
calibration against reference standards.

As a topical note at the time of this writing, many 
laboratories are currently shut down or operating 
in a reduced capacity during the COVID-19 
response. When a laboratory is brought back 
into operation, the first task should be ensuring 
that equipment calibrations are current before 
any samples can be run.

Above the instrumentation are the procedures 
and methods they are used for. The right 
analytical procedure must be applied to the 
analysis. The methods must be validated and 
verified under their actual conditions of use. It 
is important to understand that pharmacopoeia 
methods simply provide overview that must be 
developed into a functional analytical procedure 
in-house.

At the top level of the model is the analysis of 
the sample. The correct analysis must be applied 
to obtain the relevant result. Documentation, 
procedures, and training of the personnel all 
come into play at this point. The documentation 
must demonstrate that the method was 
performed appropriately, that system suitability 
was assured, and that the analysis of the data 
was performed in a consistent and accurate 
manner.

A failure at any level in this model invalidates 
the level(s) above it. The right analysis cannot 
be done if the right analytical procedure 
has not been established, and neither the 
analysis nor the procedure can be performed 
if the instrumentation is not validated and in 
calibration. Lastly, none of the above is possible 
if the management and leadership are not 
committed to maintaining DI.

A similar hierarchical structure applies to the 
manufacturing side but is outside the scope of 
this article.

Analytical Instrumental Qualification
Instruments such as liquid chromatographs 
should only be used within the range of 
operation that has been qualified. For instance, 
if a pump has only been qualified at 1.0 mL/min, 
that is the only rate it should be used at. You are 
allowed to interpolate, but not extrapolate. If 
methods use the range of 1–2 mL/min, qualifying 
the pump between 0.5 mL/min and 2.0 mL/
min is acceptable, although there is little cost in 
extending that range to accommodate unusual 
uses that may arise. Additionally, documents and 
logs of qualification should be easily accessible; 
this will both speed inspections and make it easy 
for technicians to verify that they are operating 
within the qualified range.

A Data Integrity Model

LEVEL 1: 
Right Equipment & Systems for the Right Job
Qualification and / or Validation for Intended 

Purpose

LEVEL 2: 
Right Manufacturing Process for the Right Job

Process Validation and On-going Control

LEVEL 3: 
Batch Manufacture for the Right Product

Data Supporting Right Quality of a Product
Batch Record meets Marketing Authorisation

FOUNDATION: 
Right Culture and Ethos for Data Integrity (DI)

Management Leadership, DI Policies and Procedures, Staff DI Training

PHARMACEUTICAL QUALITY SYSTEM

LEVEL 1: 
Right Instrument & Systems for the Right Job
Qualification and / or Validation for Intended 

Purpose

LEVEL 2: 
Right Analytical Procedure for the Right Job

Validated / Verified Under Actual Conditions of Use

LEVEL 3: 
Right Analysis for the Right Reportable Result

Data Acquired and Transformed that are Complete, 
Consistent and Accurate

Production Quality Control

Quality Oversight

Compliance checks 
of work

Data integrity 
audits

Data integrity 
investigations

Quality Ass’nce

This data integrity model 
represents the scope of a 
typical FDA inspection. 

Data integrity is much 
more than just numbers.

This presentation will 
focus on a typical GMP 
laboratory inspection.

Figure 2
...continued
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It is important to note that the manufacturer’s 
instrument specification is not equivalent to a 
user qualification. The specifications are not 
necessarily created under the conditions of 
use, and thus cannot be directly translated 
into the laboratory environment, which is often 
more variable than the conditions in which the 
specifications on an instrument were set. It is 
also common for an instrument to drift out of 
specification over time, therefore regular re-
qualifications are necessary.

In the event that an instrument is used outside 
of its qualified range (e.g., a new method with an 
unusual wavelength or flow rate), the system can 
be qualified for the extension. using additional 
tests with certified reference standards or 
calibrated test equipment will be required.

Configuration of the CDS Application
Laboratory personnel’s ability to view, edit, and 
sign data should be limited to what is needed 
for their roles. Any conflicts of interest where a 
single person can both generate and approve 
data should be avoided. The configuration of the 
CDS and its permissions should be completely 
documented in a standard operating procedure. 
Having the data system configured to protect 
against tampering and enabled audit trails also 
helps ensure DI. In-software electronic signatures 
for approvals are a mature technology and are 
more secure than referring to an external paper 
report that can be misplaced or altered.

During the Inspection
Inspectors ask a lot of questions. The general 
advice is to not volunteer information that has 
not been asked for. However, being deliberately 
literal and obstinate will also antagonize the 
inspector and prolong the inspection. For 
example, if asked, “Do you have an inventory of 
chromatography instruments in this laboratory?” 
the most concise answer is a simple “Yes.”

