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SENSITIVE

This APA may be stored by electronic means and either an original or an electronically stored
copy of this APA can be used for all purposes, including in any proceeding to enforce the rights
or obligations of the parties to this APA.

I1.27 ENTIRE AGREEMENT
This APA, together with any Annexes and Attachments, which are hereby incorporated by

reference, constitute the entire agreement of the parties with respect to its subject matter and
merges and supersedes all prior discussions and writings with respect to thereto.

11.28 CosTS

Each party will bear its own legal costs in preparing and concluding this APA.
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This Vaccine Order Form is submitted by:

[The Government of [+]] (the “Participating Member State”), represented for the
purposes of signing this Vaccine Order Form by [forename, surname, function, department
of authorising officer],

to:

[Add details for Contractor]

The Participating Member State and Contractor are together referred to as the “Parties” and
each individually as a “Party”.

WHEREAS

— Contractor and the European Commission, acting on behalf of and in the name of the
Participating Member States, entered into an Advance Purchase Agreement for the
purchase and supply of Contractor’s Vaccine for EU Member States dated [*] 2020 (the
“APA”), the terms of which are binding on the Participating Member States and must
be read in conjunction with this Vaccine Order Form.

— The APA provides that each Participating Member State will submit to Contractor a
Vaccine Order Form through which Contractor shall make available and deliver to the
relevant Participating Member State a proportion of the Contracted Doses or Additional
Order as applicable, in accordance with the allocation provided by the Commission
pursuant to Article 1.6.3 of the APA and at the price and conditions as set out in the
APA.

— In accordance with Article 1.5.2 of the APA, the [name of Participating Member State]
hereby places its order for its full allocated portion of the Contracted Doses or
Additional Order (as applicable).

Article 1

Subject matter

1. This Vaccine Order Form is submitted by [name of the Participating Member State] to
Contractor in accordance with the terms of the APA, and forms an integral part of the
APA. The terms and conditions of the APA are incorporated into this Vaccine Order
Form by reference. In the event of contradiction between this Vaccine Order Form and
the APA, the terms of the APA prevail regardless of any provision to the contrary. Any
capitalised terms in this Vaccine Order Form will have the meaning attributed to them
in the definitions list included in Article 1.2 of the APA.
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2. This Vaccine Order Form relates to the order for the Participating Member State’s full
allocated portion of the Contracted Doses or the relevant Additional Order (as
applicable) as set out in the allocation provided by the Commission to Contractor
pursuant to Article 1.6.2 of the APA. The submission of this signed Vaccine Order
Form by the Member State to Contractor constitutes a binding order by the Member
State for the purchase of its full allocated portion of the Contracted Doses or the
relevant Additional Order (as applicable) as follows

a.

[Name of the Member State] will purchase [insert amount] number of doses of
[Contracted Doses] [Additional Order] of the Vaccine, on the basis of the
following delivery schedule: [insert details of quarterly allocation].

The Delivery Price of Contracted Doses is [insert price here] euros per dose
excl. VAT.

The total amount payable by the Participating Member State for the [Contracted
Doses] [Additional Order] is [insert amount], excluding [insert applicable
percentage]% VAT.

3. By signature of this Vaccine Order Form, the undersigned Member State warrants to
Contractor that:

a it is irrevocably and unconditionally bound by the terms of the APA (as
concluded by the Commission on behalf and in the name of the Participating
Member States), including the indemnification obligations and the liability,
limitation of liability and exclusions terms set out therein;

b the provisions of the APA are enforceable against it in accordance with
its terms;
c it shall indemnify the Indemnified Persons in accordance with Article

1.12 (Indemnification) of the APA;

d it has full right, power and authority to enter into this Vaccine Order
Form and to perform its respective obligations under it;

e the person executing this Vaccine Order Form is duly authorized to
execute and bind the undersigned Participating Member State to the terms set
forth herein and incorporated by reference.

4. The Participating Member State acknowledges that the Vaccine and materials related
to the Vaccine, and their components and constituent materials are being rapidly
developed due to the emergency circumstances of the COVID-19 pandemic and will
continue to be studied after provision of the Vaccine to the Participating Member States
under the APA. The Participating Member State further acknowledges that the long-
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term effects and efficacy of the Vaccine are not currently known and that there may be
adverse effects of the Vaccine that are not currently known. Further, to the extent
applicable, the Participating Member State acknowledges that the Vaccine shall not be
serialized.

5. The Participating Member State represents and warrants that all necessary permissions
and approvals have been or will be obtained prior to the time for performance by the
Participating Member State, to authorise performance of all of the obligations
contained herein.

Article 1T

Delivery, Supply

1. Delivery Address. The Delivery Address for the Participating Member State is as
follows:

[* - Member State to enter location of its distribution hub)|
2. Supply of the Products
The Contractor shall supply the Products as further described in the APA: [ Note:
Include any additional details concerning the supply here.]
Article 111
Invoices; Notices
1. Invoice and Payments. Contractor shall invoice the Participating Member State in

accordance with the terms of the APA. All payments to Contractor or its designated
Affiliate shall be made in accordance with the terms of the APA.

Payment shall be made in the following currency pursuant to the provisions of Article
I1.19.2: [to be completed].

2. Notice. Any notice given under this Vaccine Order Form must a) be made in writing
in English in paper or electronic format; b) bear the APA number and the number of
this Vaccine Order Form; ¢) be made using the relevant communication details set out
below with respect to the Member State and Contractor (as applicable); d) be sent by
mail and email:

Participating Member State:

[Name of Participating Member State]

[Full official address of Participating Member State]

[Full name of addressee physical person (contact person)]

[Function of addressee physical person (contact person)|

E-mail: [complete email of addressee physical person (contact person)]
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Contractor: [Add details]

Article I'V.

Entry into Force and Duration

1. This Vaccine Order Form shall enter into force on the date of signature by the Parties
and will remain into force until termination of the APA, or if the APA expires, until the
last delivery of Product which in any event must take place within 6 months of such
expiry.

Article V.
Applicable Law and Settlement of Disputes
1. For the avoidance of doubt, Article 1.13 (dpplicable Law and Settlement of Disputes)
of the APA shall apply to any dispute arising out of the implementation of or in

connection with this Vaccine Order Form and the Participating Member State
irrevocably agrees to be bound by the provisions set out therein.

