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Hello From Us!

 Welcome to the Spring Edition of PDS’s 
Newsletter ‘The Wire’. It has been a 
challenging year here at PDS but we are 

feeling positive about the Government Roadmap as 
well as sharing our own exciting new development 
with you.

As Guest Editor I have included topics that our team 
discuss, how the changes over the last year have 
affected us and our experiences over the past few 
months.

COVID-19 Vaccinations
Our experiences of having our COVID-19 
vaccinations have varied and it has been interesting 
to see the similar side effects we have experienced, 
even though we have had different vaccines. The 
team at PDS wanted to say just how profoundly 
grateful we all are to everyone involved in the 
vaccination rollout.

Test and Trace
I give you an insight into my temporary job as a Call 
Handler for the NHS Test and Trace programme 
before I joined PDS.

Interns
During April we have welcomed 2 interns from the 
University of Nottingham for 10 days.

Annabelle and Azraf tell you about the opportunity 
they had to work for PDS, the work they have been 
doing with us and what they are learning along the 
way.

Nutrition
Nutrition is key to a healthy mind as well as a healthy 
body. So, I have chosen to share with you a recipe 
from none other than the Body Coach himself, Joe 
Wicks. It’s both healthy and nutritious.

Lynne Page
PDS Office Administrator
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“With all the PDS team vaccinated 
we wanted to say how grateful we 
all are to everyone involved in the 
vaccination rollout.”

 The PDS team were all excited when the 
COVID-19 vaccine roll-out was announced 
and we are incredibly lucky as most of us 

have now had both vaccines.

We were discussing how impressed we were with 
how well organised all the different centres were (6 
different ones in total) and how seamless the process 
was from booking the appointment, checking in at 
each site and having the jab (which was painless) to 
checking out and everything in between.

Out of 6 of the team, only 2 received the Pfizer jab 
and the other 4 had Oxford AstraZeneca, with only 1 
person being lucky enough to avoid any side effects. 
The side effects the rest suffered were very similar to 
having the flu and only lasted 24 hours.

The whole team at PDS want to thank all the amazing 
people who have worked to develop the vaccines 
and the tireless NHS, Army and Volunteers. We are 
so grateful to them all, they have done an amazing 
job and we can’t thank them enough.

Our Vaccination 
Experiences

COVID 19
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 Before joining PDS, I took a job, for 2 months, 
working as a Test and Trace Call Handler 
on behalf of the NHS. I thought it would be 

good to share with you what is really involved after 
someone has tested positive or been in contact with 
a positive case and they have given their details over 
to the NHS and been advised to self-isolate.

After their initial call with Test and Trace the 
‘case’, as they are referred to, is contacted by a call 
handler, ringing on behalf of the NHS, on day 4, day 

7 and day 10 of their self-isolation period. The call 
is to check on their well-being, making notes of any 
symptoms they are experiencing, and to confirm they 
are continuing to self-isolate. They can be contacted 
up to 10 times in a 24-hour period, in order to obtain 
this information.

Some of the calls were much more straight 
forward than others. Some of the issues that were 
faced daily varied from simple things like the wrong 
phone number had either been given or input 

incorrectly (sometimes on purpose), the ‘case’ 
constantly not picking up or actually blocking the 
NHS phone number. In that scenario I had to leave 
a scripted voicemail message each and every time. 
To the more serious issues, such as being told that 
the person you have called has either been admitted 
to hospital with COVID-19 or has passed away. We 
then had to deal with a very distressed relative on 
the other end of the phone and no script can prepare 
you for what to say in that situation.

Other incidences that happened were somebody 
answering the phone when they were clearly in a car, 
so therefore not isolating!

As soon as the call handler stated they were 
calling on behalf of the NHS Test and Trace 
Programme the call was cut off.

People were struggling financially when they 
were self-isolating, due to their employers not 

paying them while they were off work, making them 
consider breaking isolation in order for them to be 
able to pay their bills.