However, you will most likely be asked to 
present the documentation. As a rule, if asked 
something that has verifying documentation to 
support the answer, it is best to anticipate the 
need to present that documentation. This will 

make the process go much more smoothly and 
prevent antagonizing the inspector or raising 
suspicions that you have something to hide or 
are deliberately delaying the inspection.

As an example, let’s look at a quality assurance 
laboratory operating under GMP and analyzing 
active pharmaceutical ingredients and 
finished products. It is currently undergoing a 
preapproval inspection (PAI). Chromatography 
is the primary analytical technique and their 
CDS is a networked, validated system. It has 
secure central storage of backups to the 
database. Printouts and transcription errors 
are avoided because all the calculations take 
place within the chromatography system. Final 
reports have electronic signatures. All these 
represent a strong foundation to ensure DI. 
During the inspection, you can expect to be 
asked about training as well. Come into an 
inspection prepared to be able to demonstrate 
adequate training procedures as well as testing 
and verification. There should be questionnaires 
to confirm that employees understand the DI 
procedures, and they should be required to 
retake the training if they cannot demonstrate 
adequate understanding of DI procedures.

DI is more than just numbers; it includes the 
culture and attitude toward the handling 
of data. All processes and practices related 
to data handling are involved. The role of 
management is essential. They have the power 
to set the metrics and dictate the culture. When 
creating incentives for productivity, consider the 
unintended behaviours they might encourage. 
For example, awarding a bonus to the most 
samples run creates a disincentive for reporting 
errors that might invalidate a run.

Conclusion
Staying in compliance with regulatory 
requirements requires close attention to DI, 
which can only be achieved with commitment 
from management to create a quality focused 
culture within the organization. In the laboratory, 
consistency and appropriateness are the order 
of the day. A given analysis should be performed 
with the appropriate instrumentation, and those 
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instruments should be validated and qualified 
for the purpose to which they are applied. 
The validations should be under conditions 
consistent with use, and the method should be 
appropriate to provide the reportable result 
needed.

All processing, transporting, and transformations 
that lead from the initial measurements to 
the final report in the database need to be 
consistent and accurate.

The vast majority of the work associated with a 
smooth and painless inspection happens when 
the inspector is not in the laboratory. Training, 
combined with testing and documentation, are 
essential parts of a successful inspection. When 
asked if you are ready for an inspection, the 
answer should be “yes” on any given day.

This article was first published by 
Chromatography Online (LCGC) and is 
reproduced with their kind permission.  
https://www.chromatographyonline.com/ 

References: 1. FDA, “Able Laboratories, 
Inc., Cranberry, NJ, FDA 483 Inspectional 
Observations, dated 05/02-07/01/2005”  
www.fda.gov/media/70711/download

TMF REFERENCE MODEL “GUIDANCE 
FOR THE MANAGEMENT OF E-MAIL 
COMMUNICATIONS IN 
CLINICAL STUDIES” HAS  
BEEN PUBLISHED!
The long awaited “Guidance for the Management of e-Mail 

Communications in Clinical Studies “has now been published 
and is available on the tmfrefmodel.com website. It is intended 
to provide recommendations to the life sciences industry on the 
management of e-mail communications generated throughout the 
conduct of a clinical study. Topics covered include: best practices 
for managing e-mail, responsibility for the filing of e-mails, handling 
e-mail attachments, e-mail threads, periodic review, e-mail archiving 
and preservation, and regulatory expectations and citations.

The document was written by the e-mail 
Communications subgroup who began to meet 
starting in October 2019. The subgroup was a 
cross industry group representing Sponsor, CRO, 
Vendor and Consultant. Key contributors to the 
guidance were current SAG Ltd. Directors and 
HSRAA Operations Committee members, Jamie 
Toth and Russell Joyce.

The intent of the document is intended solely as 
guidance and is not intended to be prescriptive 
or to be interpreted as mandated by regulation 
or legislation. It is based upon the collective 
experience, knowledge, and best judgment of 
members of the TMF Reference Model e-Mail 

Communications Sub-
Group as well as direct feedback and approval 
from the TMF Reference Model Steering 
Committee.

The recommendations in this guidance should 
be adapted to reflect the needs of each 
organisation’s own specific requirements.