(Signature page follows)

50



SANTE/2020/C3/043 - S12.838335

SENSITIVE

SIGNATURES

For the Participating Member State,

[forename/surname/position]

Signature:

Done at [place], [date]

For acceptance of the Vaccine Order Form,
[Contractor],

[forename/surname/position]

Signature:

Done at [place], [date]

The invoice will be paid only once the Contractor has returned the signed Vaccine Order Form.
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Agreement

Preamble
Having regard to Article 4(5)(b) of Council regulation (EU) 2016/369 on the provision of emergency
support within the Unionlas amended by Council regulation (EU) 2020/521 of 14 April 2020 activating

the emergency support under regulation (EU) 2016/369, and amending its provisions taking into
account the COVID-19 outbreak (hereinafter “ESI” or “ESI regulation™);

sk
The European Commission (“the Commission™)
and
The following Member States: (XXX), hereinafter referred to as “the Participating Member States”
Together referred to as “the Parties”
Agree on the Following:
Article 1: Objective and mandate of the Commission
On the basis of the present agreement, the Commission is mandated to conclude, on behalf of
the Participating Member States, Advance Purchase Agreements (“APA”) with vaccine manufacturers
with the objective to procure vaccines for the purposes of combatting the COVID 19 pandemic at
Union level.
The Annex to this agreement sets out the negotiating directives for this purpose.
Article 2: Acquisition of vaccine doses
It is the Participating Member States, and not the Commission, that shall acquire vaccine doses from
the manufacturers on the basis of the APAs unless otherwise agreed. All relevant vaccination
policies shall therefore remain matters for the Participating Member States.
Article 3: APAs containing a right to acquire vaccine doses
Where the Commission concludes an APA in conformity with the present agreement that provides the
right for the Participating Member States to acquire vaccine doses, the use of such a right shall
take place by means of the conclusion of contracts between the Participating Member States and
the vaccine manufacturers. There shall be no obligation for any Participating Member State to conclude
such a contract on the basis of the APA. The APA shall contain a clause to this end.

Article 4: APAs containing an obligation to acquire vaccine doses

Where the Commission intends to conclude, in conformity with the present agreement, an APA
containing an obligation to acquire vaccine doses, it shall inform the Participating Member
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States of such intention and the detailed terms. In case a Participating Member State does
not agree with the conclusion of an APA containing an obligation to acquire vaccine doses or its
terms, it has the right to opt out by explicit notification to the Commission within 5 working
days after the Commission has communicated its intention to conclude the APA. All Participating
Member States not having opted out within the period of 5 working days are deemed to have authorised
the Commission to negotiate and conclude the APA with the vaccine manufacturer in their name
and on their behalf.

Article 5: The legally binding nature of APAs

Once concluded, the terms of the APA shall be legally binding on the Participating Member
States, except for those who have exercised their right to opt out.

Article 6: Responsibility and liability

The present Agreement regulates only the division of potential liability and indemnification
between the Commission and the Participating Member States. It does not regulate the extent to or the
conditions under which potential liability of the vaccine manufacturer may be taken over or indemnified
under the APAs.

The Commission shall be exclusively responsible for the procurement process and the conclusion
of APAs including any liability arising out of the conduct of the negotiations.

Participating Member States acquiring a vaccine shall be responsible for the deployment and use of
the vaccines under their national vaccination strategies, and shall bear any liability associated
with such use and deployment. This shall extend to and include any indemnification of vaccine
manufacturers under the terms and conditions of the relevant APA for liability related to the use and
deployment of vaccines normally borne by such manufacturer.

Article 7: Obligation not to negotiate separately
By signing the present Agreement, the Participating Member States confirm their participation in
the procedure and agree not to launch their own procedures for advance purchase of that vaccine with
the same manufacturers.
In case an APA containing an obligation to acquire vaccine doses has been concluded with a
specific manufacturer, the Member States having made use of the opt-out provided under the present
Agreement can enter into separate negotiations with the same manufacturer after the APA
under the present Agreement has been signed.

Annex

Initial considerations
A permanent solution to the COVID-19 crisis is most likely to be brought about by the
development and deployment of a safe and effective vaccine against the virus. Every month

gained in the deployment of a vaccine will save many lives, many jobs and billions of euros.

Therefore, it is the objective of the present Agreement that the EU takes steps to secure sufficient
supplies of a safe and effective vaccine for Member States.

Structure and purpose of the procurement
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Work on a COVID-19 vaccine is challenging for many reasons: the shortened development
timeframe, the large upfront costs for manufacturers, the high failure rate during clinical trials.
If vaccine producers follow their usual practice of making investments in production capacity
only when they are sure of a viable product, this will result in considerably longer waiting times for
a vaccine. Investments need to be made now in order to ensure that vaccines are being produced at the
scale required as early as possible.

Under the present agreement, this challenge will be addressed through concluding EU-level
Advance Purchase Agreements (“APA”) with vaccine manufacturers when necessary, to secure
access to vaccine candidates where they are successful, including up-front EU financing to de-risk
essential investments to increase the speed and scale of manufacturing successful vaccines. Funding
for the up-front payments will come from the Emergency Support Instrument (ESI).

The Parties understand that developing a safe and effective vaccine is a highly complex process and the
risk of failure in any such venture is very high. Therefore, the aim is to put in place APAs with a
number of manufacturers of leading vaccine candidates, to maximise the chances of having access
to at least one successful vaccine.

The Commission will invite all vaccine manufacturers to manifest interest. In general, the Commission
will give priority to negotiating specific APAs with those manufacturers that (a) have entered or
have firm plans to enter clinical trials still in 2020, (b) have the capacity to develop a successful
vaccine and (c) have a proven capacity to produce at scale already in 2021.

Process and governance

In order to run the procurement centrally and efficiently, the European Commission will set up a
steering board for the process subject to Article 6 of the present Agreement. It will be co-
chaired by the European Commission and a Participating Member State with experience in the
negotiations and production capacities for vaccines. The steering board will include senior officials
from all Participating Member States to assist and provide guidance throughout the evaluation
process.

The co-chairs of the steering board will propose a team of a limited number of experts with
relevant experience for the ongoing negotiations from six Participating Member States with
production capacities for vaccines. These experts will join with the European Commission in a
negotiation team (“joint negotiation team”), which will work on a continuous basis as one unit.
That joint negotiation team will start work immediately building on previous contacts with
individual companies by the European Commission and Participating Member States. In order to
launch negotiations with a specific manufacturer, there needs to be support from at least four
Participating Member States. The joint negotiation team will make its best effort to take the
advice of the steering board into account in the negotiations and will report back to the steering
board on a regular basis on the progress made in negotiating with individual companies.

For compliance with the applicable rules, all members of the steering board and the joint negotiation
team will obtain the status of experts associated to the procurement process as provided in the
Financial Regulation. Given their access to highly sensitive business information, all those
members will be required to sign strict confidentiality and no-conflict-of-interest agreements.

Assisted by the steering board, the European Commission will then decide which of the resulting APAs
should be concluded, in particular if financing under ESI is insufficient to finance all relevant packages.
The Commission will only consider those APAs for financing where at least four Participation
Member States have expressed agreement. Before making any final decisions, the Commission
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will seek independent scientific advice on the state of progress and the available data on quality,
safety and efficacy for the vaccine candidate in question.