When speaking to a ‘case’ I had to point out that 
it is a legal requirement for them to self-isolate for 
the full 10 days and it is their responsibility to advise 
the rest of their household of the self-isolation 
requirements.

On occasion some call handlers have been 
subject to verbal abuse from positive cases who 

don’t agree with the Government guidelines and 
refuse to self-isolate or even wear a mask in public 
places. In those cases, they are reported either to 
their Local Authority or the police for follow up. I 
was never subject to this abuse, but I did have to 
report someone to the police for not adhering to 
guidelines.

In contrast I spoke to so many lovely people, 
some just wanted to chat as they had been isolating 
on their own. I really enjoyed this and was happy 
to chat to them and find out more about them, also 
ensuring they were getting their shopping and any 
medication delivered. I was able to reassure people 
who had a lot of uncertainties about what was 
expected and if they required another test before 
they could go back to work.

I felt very humble when I was thanked for 
calling and for everything I was doing. I wasn’t on 

the frontline in full PPE I was calling from my safe, 
comfortable home. But they were happy that I was 
doing my bit to help and I was proud to have played 
my part in helping.

These are just some of the reasons why Test and 
Trace is key to moving forward and stopping the 
spread of Coronavirus.

https://www.gov.uk/guidance/nhs-test-and-trace-
how-it-works

Test and Trace
COVID 19

Some call handlers experienced 
verbal abuse from positive 
cases who don’t agree with the 
Government guidelines and refuse 
to self-isolate or even wear a mask.
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 I have gained an incredible amount of experience from this 
internship in such a short period. For example:

•   I have been exposed to documents such as the Patient 
Information Leaflet and Summary of product characteristics. 
Having not known pharmacovigilance and medical writing; 
these documents gave me an insight into the language, 
style and structure that many pharmaceuticals’ companies 
use during the marketing of medicine.

•   Not only have I been exposed to these documents, but I 
also had the chance to create my patient information leaflet. 
Although this was new at first, the guidance from Carol and 
examples given made this task enjoyable.

•   Lastly, I was also involved in writing some questions for a 
user test information task for a particular drug. This gave 
me a different perspective in medical writing; as I was so 
used to the idea of writing information for a pharmaceutical 
company, writing in the shoes of a patient made me think of 
ways to simplify technical terms such as changing posology 
into doses etc.

As mentioned above, the experience has been amazing. 
The support I have gained from Carol from our daily/weekly 
meetings to working as a team with Annabelle to lastly gaining 
valuable first-hand experience in medical writing has been 
invaluable.

 I have had an amazing opportunity to take part in a spring 
internship with Pure Drug Safety, something that would not 
have happened if I had studied abroad.

Working here as an intern with the help of Carol and the team 
has provided me with an invaluable insight into the world of 
pharmacovigilance and regulatory affairs, an industry to which I 
have not had much exposure to prior to starting the internship. 

We have had the chance to develop key skills regarding 
medical writing, editing and design of Patient Information 
Leaflets and User Testing questions, and importantly we gained 
feedback on the work we produced on such documents. 

Moreover, there has been huge benefits of being able to work 
as a team alongside Azraf throughout this process, as we both 
brought different expertise and ideas to the table, and it was 
great to be able to share them and learn from each other. 

I believe this internship provided a strong foundation to build 
on, and hopefully I can utilise the knowledge gained to get 
even more experience within the pharmaceutical industry.

Azraf Bor Annabelle Swaby

What have you gained from this 
internship experience?

SPRING INTERNS FROM UNIVERSITY OF NOTTINGHAM

“We developed key skills regarding medical 
writing, editing and design of Patient 
Information Leaflets and User Testing” 
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 L ike so many companies, here at PDS we had 
to change the way we worked from the first 
lockdown in March 2020. Fortunately for us, 

this has had a positive impact on our team. We are 
more aware of things that are important to us and of 
each other’s needs and wants.