If you have feedback on the guidance, please 
use the comments section of the TMF Reference 
Model website to provide or send email to 
email@tmfrefmodel.groups.io

About the Lead Author:
Bob McDowall is the Director of R D 
McDowall Limited. He is an analytical 
chemist with a PhD in forensic toxicology 
and over 25 years’ experience as a consultant 
to pharmaceutical companies, contract 
research organisations, analytical instrument 
companies, and software suppliers, notably 
in computerised system validation, which is 
used to help clients validate their software 
applications and to audit software suppliers. 
He is a well-known writer of books, articles 
and is a contributor to pharma training 
programmes globally. Bob has also 
contributed to the GAMP Guide on Records 
and Data Integrity and four GAMP Good 
Practice Guides as well as the 2017 update 
to United States Pharmacopoeia <1058> 
on Analytical Instrument Qualification (AIQ) 
that integrated AIQ with CSV. rdmcdowall@
btconnect.com 
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HOW TO ENSURE YOUR TRIAL MASTER 
FILE’S AUDIT TRAIL IS INSPECTION-READY
Marion Mays, Vice President of Business Development 
Services, Phlexglobal
Rob Jones, Solutions Consultant, Phlexglobal

Regulatory agencies are increasingly looking at the TMF audit trail to gain greater insight into 
data integrity. We review practical steps to help ensure that your TMF audit trail is ready for 

inspection, based on regulatory guidelines and lessons learned from actual inspections.

Data integrity is one of the biggest issues 
facing regulatory agencies today, leading to the 
audit trail for some documents coming under 
review more frequently during inspections. This 
added scrutiny is especially common when the 
inspector believes documents do not meet 
mandated requirements, or that there was a 
failure to follow proper procedure - bringing the 
information contained within those documents 
into question.

To better understand the reasons behind this 
increased scrutiny, it’s helpful to review key 
excerpts from relevant regulatory requirements:

MHRA
(MHRA Grey Guide chapter 10, p.345)

Audit trails are a required feature for managing 
electronic documents associated with a clinical 
trial.  What should an audit trail contain - The 
system must have an audit trail in place to 
identify date/time/user details for creation, 
uploading, approval and changes to a 
document. 

EMA 
(EMA/CHMP/ICH/135/1995)

  Ensure that the systems are designed to 
permit data changes in such a way that the 
data changes are documented and that there 
is no deletion of entered data (i.e. maintain 
an audit trail, data trail, edit trail). 

  Changes to source data should be traceable, 
should not obscure the original entry, and 
should be explained if necessary (e.g., via an 
audit trail). 

(EMA/15975/4.2.2)
  an audit trail in place to identify date/time/
user details for creation, uploading, approval 
and deletion of and changes to a document

(EMA/INS/GCP/856758/2018)
4.1.2. Sponsor/CRO Electronic Trial Master File

  An audit trail in place to identify date/time/
user details for creation and/or uploading 
deletion of and changes to a document 
(explanation of the deletion or modification, if 
necessary); 

4.2. Quality of Trial Master File 

Article 57 of the Regulation states “The clinical 
trial master file shall at all times contain the 
essential documents”. The sponsor and/or 
investigator/institution should implement risk-
based quality checks (QC) or review processes 
to ensure the TMF is being maintained up-
to-date and that all essential documents are 
appropriately filed in the TMF. Areas to consider 
during QC and review include the following: 

  all essential documents generated available 
in the TMF (note too that there could be 
multiple systems which comprise a Trial 
Master File - which means they should all 
have audit trails)
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  documents filed in the appropriate locations

  documents added to the TMF in a timely 
manner 

  documents correctly indexed

  documents only accessible according to the 
assigned roles and permissions

  review of the audit trail (for eTMF) 
[emphasis ours]

This last point - review of the audit trail with the 
qualifier that it applies only to electronic Trial 
Master File (eTMF) systems - demonstrates the 
near-impossibility of conducting audit trail review 
with a paper TMF, or with a TMF managed 
through spreadsheets or generic systems such as 
SharePoint. 

While eTMFs are not mandated (yet) by 
regulatory agencies, inspectors have told us 
quite frankly that it makes their jobs much 
easier and faster. At the same time, using 
an eTMF means that complying with TMF 
mandates requires far less effort on the part of 
your organization, while improving inspection-
readiness.

What are some of the benefits of reviewing 
your audit trail with an eTMF? You ensure that 
your audit trail is logging activity and showing 
the steps outlined in your SOPs, which assists 
in validating your data. In addition, you support 
critical oversight activities such as tracking user 
activity as well as the permissions / functionality 
they have within the system.

What Should Be Included In Your 
Audit Trail Review
Audit trails from electronic systems 
automatically capture a tremendous amount of 
information valuable to regulatory compliance. 
For example, they will record every time the 
system moves or touches a document, and 
every instance where a human being interacts 
with the document - including when it is simply 
viewed but not acted on.

At a minimum, your audit trail review should 
consist of the following:

  User profile history (what has changed e.g. 
live vs decommissioned)

  Time/date a document was set to final and 
viewable by all members of the study team

  Who participated in the processing of a 
document

  What steps a document went through before 
being set to final

  Number of issues / types of issues associated 
with the document

  Documents that were deleted – by whom, 
and why

In addition, one of the most important – and 
often overlooked – activities is to review the 
audit trail for process. What we mean by that is 
the system should be logging the activities that 
were taken on a document, which allows you to 
verify and validate your documented process 
outlined in your SOP and provide evidence that 
it has been appropriately followed.