Should financing under ESI be insufficient, Participating Member States can decide to top up
ESI funding to make up the gap to finance all packages. In such a case where there are opportunities to
conclude further APAs but money from ESI is no longer sufficient, Participating Member States will
have the opportunity to express their interest in such opportunities. If at least four Participating
Member States express interest, those Participating Member States will make use of the possibility
of a voluntary contribution to ESI to the required amount allowing the Commission to proceed with
signing the APA only on behalf of those Member States that have expressed interest and
contributed the funds to ESI.

For full transparency, the European Commission will report to the IPCR at least once every two
weeks on overall progress more generally.

Advanced Purchase Agreements and conditions

To conclude APAs, the joint negotiating team will negotiate funding packages with individual
vaccine producers in return for the right to buy a specific number of vaccine doses in a given
timeframe and at a certain price.

As outlined in the present Agreement, the European Commission also has the possibility to conclude
APAs including an obligation to procure the vaccine if it becomes available, where the conditions
(notably the pricing) of those APAs make this worthwhile and in line with the conditions in
the present Agreement. If in such a case the distinction between upfront payments and purchase
price is difficult to draw, the Commission will share the total cost related to the vaccine
purchase but will in any case contribute no more than 50% of the total cost.

Funding provided up front will be considered as an advance payment for any eventual purchase
by Member States, thus reducing the amount that Member States will have to pay when eventually
purchasing that vaccine.

The up-front payments under the APAs shall be used by manufacturers to de-risk the necessary
investments related to both vaccine development and clinical trials, and the preparation of the at-
scale production capacity along the entire vaccine production value chain in the EU required for a
rapid deployment of millions of doses of an eventual vaccine. The relevant payments should be
structured according to the need of the manufacturer, but subject to the state of the vaccine
development, in particular relying on transparency of the associated clinical data and its assessment,
at the time of payment. This is in order to avoid obligations to pay in situations where the development
work has shown a vaccine candidate likely to be unsuccessful.

The purchase price of the vaccine, as well as the amount of funding provided up front will take
into account a transparent estimation of production costs (supported by independent audits where
available), as well as the resources already granted from other public sources. Under the APA, the
manufacturer can be asked to provide ex post proof supported by independent audits concerning the
activities financed by these payments.

The aim of the negotiation is to conclude APAs with individual companies under the best possible
conditions. These APAs should specify details with respect to:

a) Payments to be made, such as payment amounts, payment schedules, type of payments
requested and the use of those payments related to de-risk investment, financing clinical
trials, providing working capital and scaling-up production capacity;
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b) Delivery details of the vaccine if successful, such as price per person immunised (or
alternatively, number of doses required per person immunised and price per dose),
quantity of doses to be delivered and delivery timeline following approval;

and

¢) Any other relevant conditions, such as production capacity built or used in the EU or
liability arrangements.

For liability arrangements, the joint negotiation team will make its best effort to limit what is
required by individual companies for the purpose of indemnification to be included in the terms
and conditions of the APA.

The APAs will contain provisions to clarify the law applicable to both the APA and resulting
purchase orders as well as the competent courts. The Participating Member States agree that each
APA negotiated by the Commission on their behalf with a vaccine manufacturer will have the same
applicable law for all Participating Member States, and that the courts corresponding to that
applicable law will be competent to hear disputes arising from that APA.

When taking a decision to finance individual APAs, the European Commission, in consultation
with the steering board, will take into account the following eclements: any available data on
quality, safety and efficacy of the vaccine at time of negotiation of the contract, speed of delivery at
scale, cost, risk-sharing, diversification of technologies, capacity to supply through development
of production capacity within the EU, possible flexible future use of any capacity funded,
engagement at an early stage with EU regulators with the intention to apply for an EU marketing
authorisation for the candidate vaccine(s), commitment to supply vulnerable countries.

The procedure outlined above complies with the ESI Regulation and the Financial Regulation.
The latter is aligned to the European procurement Directives, which also provide the basis for
national procurement rules. Participating Member States may rely on the procedure run by the
European Commission to directly purchase vaccines from the manufacturers as and when any of the
vaccines becomes available based on the conditions laid down in the APA. Access to vaccine
doses will be allocated to Participating Member States according to the population distribution key.

In the negotiations with the pharmaceutical industry under the present Agreement, the Commission
will promote a Covid-19 vaccine as a global public good. This promotion will include access
for low and middle income countries to these vaccines in sufficient quantity and at low prices.
The Commission will seek to promote related questions with the pharmaceutical industry regarding
intellectual property sharing, especially when such IP has been developed with public support, in
order to these objectives. Any vaccines available for purchase under the APAs concluded but
not needed and purchased by Participating Member States can be made available to the global
solidarity effort.
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Germany
France

Italy

Spain
Austria
Greece
Cyprus
Malta
Denmark
Sweden
Finland
Ireland
Portugal
Belgium
Luxembourg
Netherlands
Poland
Romania
Bulgaria
Slovenia
Croatia
Czech Republic
Hungary
Slovakia
Lithuania
Latvia

Estonia
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Polymun Scientific Immunbiologische Forschung GmbH, Donaustrasse 99,
Klosterneuburg, Niederoesterreich 3400, Austria

Dermapharm AG, Lil-Dagover-Ring 7, 82031 Griinwald, Germany

Rentschler Biopharma SE (Rentschler), located at Erwin-Rentschler-Str. 21,
88471 Laupheim, Germany
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ANNEX V — PARTICIPATING CONTRACTOR AFFILIATES

Country Participating Contractor Affiliate
Germany BioNTech Europe GmbH
France Pfizer SAS
Italy Pfizer S.r.l.
Spain Pfizer S.L.U.
Austria Pfizer Corporation Austria GmbH
Greece Pfizer Hellas SA
Cyprus Pfizer Hellas SA
Malta Pfizer Hellas SA
Denmark Pfizer ApS
Sweden Pfizer Innovations AB
Finland Pfizer Finland Oy
Ireland Pfizer Healthcare Ireland
Portugal Pfizer Biofarmacéutica Sociedade Unipessoal, Lda
Belgium Pfizer SA
Luxembourg Pfizer Luxembourg S.A.R.L.
Netherlands Pfizer BV
Poland Pfizer Trading Polska sp. z 0.0.
Romania Pfizer Romania SRL
Bulgaria Pfizer Export B.V.
Slovenia Pfizer Export B.V.
Croatia Pfizer Export B.V.
Czech Republic Pfizer PFE, spol. sr.0.

After 1/12 shall be merged into Pfizer, spol. s r.0.

