DPF33

Biopharma Excellence GmbH

e
By emai o S

Date: 21/12/2020
Our ref: TRN 2569/08/2020 (Ext)

Dear Sirs,

Letter of Variation to extend End Date of contract for the supply of Technical Requlatory Expert
on Vaccines, including knowledge & experience of MHRA & EMA procedures in vaccine licensing.
(Contract Variation).

Following the award of a contract to you for the supply of a Technical Regulatory Expert on Vaccines,
to The Department of Business, Energy & Industrial Strategy (BEIS), the following notice of variation
changes the end date of the said agreement from the 315t December 2020, to_.

There will be otherwise no change to cost, rates or of any other aspect of the overall scope of services
as reflected in the original agreement.

The original agreement is provided at Annex 1 and the same Terms and Conditions of Service
(DPF31) shall apply which are included at Annex 2.



DPF33

Liaison
For general liaison your contact will continue to be

We thank you for your co-operation to date, and look forward to continuing a successful working
relationship with you. Please confirm your acceptance of this Variation by signing and returning this
letter of variation to # at the soonest opportunity. No
other form of acknowledgement will be accepted.

Yours faithfully,

VTF Commercial Team

Signed for and on behalf of The Department for Business, Energy and Industrial Strategy

Name: I

Date: 21/12/2020

We accept the terms set out in this letter and its Annexes, including the Conditions.

Signed for and on behalf of Biopharma Excellence GmbH

Name: [

Signature:

Date: December 22, 2020
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Annex 1

Contract for supply of Technical Regulatory Expert on Vaccines, including knowledge &
experience of MHRA & EMA procedures in vaccine licensing.
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Annex 2
Terms and Conditions of Contract for Services

DPF31 Terms and
Conditions for Servic

Annex 3 — Specification of Requirements and Charges

(Please note prices are quoted in Euros)

Mandatory, Candidate Response
Essentil, (There s no specific word count but please keep as
Desiratie Weighting

Requirement

Criteria Title Criteria Description

[

speed of avallebibty Must be available at immediate notice (48hrs from natification of assignment) Wardowry Y
Ehgiblity to werk [Must be eligible towork for HMG Mendatory y
N/A
o Full OV must be provided for condidate assignees Mandatory y
Experence Must have experience of taking raccinegs through regulatory approval Mandatory Y
MHRA & EMA Regulatory expertise including knowbedge and experience of both MHRA and EMA proceduresto licence 3 vaccine| Mandatory ¥
T
Experience n advisng pharmaceutical comp : related regula €35~ In both
Advisory-Level Experience perk b g i Essental 2
clinical and manuficturing areas
Virokgy Cagability Key competence asd capability i vicolegy, with knowledge and experience of respiratony viral vaccines Essential 0
Refer 1o OV
B0 Ability to demaonsteate innovative thinkng in how data can be prepared for re ory esirent p— ”
Demonstrate through exsmples
Inflaence & Collabeeation Ability o influsnce vaccine deveispars snd actiet them collaborativaly in readinass for regulatory F— "
Essent
[Regslatory Approwal) assesment. Demonstrate through examples.
Flexibility/Adaprability of Approach (Weighting - 10%)
Ability to advise vaccine developers on Sow they can best prepare their case for regulatory apgeoval.
Flexitiity & Adaptability using a flexible examination of the approach they have chosen to enact clinical trials, colect dita and Essential 0 Refer to CV
prepare dusing pre-approval. Demonstiate thiough examples

Dayrata(c)
Please Include the dayrate (excl. VAT) n/a

Total cost based on dayrate |-
/A
Any other costs rot inciuaed n the soove [N

Total Price

N/A