One of the keys is examining your process for 
user management in your system of record. 
Are user accounts being disabled or changed 
when roles change or people leave? Are 
permissions set up correctly; for example, does a 
particular document processor have the correct 
authorizations to act within the scope of their 
role, but cannot impact anything outside what 
is defined by the SOP? Are there safeguards 
in place to prevent access to unblinded data 
without the precise permissions and context? 

Keep in mind, however, that your process does 
not have to consist of hundreds of pages of 
every detail – it simply has to cover the key 
steps so that an inspector can see that you have 
thought the process through and have the main 
components (see Figure 1).

Figure 1: Guidelines for documenting your audit trail review and processes.
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Not All Audit Trails Are Created Equal
It is pretty much standard for any eTMF system 
today to include basic audit trail capability. From 
the perspectives of usability, compliance, and 
inspection support, however, there is a wide 
variance that you should be aware of.

Some of the critical capabilities that make audit 
trail review faster and easier for all concerned 
include:

The audit trail is in a human readable format. 
That is, anyone can look at it and it is in actual 
legible language as opposed to using a format 
and terms unique to that system - or perhaps 
even in binary which needs to be converted.

The audit trail is accessible within the system 
by end users at any time. Today there is no 
reason to have to go to IT or a service provider 
and put in a request to see the audit trail; 
modern eTMF systems are eliminating this 
layer and making it easy for you, as the line-
of-business responsible, to directly access the 
information you need.

The audit trail can be filtered and provide 
specific reports. Can you easily define the 
parameters of the information or area you want 
to review, and generate detailed reports - or do 
you have to scroll through multiple folders and 
thousands of documents to find what you’re 
looking for?

In a recent Phlexglobal survey, 41% of 
respondents said that they are not currently 
reviewing their TMF audit trail, while 39% said 
they review it only as needed. As we have seen, 
however, regulatory agencies are increasingly 
including the audit trail in their inspections, 
leading to a greater likelihood of critical findings. 
With electronic systems automating the creation 
of the audit trail and making review a far more 
streamlined process, there is today no reason 
not to include audit trail review in your standard 
operating procedures.

Click to Return to Contents Page

About the Authors:
Marion Mays is Vice President of Business 
Development Services and Rob Jones is 
a Solutions Consultant for Phlexglobal, a 
leading technology and services organization 
for clinical and regulatory matters. 

About the Organisation:
Phlexglobal is the leading technology 
and services organization for clinical and 
regulatory matters with a focus on helping 
clients to master their digital agenda via 
proven AI solutions. Phlexglobal combines 
software and leading expert services to 
offer a unique solutions portfolio with easy 
to achieve automation via data generation 
that lifts organizations to a new level of 
effectiveness. www.phlexglobal.com 
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I DON’T NEED MORE SPACE. I NEED LESS 
STUFF. HOW DEFENSIBLE DESTRUCTION 
STRATEGIES ENSURE THAT REMOVING IS 
IMPROVING 
Conditioned by a puritanical and parsimonious upbringing, I am (in every way) content 

to eschew the excesses of modernity and embrace ascetism. I can’t bear to own stuff1. I 
feel encumbered by the weight of it; it stresses me. So I’ve practiced minimalism long before 
minimalism became “a thing”. 

But whilst it is easy in personal life to be 
disciplined and to acquire and retain only that 
which is absolutely necessary, managing clutter 
in the workplace can feel soul-destroying 
and challenging requiring the patience and 
understanding of the psychotherapists and 
admirably non-judgemental professional 
declutterers featured in the Channel 4 
programme “The Hoarder Next Door”.

The common ground shared by this televisual 
ghastliness and the corporate conundrum faced 
by Records Managers is that only in the process 
of discarding that which we do not need do 
we identify that which we do. So how can we 
achieve the same success?

The Problems of Poor Governance 
and Compliance
Records Managers (and Archivists especially) 
walk a fine line between delivering robust 
collections and hoarding. Reaching agreement 
on when to destroy records is not always. Many 
organisations opine that the simplest solution 

is to retain everything permanently“ because 
it might come in useful”, even though nothing 
lasts forever as crumbling headstones and 
Egyptian hieroglyphic tablets readily attest. This 
strategy, though, is merely the manifestation of 
procrastination, a symptom of delayed decision-
making or (worse still) indecision; it is neither 
efficient, rational, nor practical. It results in record 
collections that: 

• become unmanageable;
• create chaos and confusion;
• are fragmented across diverse repositories 

and media;
• are increasingly costly to maintain;
• deteriorate with age (especially if digital);
• present regulatory and legal discovery 

risks;
• reduce systems performance and impact 

productivity; and
• become a burden rather than an asset.