Hungary Pfizer Gydgyszerkereskedelmi Kft.
Slovakia Pfizer Export B.V.
Lithuania Pfizer Export B.V.
Latvia Pfizer Export B.V.
Estonia Pfizer Export B.V.
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Substance

Margaret Ruesch, Justin Sperry, Amy St Charles, Susan John, Mary Denton,
Specification Review Team

SENSITIVE

Specilication Report for PF-07305885 COVID-19 Vaccine BNT162h2 mRNA Drug

1.0 Notification of Changes

This report has been updated to add process performance qualification (PPQ) drug substance
specifications. Table 2-1 has been amended o add the LIMS Product Name for the PPQ drug
substance. Initial drug substance specifications are retained in Section 3.0 and remain unchanged
versus version 3 ol this document. PPQ drug substlance specifications are added as Scction 4.0,
Minor changes to text and table headers were made in order 1o difTerentiate the initial and PPQ drug

substance specilication scctions.

A sununary of changes between the initial and the PPQ specifications is captured in Table [-1.

‘Tuble 1-1: Changes to DS Specifications from Initial to PPQ

Apadvticad Quality Acceptance Procedure ::::;;;;“ Rationale for Date of
Procedure Attribute Criteria Number o Change Change
or Both
Previons Methud elevated
' -1t S Report Results S delevaed
Vutsion RP-1PLL M-lap f IM oGS TR Both from additional
P fext o repistered 4 Aug 2020
Current e e o it with o . -
Verson | RIPHPLE s5Cap 30N S Cap IMTO00ERS 7S Both test with endored
i aceeplance Criters
Previous Method elevared
. ) ) i Report Results 3774 N a
Version ddPOR Poly (A} Ll 1 IMTBORIG3TO Both from sdditionil
‘ lest fo registered F-Aug-2020
urrent KT . p 85t w e
Vorren | WPCR L Boly tA Tl |2 70 Pely (A Fail | pponieite | oy | BN Wi endoned
M ’ aeceplinee eriterin
Previous RN A
. - Report Roesults 137 N
Version ddPCR Intearits Report Results TMIG001G379 Buth JAPER for RNA
Curtent Integniry removed t4-Aug-220
iy NA N A N A N A N A s additional test

Veision

Fhis document contuins coufidental information belonging to Plizer. Bxeept as may be otherwise agreed toin
writing. by accepting or reviewing these materials, vou agree to hokd such information i confidence and not to
disclose it o others (exeept where required by applicable law), nor w use it for unauthorized purposes. In the

event ot actual or suspected breach of this obligation. Pfzer should be promptly notified.

PHIZER CONFIDENTIAL
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Supplies i iventory:
These Speaitication changes have oo impact on approved supphes 1 inveniory
[ Ihese Specitication changes impact the tollowing lots in inventory:

Regulatory commitments:
B Ihese Speaitication changes have no impuct on regulatory submisstons
1 These Spectfication changes may impact regutatory suhmissions

2.0 PRODUCT INFORMATION

A brief description of the product and other information relevant o establishing the specilication are

provided in Table 2-1,

Table 2-1: General Product Description

Product Inlormation

Pruduct Name PE-O7Y0IRRS COVID- Y Vaccine mRNA Drug Subsiance

DS-001426 lnitial Specifications [Section 341y

LIMS Product Name . . .
odue DS-001477 PPQ Speaficanons 1Section 4.0y

BNT Viceine Code
BNT RNA Code

BN H62h2

RBPO20.2

Plasmid PF#
(BNT Plastmd Coden

PE-7303883
(pSTH-1525)

General Properties

mRNA Type

Madified NTP

madRNA

N1-Methvipseudourodine-5"-riphosphute (m 1'WTP)

57 Cap Analog

me ' Gppplas T ApG

Encoded Antigen

Full Spike Protein. 5-P2 Vanant

mRNA Length

4283 m

Theoretical Molecular
Weight

Spectiic Absorption
Coeflicient at 200 nm

LANKAST gl

25.0mL mg*em)

Manutacturing, Formulatic

m, Dose

Manutacruring Process

{n vitro transcription and tangennhal flow filration (IVT THE)

Formalation

Maxamian dose

O mM HEPES 0.1l mM EDTA pH 7.0

M pg tlat dose

PFIZER CONFIDENTIAL

61



SANTE/2020/C3/043 - S12.838335

090177e19428069b\Approved\Approved On: 14-Aug-2020 17:03 {(GMT)

Specification Report Template

Page 3 of 6

3.0 INITIAL SPECIFICATIONS FOR DRUG SUBSTANCE
Analytical test methods contained in this scction were chosen (o ensure the quality. identity, and
purity of the PF-07305885 drug substance throughout the manufacturing process and during long

term storage under recommended storage conditions. The inttial release specifications for

SENSITIVE

PE-07303885 drug subsance (LIMS Product Name DS-001426) are provided in Table 3-1. These

arc the analytical requirements for batch release listed in LIMS as the Drug Substance Specilication.
Analvtical procedures and acceptance criteria applicable to the PF-07305885 drug substance stability
program arc noted in the table.

Table 3-1: Initial Drug Substance Specification

Analytical . Procedure Stability
. uality Attribute \ceeptance Criteria LIMVIS Target ) :
Procedure Q ’ ! & Number Protocol
Composition and Strength
Appearance
Clanty SONjU NI TMIDDD TS Yes
[{Q ATFT I
Appedrance Nat imore imcn.wl)‘
) Coloranon volored than Jevel 7 ot the TATHIOTNS3Y Yes
{Cojoration) hraw (B) cotor standard
Porenniomerry pll EAUERIN TMIENNOI0S 3N Yes
0% Content s
RS N Y 208 .
Spectreseopy (RN A Concentration) 200 250 mg mL IMIDOUIO30N Yoo
Identity
Identity of Encode _
RT PCR dentity of Encoded Identity confirmed TMIO0010407 No
RNA Sequence ;
Product Purity
Capdlany Gl . . .
}:pﬂ i Gel RNA luteunty S3 e mtact RNA TMEDODTNRG2 Yes
tlevtrophoress =
Product-Related Impunitics
= M0 D 2 e N
qICKR Residnal DNA Tomplate = M0 ng DNA g IMIOUOTNIYS No
KNA
Residual Daotibie - 1080 pg dsRNA g -
unoble . . - N < AMEO00104 4 N
Haminoblet G ihed RNA (dSRNA) RNA IMH00T0Y "
Adventitiouns Apents
Endotoxin “ s o ’
Bactenal Endotoxis CIZS kUbmb INTEDGO0 LRSS Yeu
(ALY
Liohurden tohnrden LOFL toml IMEDBON2094 Yes

PFIZER CONFIDENTIAL
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Additional analytical tosts as listed in Table 3-2 are performed for cach drug substance bateh to gain
further information about the normal range of drug substance manufacturing process variation. to
cvaluate new methods. or to monitor the significance of the attribute(s) measured by these tests.