Because we are now all working remotely and this 
change working environment is proving good for us, 
there is no longer a need for us to have a permanent 
office space. Therefore, saving us time as we no 
longer have to commute to the office itself, it will also 
be having a positive effect on the environment as we 

How the Pandemic has 
changed things at PDS

OUR TEAM

PDS Head Office
Our Head Office address will be moving to Biocity 
in Nottingham, where we will have access to 
conference facilities and office space as required.

will no longer be using our cars or public transport to 
travel to work and from work.

Some of the changes we are making include state 
of the art telephony systems with voiceover data 
through our laptops. This will bring about a new 
telephone number, 01476 247007, all team members 
will have individual connections to their laptops, 
meaning we can make and receive calls directly 
through our laptops. This will also mean that if one 
of our team is on holiday, they will be able to redirect 
all their calls to another team member so there will 
always be somebody to answer calls. We have also 
invested in new laptops, software, and printers, again 
making things more cost effective for our clients.

Our Head Office address will be moving to Biocity 
in Nottingham, where we will have access to 
conference facilities if required and office space as 
required.

The last 12 months has made us reflect upon the 
fact that if it hadn’t been for COVID-19 and the 
restrictions brought in by the Government about 
working from home, would we have noticed how we 
could make all these changes for the better? Would 
we have looked as closely at flexible working and 
work home life balance? No probably not!

How has the pandemic affected you? What 
positives have you taken from it?

10 The Wire pure
drug
safety 

pure
drug
safety 

pure
drug
safety 

10 11The Wire The Wire

http://www.puredrugsafety.com
http://www.puredrugsafety.com


Method
Preheat the oven to 200ºC. Lay the salmon on a baking tray, 
season with salt and pepper and roast for 10-15 minutes, or 
until cooked through. Timing will depend on the thickness of 
the fillet. Meanwhile heat the oil in a saucepan. Add the carrot, 
onion and leek, and fry gently for 8-10 minutes until softened. 
Add the lentils and a splash of water, cook for 5 minutes then 
remove from the heat and stir through the parsley and crème 
fraîche. Season to taste and serve with the roasted salmon.

Family friendly Tip
This recipe uses ready-cooked lentils for ease and speed, 
but you can cook your own if you’d prefer using one-third the 
amount of cooked lentils. Pour the uncooked lentils into a pan 
of water, bring to the boil then reduce to a simmer and cook for 
25 minutes or according to packet instructions.
A banging recipe from The Body Coach app!

I chose this Joe Wicks recipe because if anyone knows about 
nutrition it’s the Body Coach! Not only is salmon a superfood, 
it is also rich in Omega 3 fatty acids to support brain function. 
It is high in B vitamins and loaded with selenium, which in turn 
may reduce the risk of heart disease by improving cholesterol. 
Teamed with lentils, this dish is an excellent source of protein 
and may benefit weight control. Lentils are also rich in iron and 
folate. They are packed with health-promoting polyphenols 
and antioxidant properties that can improve or help reduce 
cardiovascular disease and treat digestive issues.

So it’s a win win with this tasty meal, we could all do with some 
brain food at the minute! Bon Appetite!

https://www.thebodycoach.com/blog/roasted-salmon-with-
creamy-lentils

Serves 1

Ingredients
• 135g skinless salmon fillet
•  Salt and pepper
•  1 tsp olive oil
•   1 carrot, peeled and finely 

chopped
•   ½ onion, peeled and finely 

chopped
•  ½ leek, chopped
•  85g cooked lentils
•  Small bunch parsley, chopped
•  2 tsp crème fraîche

Roasted Salmon with 
Creamy Lentils

RECIPE FROM JOE WICKS

13The Wirepure
drug
safety 

12 The Wire pure
drug
safety 

pure
drug
safety 

12 The Wire

http://www.thebodycoach.com/blog/roasted-salmon-with-creamy-lentils
http://www.thebodycoach.com/blog/roasted-salmon-with-creamy-lentils
http://www.puredrugsafety.com
http://www.puredrugsafety.com