Over-retention, then, can prove problematic. 
Some organisations rely on technology to 

...continued
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manage elements of retention / destruction but 
the use of ineffective, blunt instruments such as: 

• mailbox limits e.g. all e-mails will be 
destroyed after ninety days;

• repository rules e.g. all contents of “Work 
in Progress” folders will be destroyed two 
years after date last modified; and

• reliance on individual employee’s 
discretion or best judgment e.g. minimum 
(not maximum) retention periods

ignore the context, meaning and purpose of 
the records, and lead to inconsistent retention 
decisions. 

Poor governance or compliance (with retention 
and destruction policies), can prove risky and 
costly as evidenced by a number of well-known 
prosecutions that resulted in punitive and 
reputational damages.

• The Ford Pinto case2  illustrates that 
records can often implicate rather 
than assist. This case is especially 
relevant to the life sciences (in which 
scientific discovery, advancements, 
and developments consistently drive 
improving practices) for the significance 
placed on audit trails and adherence to 
standards. 

• The Arthur Anderson / Enron conviction3 
highlights the catastrophic consequences 
of the wilful spoliation of documents 
subject to reasonably anticipated or actual 
litigation

• The Worcestershire NHS Trust dispute6 
and BBC Domesday Project7 emphasise 
the risks of failing to address technology 
obsolescence issues for archived digital 
records. 

In order to obviate these problems organisations 
need a defensible destruction policy as part 
of a carefully thought-through information 
governance framework that applies to all records 
throughout the records lifecycle to ensure 
consistency, transparency, and predictability 
regarding records retention and disposal.

Defensible Destruction
Defensible destruction (as opposed to simply 
“destruction”) is the process of identifying and 
permanently disposing of records that are no 
longer needed for legal, regulatory, or business 
purposes in accordance with- rules -and in a 
manner- that can be justified as reasonable and 
consistent in a court of law.

The secret to knowing what needs to be 
retained and what does not need to be retained 
is to differentiate high-value records and low-
value non-records. Accordingly, a defensible 
destruction policy must incorporate the ability to 
understand the purpose, meaning, and context 
of records, then balance the conflict between 
the value of retention (the Record Management 

/ Compliance perspective) against the value of 
costs savings to be achieved by destruction (the 
Information Technology / Finance perspective). 

In essence, defensible destruction requires 
organisations to demonstrate reasonableness, 
best intent, and good faith. Unfortunately, there 
is no universal solution and no universal tool 
to achieve this because what is reasonable will 
differ between

• regions (dependent on culture, 
jurisdiction, regulatory environment etc.) 

• organisations (dependent on sector, 
commercial interests, size, structure, 
culture, appetite for risk, business 
imperatives, complexity of technological 
landscape etc.)

• departments (dependent on function, 
priorities, purpose, context etc.) and

• individuals (dependent on status, role, 
appetite for risk etc.).

Components of Defensible 
Destruction Policy
A defensible destruction policy requires an 
overarching and comprehensive information 
governance framework comprising procedures 
that are kept up-to-date and are compliant 
with systematic, consistent and robust policies; 
guidance; and clearly defined responsibilities in 
relation to records management. 

That information governance framework should 
include strategies, policies and procedures 
including (but not be limited to) the following:

Records Creation 
For records and data to be reviewed and 
disposed of efficiently, they need to be classified 
or indexed accurately at the point of creation so 
that they are readily managed and discoverable. 
Crucial to that is an understanding of the 
meaning and purpose for the creation of records.

Classification 
It is important to recognise that not all records 
are equal. Business critical records i.e. those that 

• must be maintained for legal, regulatory, 
and business purposes;

• serve to protect the commercial and 
intellectual property rights and interests of 
an organisation; and

• provide evidence of the functions, 
activities, and transactions conducted and 
decisions taken by the organisation

should be classified based on record purpose 
and context (not record type) and be developed 
in collaboration with functional units and 
stakeholders to ensure that the classification 
scheme is meaningful, intuitive, simple, and easy 
to navigate. This means records can be more 
easily managed and retrieved, and retention and 
destruction cannot be correctly applied. 

...continued
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Conversely, non business-critical records e.g. 
those that 

• have short-lived administrative value (e.g. 
drafts, working copies, meeting agendas);

• are temporary or transient (e.g. calendar 
invitations, duplicates);

• are trivial or otherwise unimportant (e.g. 
messages of thanks, unsolicited mail); or

• may be created automatically (e.g. 
temporary internet downloads)

are relatively straightforward to deal with 
because they have minimal (if any value) so do 
not need to subject to classification effort and 
can be deleted routinely (even automatically, 
where possible) with little risk. 