Tahle 3-2; Initial Additional Tests for Drug Substance

Analy tical Quality N Procedure Stability
- o Acceptance Criteria LIMS Target R N ’
Procedure Attribute r s Number Protocol
Appearancs \isihle
,\ e NA {intotation only) Report Rexulis TMIEO00HIS39 Yen
(visual) particubstes -
Osuolablin Osmeladity NA ¢inforngation aniy) Ruport Restlts (MO0 10540 No
nrify RN
Auss Gel Ml“l t‘;\,,;{ \ NA Gntonmanon enly) Report Results No
Ao o s TAHOO0103 16
tiectrophoresss
Identiry: as RNA N A gintormation anly) Repont Results Noy
RPP-HPLC ST Cup NA Gutormation only) Rueport Resubts TMEOOOT0STS Yes
RNA fnteurity NA (information anly) Repurt Results Yen
JdPOR MO Y
Poly(A) Tl NA (information only) Reporm Resnlis Yes

Table 3-3 lists the analvtical method(s) that will be performed for characterization purposcs.

Table 3-3: Initial Characterization Tests for Drug Substance

Analytical Quality Attribute Procedure Stability
Procedure e Number Protocol
RIU-HPLC Polvi A1 Tad: Lenath and [histshution TNIOGD AL Yes
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4.0 PPQ SPECIFICATIONS FOR DRUG SUBSTANCE
Analytical test methods contained in this scction were chosen to ensure the quality, identity, and
purity of the PF-07305883 drug substance throughout the manufacturing process and during long
term storage under recommended storage conditions. The process performance gualification (PPQ)
refease specilications for PF-07305885 drug substance (LIMS Product Nanie DS-001477) are
provided in Table 4-1, These are the analytical requirements for baich releasc listed in LIMS as the
Drug Substance Specitication, Analytical procedures and acceptance criteria applicable to the PF-
073058835 drug substance stability progran are noted in the table,

SENSITIVE

Table 4-1: PPQ Drug Substance Specification
Analytical . Procedure Stability
. uality Attribute \ceeptance Criteria LIMS Target ) :
Procedure Q ’ ! & Number Protocol
Composition and Strength
Appearance
Clanty SONjU NI TMIDDD TS Yes
[{Q ATFT I
Appedrance Nat imore imcn.wl)‘
) Coloranon volored than Jevel 7 of the TATHIOTNS3Y Yes
{Cojoration) browr (B cobor standard
Porennometry pit LCERIN IMIENNOTUS 3N Yes
0% Content s
- . P .
Spectreseopy TRNA Concentration) 200 250 mg ml IMIDOUIO30N Yoo
Identity
fee - of Fncode
RT PCR funtity of Encoded Identity confirmed TMIO0010407 No
RNA Sequence ;
Product Purity
Capdlany Gl . . .
}:pﬂ i Gel RNA luteunty AR mtact RN TMEDODTNRG2 Yes
tlevtrophoress =
RP-HPLC S'-Cap 2 30% ST Cap INTEDOOTO57R Yes
ddiCR Pl £ A Tail 27 Poly (A L) TMENODI03 T Yen
Product-Redated Imprinties
33 ' R ¢
GPCR Restdual DNA Template 3300y DNA -y TAEO001D3RS No
RNA
Rewdiml Double TOO0 pye ASRNA e
¥ B Moo b
tnnunublot Suanded RNA 1dsRNA) RNA INTEGOEIDE No
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Analytical . Procedure Stability
h uality Atribute Acceptanee Criteria LINMES Target , :
Pracedure Q : P ) b Number Pratocol
Adventtions Agents
b::“;\'\[}\‘m Bactern] Fadatovins <122 FE(hml. TATHH X8 Yeu
Bioburden Biohurden SHCFL J0mb MO0 094 Yon

Additional analytical tests as listed in Table 4-2 are performed for each clinical drug substance batch
to gain further information about the normal range of drug substance manufacturing process
variation, to evaluate new methads, or to monitor the significance of the attribute(s) measured by

these tests,

Table 4-2: PP(

) Additional 'Tests for Drug Substance

Anulytical Quality . Procedure Stability
N o Acceptance Criterin 1LIMS Target . N
Procedure Attribute v 5 Number Protocol
Appedaicg “ixibhe
Visibl: NA finformation only) Report Results TMIO00 530 Ve
resialy particdates -
Qsmuolahity Osmolality NA (infornation valy) Report Resulis INMTOOUTOSH) No
fude o RNA s .
A Gel o ,‘[rt:.,m NA (inforwation only) Repont Resulty No
aanme e = INEO00TNX 6
tlectrophotests . R
Identity as RNA NA formation onlyy Repuorr Resulis Nor
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Biotherapeutics Pharmaceutical Sciences
Specification Review Team
INX100422573, Version 1

Ta: David Cirelli
From: Rchekah Ward

Date: 07-Aug-2020

Subject:  Specification Report for BNT162b2 (PF-07302048) COVID-19 Vaccine Lipid
Nanoparticle (LNP) Drug Product Lo support Emergeney Use Authorication

CC: Lavinia Lewis, Mary Denton, Justin Sperry, Fanyu Meng

SENSITIVE

1.0 Notification of Changes

A summary of changes reflected throughout the document with associated rationale.

Table I-1: Changes to DP Specifications

Apalytical Quality Acceptunce Procedure Relense. | Rationule for Chunge
Procedure | Attribute Criteria Number Stuhility,
or Both
Previots
NA NA NA NA NA

Versien
) nitial specitation
Lurrent

Version New New New New New

BDate of
Change

Aug 2020

kmpact assessment

Supplics o inventory:

X1 Ihese Specification changes have no impact on approy ed supplies in inventary
[ these Speciiication changes impact the ollowing fots in inventory.
Regulatory commitments:

R These Spevitication changes have no impact on regaliatory submissions

[ These Specification chunges may impact regulatory submissions

Thix document contains confidential information belonging to Pfizer. Except us may be otherwise agreed to in
writing, by accepting or reviewing these materials, you agree to hold such information in confidence and not to
disclose it to others (except where required by applicable faw), nor to usc it for unauthorized purposes. In the |

event of actual or suspected breach of this obhgation, Plizer should be prompily notified. i
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2.0 PRODUCT INFORMATION

A brict description of the product and other information relevant o establishing the specification are
provided in Table 2-1.

Table 2-1: General Product Description

(Product Information e
Product name BNTIO2R2 (PIF-0730204%) COVI-19 Vaccine Lipid Nanoparticle (LNDP)
Drug Product

Clinical indication(s) Viecine

Drug Product (Lypid Nanoparticle DMID “D2000091, BNTI62DY Vaceine (SARS CoV 2 full spike protemn S-
SUSBENSTON} P2 variant)

BNT Vaccine Code BNTI62b2

BNT RNA Code RIIPO20.2

General Properties

mRNA Type modRNA

Encaded Antigen Full Spike Protein, 8-P2 Vanant

mRNA Length 4283 ml

{Specitic Absorption Coetticient 250 amg mlby'om!