National contact 
person for 
pharmacovigilance

Remain compliant  
in the UK after Brexit  
with PDS

NEW SERVICE

 PDS will be able to help MAHs remain 
compliant in the UK with a wide range of  
extra services. In addition to being your NCPP 

we can also assist with other new processes from  
1 January 2021, such as:

•  UK ICSR downloads and submissions;

•  PSMF;

•  Run, review local literature searches;

•   Monthly communications reports. And of 
course, PDS will still be able to help you with the 
following:

•  Post Marketing PV Services;

•  Market Authorisation Holder;

•  SOP Audits;

•  Patient Information User Testing;

•  Roll out of OMS data in xEVMPD

•  24/7 cover.

So if you need to remain compliant in the UK after 1 
January 2021, email or call us today to discuss your 
requirements.

 F rom 1 January 2021, all European Marketing 
Authorisation Holders (MAH) who choose to 
establish a QPPV who resides and operates 

in the EU must also nominate a National Contact 
Person for Pharmacovigilance (NCPP) who resides in 
the UK and who reports to the QPPV.

PDS will be offering their services to MAH clients as 
NCPP from January 2021.

The NCPP should:

•   have access to the reports of suspected adverse 
reactions referred to in regulation 187 of the 
HMRs and the PSMF for UK authorised products;

•   be able to facilitate responses to 
pharmacovigilance queries raised by the MHRA, 
including via inspections.

There will be a temporary exemption in place 
from 1st January 2021 which gives MAHs 12 
months to appoint a National Contact Person for 
Pharmacovigilance who resides and operates in the 
UK; PDS can be your NCPP.

Once the NCPP has been appointed, their details 
should be notified to the MHRA via the MHRA 
Submissions Portal.

NEW SERVICE
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 Standard Operating Procedures (SOPs) are 
the individual quality control documents 
at the heart of your company’s operational 

policy and are reflective of your company’s structure 
and individual working practices.

However, when was the last time you thoroughly 
reviewed your SOPs or had them audited?

•   Are you sure your processes are compliant with 
the current Pharmacovigilance regulations?

•   Do you know if your company Standard Operating 
Procedures are being adhered to?

•   Do you want to be inspection ready?

If you answered ‘Yes’ to any of the above questions, 
then Pure Drug Safety can help you with our 
comprehensive Standard Operating Procedures 
Audits.

We understand that face to face audits are 
difficult in the current climate, but to ensure the 
Pharmacovigilance regulations are being followed to 
the letter, our Standard Operating Procedures Audits 
are an excellent remote vigilance process to put in 
place to give you peace of mind.

PDS will thoroughly examine your Pharmacovigilance 
SOP, comparing the content to the relevant good 
pharmacovigilance practices (GVPs) and any 
applicable local legislation.

Over several days, PDS will request internal 
documents from your staff as evidence to ensure 
that your SOP is being adhered to.

We will then provide you with a full report, reviewing 
each section of the SOP, referencing any regulatory 
deficiencies, any internal process errors and our 
recommendations for areas of improvement to 
ensure your SOPs are controlled, comprehensive 
and specific to your company’s drug safety system.

PDS is here to help you. 
Call us today on 01476 247007 or  
email: carol@puredrugsafety.com or  
sarah@puredrugsafety.com for a confidential 
discussion about your SOP Audit needs.

Pharmacovigilance 
Standard Operating 
Procedure Audits

NEW SERVICE

Standard Operating Procedures 
(SOPs) are the individual quality 
control documents at the heart of 
your company’s operational policy

Pharmacovigilance Standard 
Operating Procedure Audits  
from PDS
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PDS is here to help you. 
Tel: 01476 247007
Email: carol@puredrugsafety.com or sarah@puredrugsafety.com  
Address: BioCity Nottingham, Pennyfoot Street, Nottingham NG1 1GF
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