Retention schedule
 In a perfect world an organisation’s retention 
schedule will be directly aligned with the 
organisation’s record classification scheme; 
retention periods will be associated with trigger 
dates (i.e. the date from which the retention 
applies e.g. date of end of contract) and 
supported by legislative and regulatory citations. 

It is a myth that legislation and regulations alone 
drive retention decisions; they merely inform 
minimum retention requirements: the need to 
maintain formal evidence of actions, decisions 
and outputs and to safeguard operational, 
commercial, intellectual property, and historical 
values will define the retention period. Curiosity 
value alone is not a valid reason to retain records.

The secret to optimizing retention periods, then, 
is to balance legal, regulatory and other needs, 
potential value, reasonableness, cost, and effort. 
Defining retention periods is essentially an 
exercise in risk management

Records Storage 
Storage is cheap but discovery is time-
consuming and expensive. Legal and 
reputational risks associated with unmanaged 
records can be even more expensive. 

In the continually evolving digital world, records 
are increasingly stored across numerous often 
diverse and disconnected technologies e.g. 
desktops, laptops, network directories, e-mail 
applications, document management systems, 
cloud solutions, back-up tapes etc.

It is critical to understand not only where records 
reside within this complex landscape but also 
the interconnectedness and relationship of those 
records and technologies, and whether or not 
these technologies permit compliance- and 
match expectations- with retention requirements. 
Creating and retaining records in as few locations 
as possible will ensures that related records are 
co-located, retained in context, better managed, 
and more easily destroyed.

Legal Hold 
A legal hold is a communication issued as 
a consequence of an actual or reasonably 
anticipated litigation, audit, government 
investigation, or other similar matter that 
suspends the normal processing, modification, 
and destruction of records. A legal hold 
compels an organisation to keep all its records 
in relation to either a specific matter or generally 
throughout the organisation.

As the Arthur Andersen / Enron case5 illustrates, 
courts can overturn a ruling, presuppose adverse 
inference, or assign penalties if records that an 
organisations still has and should have disclosed 
even if in normal circumstances those records 
could have been destroyed.

A defensible destruction policy will weigh the 
costs of destruction to reduce these inherent 
risks by adopting carefully considered and robust 
measures to safeguard and protect valuable 
records that provide evidence to support or 
contend (anticipated) litigation.

Sometimes, technology can be used to 
automate destruction but will be necessary first 
to check for legal holds to avoid spoliation. 

Destruction 
It is crucial to ensure that the destruction of 
records is carried out in a quality controlled 
and legally and regulatory compliant way that 
ensures records are no longer recoverable. 
Both retention and destruction should ensure 
an appropriate level of protection for personal, 
sensitive, proprietary, and confidential 
information e.g. shred, incinerate, degauss etc. 
Sending records to landfill (whether paper or 
digital) is neither secure nor environmentally 
friendly.  

In a digital world, it is necessary also to consider 
the retention and destruction of metadata as well 
as content. Long before records are destroyed, 
they may be subject to conversion and / or 
migration (e.g. to overcome obsolescence, to 
share, or to archive) which can potentially result 
in metadata loss. 

Simply keeping all metadata associated with a 
record “just in case” does not make a record 
more useful or trustworthy: good metadata 
management balances the risks of over-retention 
(e.g. storage costs and complexity) vs loss of 
relevance (e.g. meaning, purpose, context, 
integrity). As with records themselves, not 
all metadata is equal in value. Metadata that 
(among other things):

• classifies and organises information;
• provides understanding and context; 
• governs access, security and permissions;
• yields insight into the actions and 

decisions taken; 
• proves compliance with legal and 

regulatory standards;
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• is required to preserve lineage, integrity, 
trustworthiness; or

• is required to preserve usability 
throughout the records life cycle.

has high value because it unlocks the value of 
the record; this high-value metadata needs to be 
retained, not destroyed. 

Other metadata, however, may be of no value 
or of limited value only in the short-term. Audit 
trails / metadata automatically captured during 
creation, review and approval is vital to drive 
the workflow process: but once the document is 
finalised, the study concluded, and the product 
marketed, it could reasonably be argued that the 
content of the document is more important than 
the metadata. 

Metadata can be vast and complex: attitudes to 
risk will vary between organisations and so no 
universal standards apply. As with any activity, 
determining the value of metadata (that which 
is relevant and that which is not, that which 
can be destroyed and that which cannot) is 
best undertaken by an interdisciplinary team 
comprising those who truly understand the 
value and context of the associated records. 
This is critical to the development of robust and 
defensible policies to prevent metadata loss 
and to ensure the continuation of discoverable, 
usable, and trustworthy records.

Carrots and Sticks
Educating and encouraging staff on the 
importance of good documentation practices: 

• through staff training;
• the provision of policies and procedures; 

and
• by engineering compliance into 

technology solutions e.g. enforcing 
document creation and management 
within approved repositories

can be an indispensable “carrot approach” to 
preventing a culture of hoarding and ensuring 
defensible destruction. 