Munulbeturing Process and Formulation {Produet specific process mvolving co-mmxing of liprds und mRNA drug
substance, followed by TFF, dilution and 1ill;
Formulated in 0.75X PBS, 300 mM Sucrose

{Novel Raw Materials and Fxeipicnts AFC-O3TS ALUDISY
Stuge of Develupment Emergency Use Authorization tEUA)
Maximum [Dose 30 up at dose

090177e194990286\Approved\Approved On: 07-Aug-2020 22:37 {GMT)
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3.0 SPECIFICATIONS FOR DRUG PRODUCT

Analytical test methods contained in this scction were chosen to ensure the quality, identity, purity,
and potency of the BNT 162b2 (PF-07302048) drug product throughout the manufacturing process
and during long term storage under recommended storage conditions, The relcase specification for
BNT162h2 drug product EUA is provided in Table 3-1. These are the bateh releaxe analytical
requirements listed in LIMS as the Drug Product Specilication, Analytical procedures and

acceptance criteria applicable to the BNT162b2 drug product stability program are noted in the
table. Drug product lots are additionally required to underge 1007 and acceplable quality limit
visual inspections as part of product release.

Table 3-1: Drug Product Specification

Table 3-1: Drug Product Specification

Quality Anah tical iAcceptance LIMS Procedure Number Stability
Attribute Pracedure iICriteria Target Protacol
{Compasition and Strength
Appeaine Appearance (Visual) [White to off white IMIO010539 Y ox

\Il‘\pk.‘ll\lt)ll

Appranue Appeasmeet Partickesybssentially free from IMIDOD DS 30
{ Visible visible purticuhittes
Paticulastes) L B i o o B
Subn able Sulvisble rencubate Meets compendial LISp- VR Y s
particies matley Cgurenents IMIBHOTOSSY
pil Potentiometry T4 05 TMID0OOT0S3K Yus
Osmnlality Osmonietry 5250 H00 mOsmiol ke, INIOODTNS40 Nu
NP Size Prvewinee Light < 00 nm IMIOBO OB Yes

Scatterag (DES)
LNP Polvdisperaty (Dypane Light 03 TAMIDO0TO04 Yos
Scatteting (DES)
RNA Fluorescernoe assay 2 80" IMIOBOI0A02 Yoes
| ncapsulation
RNA Content Fluorescence ivsay 080 10 13 g mil IMIBB0 0402 Yes
ALC-0315 comtent 1IPLC-CAD Report Result: mie ml. [Record Result; [ MIOGGIO322 Yo
“u Relative
tmukary, NP
Ristio

ALCOIAY content (HIPLC-CAD Report Result: memL jRecord Resuh: [1M106GGT0322 Yo
"o Relative
Lnuolary

DSPC content HPEC-CAD Report Result: mge il {Record Resnly [TMIODO1022 A
"o Relative
tinelud

Cholesterol vantens HIPEC-CAD Report Result; g nil. jRecord Resnltr [TMEOs010322 Ys
"o Relanve
(molary

Conamer content {Volume of mwyecnons Not Less than stated dose ISP ho7 No
for inections W contamers INLOB0106 14
Identity

PFIZER CONFIDENTIAL

69



SANTE/2020/C3/043 - S12.838335

090177e194990286\Approved\Approved On: 07-Aug-2020 22:37 {GMT)

SENSITIVE

Specification Report Template

Page 4 of §
Table 3-1: Drug Product Specification
Quulity Analy tical Acceptance LIMS Procedure Namber Stability
Attribute Procedure Criteria Target - ) Protocol
Lipud wdentitios HPLC-CAD Retention tiunes consistent with TMIOO01H322 No
retoroncas (ALC-O315 ALC-0139,
Cholesteral. DSPCY)
kdentts of cncaded (RT-PCR dentity contirmed M IDOOT040% No
KINA sequenoe
Produet Purity
RN lutewrity [Capiltary Gel i S0 intact RNA {MTOODIN3Y2 Yos
(Electrephoresis j
Adventitious Agents
Racterial [FndotoxinLaly  F5 125 U L USh 85 Pres
Lodoronit i
Steribity INo growth detected W\ e
' | |
’( ‘ontainer Closure [ Dve incursion Pass IMIOBBINNIS Yes
Itegriy” |

o Tested at release and en stability for stability hatehes only

Additional analytical tests listed in Table 3-2 arc performed for each clinical drug product lot to gain
further information about the normal range of drug product manufacturing process variation or to
monitor the significance of the attribute(s) measured by this lest,

Table 3-2: Additional Tests for Drug Product

’Quality Attribute Analytical Procedure  |Acceptance Criteria Procedure Stability
{ Number Protocol
3t Cap RE-PLC Report resuls TMIO00TO57Y Yes

]In Vipo Bapression Cell-based FACS Report results TATTOOD O30 Yes
PolytAy tail ddPCR Report results IMTDODIDY Yox
Restdual Ethanol e - 3000 ppm TAEOO0TOSSE Nus

1( ‘anrent Uiitorenry of dosage unts Meets compendial TATIO00T0647 No

{ reguirements

Routine in-process tests are listed in Table 3-3 and are performed for cach clinical drug product lot.
These methods may be perfornied at a variety of stages in the process,

Table 3-3: In-Process Tests for Drug Product
Procedure Number
LAB-129343 {Paurs)

i.\lva[y‘tical Procedure 4Smgc i iTargot‘

Bioburden Prefiftranon Bloburden (€2 CFE 2000

IQuality Auribute
Bioburden

Table 3-4 lists the analvtical method(s) that will be performed for characterization purposes,

PFIZER CONFIDENTIAL
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Table 3-4: Characterization Tests for Drug Product

SENSITIVE

Quality Attribute Analytical Procedure  |Acceptance Criteria Procedure Stability
Number Protocol

Pely A Bl Length and RELPLO Report renutts IMIBGOT0 R0 Vs

Ehistributeon

RNA fnregriy dd PR Repart resnlts FMIB0I037Y Yo

PFIZER CONFIDENTIAL

71



SANTE/2020/C3/043 - S12.838335

SENSITIVE
Document Approval Record
Document Name: INX100422573
Document Title: Specification Report for BNT162b2 (PF-07302048) COVID-19 Vaccine

Lipid Nanoparticle (1 NP) Drug Product

Signed By: Date(GMT) Signing Capacity

Ward, Rebekah Mary 07-Aug-2020 22:37:18 Author Approval

090177e194990286\Approved\Approved On: 07-Aug-2020 22:37 {GMT)

72



SANTE/2020/C3/043 - S12.838335

SENSITIVE

ATTACHMENT 2: DELIVERY DOCUMENTATION

Documentation and Delivery Notes

Thermal Shipper Documentation

It is currently envisaged that the following will be provided with each shipment of the Products:
1. Authorisation Fact Sheets/Leaflets — Five (5) fact sheets folded 3x2” in a plastic bag

2. Pfizer Brochure — One (1) per Thermal Shipper container containing product storage and
handling information including:
- Dry Ice Handling Insert
- Safety Data Sheet (SDS) for Dry Ice
- Return instructions for GPS loggers and thermal shipping system
- A stand-alone SDS for Dry Ice
- Blank label — purpose of the blank label: for carriers to mark out the dry ice label to
indicate that the Thermal Shipper containers are empty (not containing dry ice)

3. Return Shipping Label — One (1)
4. Outbound Shipping Label — One (1), standard label on Thermal Shipper

5. Contents Label — One (1) label on inside flap, picking label details how many carton trays are
in Thermal Shipper

Proof of Delivery Documentation

Currently, the Contractor intends to use the carrier delivery signal as proof of delivery.

