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(IITs)-this is at the heart of PHARMExcel

aintains a large portfolio of Investigator Initiated Trials




Phase Spread of Studies -Total studies Awarded -Mar 2022
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Phase |
38%

Non-

Regulated /Observational /Diagn
ostic
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® Establish qu&i" ‘requirem

® Establish territories, number of sites, number of
participants required
/) Cost study based on above criteria
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® Industry support di
product, or aid in s’ruy design and conduct -

issues of intellectual property, dc’rq ownershlp, and publlca'rlon rights become
sensitive
* If grant funded- often a cap/finding limited -doesn’t always reflect requirements
/) to run the study. A well-funded project is essential to successful completion.
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RMEXxcel

Together we make it happen

re: y fast tracked. As
tandard review times now
ap 'y"MHRA Covid 19 inbox no longer

operational)

The above requires adequate risk assessments




RMExcel

Together we make it happen

We have extensive We support/guide We work as a
knowledge of the Investigators collaborator-
UK/EU research throughout the entire Extension of existing
environment study teams

We are flexible and
agile-we try not to
say nol!

We are quality and
process driven




/ /Togefher we make it

L
i



ogefher we make it hc P!

Covid trials

%



I

ADOPTING A NEW
AGILE APPROACH TO e \ ¥ 28
CRO CLINICAL TRIAL o

MANAGEMENT
Evaluating COVID-19 vaccine boosters
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two doses of ChAdOx |1 nCOV—] 9
(Oxford—AstraZeneca).

| ﬂ RMEXxcel

/ogefher we make it happen

AstraZeneca janssen J

g' Pﬁzer

moderna

valneva

NOVAVAX E

'C&V-BOOST

Evaluating COVID-19 vaccine boosters
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Data be made available to
the Joint Committee on
Vaccination and Immunisation
(JCVI) by the end of July
2021

Allow the Government time to
decide the policy strategy for
an Autumn booster
programme.

Short window of
approximately 5 months to
achieve.

Our main end goal was to
bring everyone together,
working fast and efficiently,

ensuring adherence to
regulations, whilst maintaining
the highest quality standards

We had to look to an
- | alternative way of cross-party
| working from the usual CRO
approach to ensure critical
timelines would be met.



E AND
ENTRAL
MONITORING-
RISK
PROPORTIONATE

NUMEROUS
SITES




AN AGILE APPROACH (

Commenced Commenced site
background study set Cross party R&R feasibility utilising the
up-at risk- to meet matrix established Clinical Research
aggressive timelines Network (CRN)

NARMEXxcel

A core team
established-a

dedicated clinical Commenced protocol

study/ pr0|e.c'r. development with a
manager, clinical re-design in April
research associates 2021

(CRAX6) and

experienced team

of clinical trial

administrators

(CTAx3).




hAdOx1

Novavax
Novavax 50
en ACWY

ChAJOX T

Novavax
Novavax 50
Men ACWY
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~ BNI16/7b/7

Valneva
Valneva 50
Janssen

Men ACWY

Valneva
Valneva 50
Janssen

Men ACWY

¥ Together we make it happen

Moderna Moderna

Curevac Curevac
Curevac 50 Curevac 50

Men ACWY Men ACWY
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®* Public places, inclu

®* Newspapers, Radio
& ® Direct mail-out using electoral roll
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MHRA, REC and HRA rolling reviews

Docs sent in final draft format and as they became 4@ V- B‘OST

available-reviewed in real time
Evaluating COVID-19 vaccine boosters

Feed back provided throughout process

Full submission -6™ May 2021
REC approval-13th May 2021
MHRA /HRA approval 17th May 2021

wee  FOst track approvals-7
’ working days

.




Safety plan and work
instructions written-in
line with Manufacturer
Agreements-cross
reporting

New Monitoring
methods-risk based

Rolling reviews
New EDC trackers

“VARMExcel|

" Together we make it happe
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VID-19 vaccine boosters




Site Activation - Parts Ato D

Study Awarded to Recruitment Start
PHARMExcel SA1, NSA3, SA2 NSA4

DO - D28 Reactogenicity data to be Interim data analysis
reviewed

Jul 2021 ~ Sep 2021  April 2022

Feb 2021 Jun 2021 Aug 2021 ~ Oct - Dec 2021

Recruitment ends
SPONSOR DO - D28 Reactogenicity
Site feasibility/Essential document collection data to be Soft locked
Site Contracts: Negotiations of site contracts in parallel (end of Jul) SA3, NSA5

. - Late Dose Sub study Approval
RA/EC : Ethics and regulatory submission & approval

PHARMExcel Data for VTF & JCVI

- Government announces Booster
SIV Training : 21t to 25" May 2021 2
NSA1 g allocation
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Together we make it happen
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emented for this

* All participant’s day 28 reactoge had to be monitored, cleaned and analysed to j>

ensure it was submitted to the Joint Committee on Vaccination and Immunisation (JCVI) by

O August

/)‘ Booster programme rolled out in Autumn 2021
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of data to
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ssues with remote
uming!!

le Tea ms involved-so communication co-
~ ordination was key-TMGs, Whatsapp

®* New study processes required “bedding in”-
undertook continual reviews




action cyc ation and improvement of

processes —allowed results to be delivered within a very strict deadline.
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Whilst it was cer'roirvi'ly"y" a challenge, th what can be achieved through effective Sponsor-CRO-Site and

Regulatory collaborations!