Ultimately, however, Records Managers should 
secure commitment and support from senior 
management, “the stick” to “the carrot” 
approach. In any organisation, this is the basis 
of compliance and will serve to ensure robust 
information governance, embed a culture of 
good document practice into everyday practices, 
and deliver defensible destruction. 
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IN BRIEF: AN OVERVIEW OF MAJOR 
CLINICAL REGULATION AND GUIDELINE 
CHANGES IN 2020
Without doubt, 2020 has been a very busy year in terms of changes and updates to the way 

in which we conduct clinical studies, develop and test drugs, evaluate and assess data, and 
seek to preserve document and data integrity. 

Where changes were introduced due to the 
impact of SARS-CoV-2 (e.g. working from home, 
the scramble to implement electronic signature 
technologies, the challenges of remote source 
data verification etc), it remains to be seen 
whether these processes will become the “new 
normal” of in some degree be incorporated 
long-term into future records and information 
management standard practices within life 
sciences industry.

However, not all updates and changes in 
the regulations have been triggered by the 
pandemic: some are long-awaited clarifications 
or revisions.

The HSRAA has made every endeavour to keep 
members up-to-date via its LinkedIn account 
with industry updates that impact on Archive, 
Records, and Information Management. For 
those who have missed them, we have providec 
am]n overview below. 

Regulations
1. Regulation for COVID-19 clinical trials 

conducted with medicinal products 
containing or consisting of GMOs has now 
been adopted. Despite some concerns 

expressed by EU Member States, Regulation 
(EU) 2020/1043 has been adopted by the 
European Parliament and the Council without 
any amendments through the ordinary 
legislative procedure. 

According to Regulation (EU) 2020/1043, prior 
environmental risk assessments or consents 
are not required for operations related to the 
conduct of clinical trials such as packaging 
and labelling, storage, transport, destruction, 
disposal, distribution, supply, administration 
or use of investigational medicinal products 
for human use containing or consisting of 
GMOs.

Guidelines
1. The EMA and the competent authorities 

of the EU Member States have issued 
Guidance on the Management of Clinical 
Trials During the COVID-19 (Coronavirus) 
Pandemic Version 3 (28 Apr 2020). This 
Guidance is particularly important for all 
sponsors conducting studies in the EU and 
for pharmaceutical companies supplying 
medicines in the EU during the COVID-19 
pandemic.  
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2. The EMA published its Notice to Sponsors on 
Validation and Qualification of Computerised 
Systems used in Clinical Trials (EMA/INS/
GCP/467532/2019) on 7th Apr 2020. It 
provides clinical trial sponsors and vendors 
with clarification on expectations regarding 
the requirements for the qualification and 
validation of computerised systems used for 
managing clinical trial data. 

3. The new ISPE GAMP® RDI Good Practice 
Guide: Data Integrity by Design (Oct 2020) 
covers several new areas (such as Knowledge 
Management) to provide a bridge between 
the system lifecycle approaches defined in 
ISPE GAMP® 5: A Risk-Based Approach 
to Compliant GxP Computerized Systems, 
and the data lifecycle approach in the ISPE 
GAMP® Guide: Records and Data Integrity. 

4. The eClinical Forum and the Society for 
Clinical Data Management has published an 
Industry Position Paper Audit Trail Review: A 
Key Tool to Ensure Data Integrity (1 Oct 2020). 
The paper 
• outlines perspectives on maximizing the 

value routine review of datasets
• provides recommendations on risk-based 

use cases for audit trail review
• contains practical implementation 

guidance, covering people, processes, 
and technology needed to execute audit 
trail reviews;

• takes a deep dive into the technical 
aspects of what constitutes an audit trail, 
and how collecting and preparing audit 
trail data is fundamental to successful 
audit trail review  capability.

5. The Association of Clinical Research 
Organizations White Paper A New 
Quality-by-Design, Risk-Based Framework 
provides an overview of considerations for 
decentralised clinical trials and introduces the 
ACRO Quality-by-Design Manual and Risk-
Assessment Template. 

6. The TMF Reference Model has launched its 
excellent Guidance for the Management of 
e-Mail Communications in Clinical Studies 
(Jul 2020) to provide recommendations to 
the life sciences industry on the management 
of e-mail communications generated 
throughout the conduct of a clinical study.

7. The TMF Reference Model has launched its 
long-awaited Real-World Studies Document 
Index (Jul 2020). Based on the TMF Reference 
Model for clinical trials, the Real World 
Studies Document Index considered ethical 
standards, regulatory requirements, guidelines 
and industry best practices applicable to non-
interventional studies. It provides a standard 
architecture for a range of real-world study 
designs, from non-interventional studies, 
retrospective chart reviews, to prospective 
product registry studies.