Proof of delivery document that can be accessed online based on track and trace number. See UPS
example* below:

Quick Start Tracking Shipping Sesvices €

MNeed 1o Mahe 5 Ciaim

Detivrn ot Date: Tines

Detivery Lisiniise

*The above proof of delivery image is an example only. Please note that the transport carrier selection
will be based on the detail agreed in the Vaccine Order Form between the Contractor and the relevant
Participating Member State.
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ATTACHMENT 3: DELIVERY SPECIFICATION

Product Delivery, Storage & Handling Specifications

Product delivery, storage and handling specifications are captured below specific to the distribution
model: direct shipping from the Contractor manufacturing sites direct to point of use (POU) locations
or shipping to one or several central hubs per Participating Member State from which Participating
Member States will ensure themselves the further delivery to the sites of use of the Vaccine.

Shipments will arrive in a long distance Thermal Shipper as provided by the Contractor in accordance
with Attachment 4 (Labelling and Packaging Specifications). At this time, the minimum order
quantity in any shipment shall be one (1) tray with 195 vials or 975 doses of Product. The Contractor
is investigating the viability of fewer than 195 vial count SKUs and expects to determine feasibility of
an alternative shipping configuration by 1H2021. The Contractor will determine order quantities for
future pack sizes.

The Participating Member State shall ensure that at the expected time of arrival a dedicated person
will be available to receive the Product, sign acceptance for delivery, and immediately, no later than
24 hours of delivery, switch off the temperature logger located in the Thermal Shipper, and:

1. immediately transfer the Product to:
1. a-75 °C (+/- 15°C) ultra-low temperature (“ULT”) freezer; or
2. a 2-8 °C refrigerator; or
2. maintain the Product in accordance with product storage and handling guideline

captured in Pfizer’s brochure and website (e.g. unpacking, storage, re-icing).

The Participating Member State acknowledges the following storage guidelines:

e As at the Effective Date, the Product has a shelf-life of up to 6 months when stored at a
constant -75°C(x15°C)

e Provided the re-icing protocols are followed and re-icing occurs within 24 hours of delivery
and every 5 days thereafter, the Product may be stored in the Thermal Shipper for up to 15
days

e The Product has an effective life of up to 5 days when stored at refrigerator temperatures 2-
8°C

e Once the Product is defrosted and reconstituted it can be retained for up to 6 hours at standard
ambient room temperatures (19-25°C)

All costs associated with receiving, handling, storing and further delivery of the Product shall be the
responsibility of the Participating Member State, and the Participating Member State shall ensure that
all locations where any Product is delivered shall comply with the product storage and handling
specifications set forth in this Attachment 3 and shall meet the standards set forth herein.

Protocols for Unpacking Product and Re-icing: See Exhibits 1 and 2 of Attachment 3
Requirements of Delivery Location:

1. Vaccination points with -75°C (+/- 15°C) ULT freezer
2. Vaccination points with sufficient access and supply of dry-ice
3. Vaccination points with 2-8°C refrigerator
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Vaccine Preparation & Administration Instructions

Removing the Vials to Thaw

e From storage, remove 1 vial for every 5 recipients according to planned vaccinations schedule.

e Vials may be stored in the refrigerator for 5 days (120 hours).
Diluting the Vaccine

e Obtain 0.9% Sodium Chloride Injection, for use as a diluent. Do not use any alternate diluents.
e Dilute the thawed vial by adding 1.8 mL of 0.9% Sodium Chloride Injection into the vial.

e Ensure vial pressure is equalized by withdrawing 1.8 mL air into the empty diluent syringe before
removing the needle from the vial.

Preparing the Dose

e Draw up 0.3 mL of the diluted dosing solution into a new sterile dosing syringe with a needle
appropriate for intramuscular injection.

e For each additional dose, use a new sterile syringe and needle and ensure the vial stopper is cleansed
with antiseptic before each withdrawal.

Vaccine Administration
e Diluted vials must be used within 6 hours from the time of dilution and stored between 2-25 °C

(35-77°F).
e A single 30 meg/0.3 mL dose is followed by a second dose 21 days later.
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Exhibit 1 to Attachment 3 — Unpacking and Re-icing: Thermal Shipper A

@@J
tcing Instructions of the AeroSafe 4717 ULT CONEIDENTIAL
Parcel Shipper

1. Purpose

Unpackaging and Re-lcing instructions of the AeroSafe 4717 ULT Parcel Shipper with version control.

2. Appendices

Appendix 1D Title i
Appendix A Unpackaging and Re-icing Instructions of the AcroSafe 47L7 ULT Parcel
Shipper

3. Change History

Issue Number Description of Change(s) Reason for Change(s)
1.0 initial Release initial Release
20 Updated formatting and pictures for clarity. Updated formatting and pictures for
clarity.

4. Approvals:

Logistics Solutons and Compliance! 1ransport Qualfication and Comphance Manager
Marci-Ann Ando
Marci-Ann Ando 21 Oct 2020 18:48:024. 0400

Author | Name Marzi- Ann Ando SigniDate | REASON: | approve this document as author.

Da1fb5f4-f692-45e0-8d06-8eb5d9529e8¢

Legistics Solulions and Compliance | Sr. Manager Transporl Validation & Innovaton

Approved | Name James Jean Sign/ate

PocUUI © GetBoal) 148 4403 wibo 4 Z0MAbIZAED
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Logistics Solutions & Compliance | Technical Assessment p 20f2
2020TA022 v2.0 ageso
%;ia.z;
Unpackaging and Re-lcing Instructions of the AeroSafe 47L7 ULT CONFIDENTIAL
Parcel Shipper

Appendix A: Instructions
(11 Pages)
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2020TA022 v2.0
Unpackaging and Re-lcing Instructions of the AeroSafe 4717 ULT Parcel Shipper