8. The HSRAA Trial Master File (TMF) Essentials 
training course is available online and 
suitable for anyone with responsibility for 
establishing or maintaining trial master files 
whether in paper or electronic format. The 
course is delivered as a series of webinar 
modules of approximately one-hour duration 
and covers a broad array of topics specific to 
TMF, from the regulatory requirements for the 
TMF, ALCOA++ as it applies to TMF, TMF 
responsibilities, TMF structure, inspection 
preparedness, regulatory findings, and a 
wide range of practical issues associated with 
management of the TMF.

9. The MHRA and FDA have collaborated to 
publish a joint paper Data Integrity in Global 
Clinical Trials (Jun 2020). It discusses both 
agencies’ perspectives on how best to ensure 
data integrity in clinical trials. It usefully 
includes case studies in which the MHRA 
and FDA have raised concerns during GCP 
inspections and shared information relating 
to non-compliances.

10. The HSRAA GxP-Regulated Archives and the 
GxP Archivist training course is now available 
online. The primary focus of the course is 
the implementation of archive procedures 
within an organisation and the operation of 
an archive in compliance with GxP. Topics 
covered include GxP Records Management 
Principles; Archive-related GxP Regulations; 
The GxP Archivist; The GxP Archive; and 
Outsourcing GxP Archives.

11. The MHRA has published its Consultation: 
Response and Strategy for the Application 
of Analytical Quality by Design Concepts to 
Pharmacopoeial Standards for Medicines 
(Aug 2020). Responses received were 
supportive of the value of AQbD concepts 
in pharmaceutical development and 
manufacturing.

12. The European Medicines Agency has 
provided Guidance for Medicine Developers 
and Other Stakeholders on COVID-19 (1 Jul 
2020) to help speed up medicine and vaccine 
development and approval for SARS-CoV-2 
and to advise how to address the regulatory 
challenges arising from the pandemic.    

13. The FDA has released its Guidance on 
Conduct of Clinical Trials of Medical Products 
during COVID-19 Public Health Emergency 
(Dec 2020) to assist sponsors in assuring 
the safety of trial participants, maintaining 
compliance with GCP, and minimizing 
risks to trial integrity during the COVID-19 
emergency.

14. The MHRA published its guidance Managing 
Clinical Trials during Coronavirus (COVID-19) 
to assist those involved in clinical trials 
disrupted as a result of COVID-19. It is 
relevant to all involved with ongoing studies, 
those wishing to restart trials that have been 
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paused or temporarily halted, and those 
wishing to start new studies.

15. The Heath Research Authority (HRA) and 
MHRA, in consultation with the Information 
Commissioners Office (ICO) has published 
guidance regrading On-site access to 
Electronic Health Records by Sponsor 
representatives in clinical trials. The guidance 
is intended for Sponsors, Contract Research 
Organisations, and investigator sites when 
considering management of personal data 
processed in relation to research. It should 
be read in conjunction with the HRA/MHRA 
joint advice on Data Protection Impact 
Assessments.

16. The EU and UK have finalised a Trade and 
Cooperation Agreement that provides an 
interim period of four to six months from 1 
Jan 2021 to allow the European Commission 
time to conclude its adequacy assessment of 
the UK and to decide 
• whether the UK provides “essentially 

equivalent” protection for personal data 
as the EU; and 

• whether transfers of data may be 
permitted without the need for 
organisations to take further measures. 

17. The UK Information Commissioner’s Office 
has recently published a range of guidance 
documents for organisations regarding Data 
Protection now that the transition period has 
ended, including (among others): 
• Information Rights at the End of the 

Transition Period - Frequently Asked 
Questions (a summary of the key changes 
applicable);

• What action you need to take regarding 
data protection and data flows with the 
EU/EEA post Brexit. The guidance is 
relevant to all organisations subject to the 
UK GDPR who undertake international 
transfers of personal data to or from other 
countries (including European countries); 
and

• International Transfers after the UK Exit 
from the EU Implementation Period. 
(The implementation of the ‘bridge’ to 
allow the transition for data import to the 
UK from the EEA is helpful although the 
duration of these arrangements is not 

readily apparent; neither is it clear if the 
UK will achieve an EU adequacy ruling in 
time to avoid new standard contractual 
clauses being put in place; however, it 
gives some breathing space …for now.

In the pipeline still…
1. During its Management Board meeting On 

11th June 2020, the European Medicines 
Agency endorsed the methodology and next 
steps leading to the go-live of the Clinical 
Trials Information System (CTIS), which is now 
scheduled for  December 2021. The CTIS is 
the centralised EU portal and database for 
information storage foreseen by Regulation 
EU 536/2014.
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