Table Of Content

1 U] o T3 OO O U SRRSO RPPPRPOOt 2
2 DD 1o iieiteiiaies i it e eb et e ae e e eh i e eea e s e et be et b b e e e s a1 e et e e e eR T es e R s e e 1t b4 er b s s e an e e anaeeate e nraea e 2
3 Reference DOCUIMENTS . ..ot ar s e et et st eane s sai 3
4. GENETal REGUITEIMBNTS. .o ittt i ee s ee et e eertes s vener e b e e st e eanescrtnt sases et reaesnaessaee 3
4.2, RECOMMENUELIONS .oocviiiiiiietirtii oo et et es e e s s ra e s s e e era e ansrne st e nevessesse e 3
5. PROCEAUERE ... e ettt eb e e e 4
L UNPACKBEINE oo oveiiiiriciiens vt iet e asrtee s et e e e s rbasoinres st raer smss v ansaernses s orntas e b sanbee s st esertn e s nansennraeanrren 4
52t REICIIE ettt et ettt e e bRt h ekt h et s enap et e rane 7
6. HISTOPY OF ChANBOS (it se e eer s s ena e e eneenasans 10
7. LY o= o L O USSP OISO 11
7.1 Appendix 1: AeroSafe 4707 ULT Parcel ShIPPer it 11

Pfizer Internal Use -Page 1 of 11
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2020TA022 v2.0
Unpackaging and Re-lcing Instructions of the AeroSafe 4717 ULT Parcel Shipper

1. Purpose

The purpose of this controlled document is to provide unpackaging and re-icing
requirements on the AeroSafe 47L7 Parcel Shipper with Dry Ice.

CAUTION: Use of dry ice in confined spaces {small rooms or walk-in coolers) and/or
poorly ventilated areas can result in depletion of oxygen resulting in asphyxiation,
Exposed skin should be protected from contact with dry ice. Eye protection is
recommended (for example, safety glasses).

Appropriate training to be been conducted for personnel handling dry ice and
documented within their relevant training system as required.

2. Scope

This controlled document is applicable to unpackaging and re-icing requirements using
the AeroSafe 4717 ULT Parcel Shipper with Dry Ice.

Pfizer Internal Use -Page 2 of 11
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2020TA022 v2.0
Unpackaging and Re-lcing Instructions of the AeroSafe 4717 ULT Parcel Shipper

3. Reference Documents

Document Number Description
N/A Safe Handling Guidelines for Dry Ice
N/A Safety Data Sheet Dry Ice

4. General Requirements

4.1. Materials
Specification Number Description
CD-86218 SPEC — AeroSafe 4707 Small Parcel Shipper
N/A insulated (Thermal) Gloves
N/A Safety Glasses
N/A Carton Sealing Tape
N/A Dry Ice Pellets {10 to 16 mm)

4.2, Recommendations
Recommendations {(Using Thermal Shipping Container as Temporary Storage)

» The thermal shipping container is a passive (non-compressor) device that contains
dry ice as the energy source to maintain the required temperatures when
maintained properly as defined by Pfizer instructions. The dry ice in the thermal
shipper will deplete over a number of days (duration will vary depending on use
and care), which will impact how long the shipper holds the temperatures. This
differs from an ultra-low-temperature freezer, an active (electronically powered,
compressor-driven) device, which when plugged in, is designed to maintain ultra-
low temperatures indefinitely. The longer the thermal shipping container remains
closed, the longer it will take for the dry ice to deplete.

* The thermal shipping container should be stored at 15° to 25° Celsius, which is 59°
to 77° Fahrenheit.

* The thermal shipping container is qualified with a minimum of 22 kgs of dry ice
pellets {10 mm — 16 mm pellets). Upon receipt and after opening, the box should
be replenished/inspected with dry ice within 24 hours by adding dry ice to the
maximum within the payload insert areas and dry ice pod.

» The thermal shipping container should be re-iced every 5 days.

* This can help maintain the level of dry ice and the temperature of the
vaccine product. It is recommended that the thermal shipping container
not be opened more than 2 times a day, and shouldn’t be opened for
more than 1 minute at a time. If that is followed, the thermal shipping
container should then be re-iced every 5 days.

Pfizer Internal Use -Page 3 of 11
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2020TA022 v2.0
Unpackaging and Re-lcing Instructions of the AeroSafe 4717 ULT Parcel Shipper

Recommendations {Using Thermal Shipping Container as Temporary Storage)

» Local dry ice suppliers should be used for re-icing the thermal shipping container.

* Temperature monitoring devices to be used if thermal shipping container is used
as temporary storage. Sites are responsible for obtaining their own temperature
monitoring devices to monitor temperatures when using the thermal shipping
container as temporary storage. Temperature monitoring devices (probe or
probeless) capable of being in a dry ice environment to be used and placed in the
location of the vial tray payload area within the thermal shipping container.

« The thermal shipping container should be returned within 20 business days of
delivery, including temperature data logger.

¢ |f you receive a Controlant Real-Time Temperature Monitor, it must be
returned with the thermal shipping container.

¢ |f you receive a Sensitech Temperature Monitor, it does not need to be
returned.

5. Procedure

5.1, Unpackaging

Responsible  Action Step

Role

Operator 1. Before opening the thermal shipping container, make sure the
area in which you are working has proper ventilation. Use of
dry ice in confined spaces, such as small rooms, walk-in
coolers, and/or poorly ventilated areas, can result in
depletion of oxygen, resulting in asphyxiation.

2. In a well-ventilated area, open the Quter Corrugated Shipper
by cutting the tape on the outside.

Pfizer Internal Use -Page 4 of 11
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Unpackaging and Re-lcing Instructions of the AeroSafe 4717 ULT Parcel Shipper

Responsible  Action Step
Role

3. Remove the VIP Lid carefully as the temperature monitor
probe is connected to the Payload Box. Care should be taken
to not disconnect the probe from the Payload Box.

il

EESEN

4. While wearing insulated (thermal) gloves, take out the Dry lce
Tray.

Pfizer Internal Use -Page 5 of 11
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Unpackaging and Re-lcing Instructions of the AeroSafe 4717 ULT Parcel Shipper

Responsible  Action Step
Role

5. Remove the Payload Box from the thermal shipper by
carefully pulling directly upwards. Care should be taken to
not disconnect the probe from the Payload Box.

6. Open the Payload Box and remove the vial tray.

7. Take out the product for inspection and immediately (within
one minute of opening) store in an ultra-low temperature
freezer or prepare for use. If shipper will be used as
temporary storage for remaining vials within tray,
immediately re -insert the tray with vials within one minute of
opening and follow the re-icing instructions.

*Refer to Recommendations section of this procedure for
further details on using the thermal shipping container as
temporary storage.

8. If not using the thermal shipping container as temporary
storage, insert all components back into the thermal shipping
container for return.
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Responsible  Action Step
Role

Dry ice must be discarded in a well ventilated area before
considering returning the thermal shipping container.

5.2. Re-lcing

Responsible  Action Step

Role

Operator 1. Before opening the thermal shipping container, make sure the
area in which you are working has proper ventilation, Use of
dry ice in confined spaces, such as small rooms, walk-in
coolers, and/or poorly ventilated areas, can result in
depletion of oxygen, resulting in asphyxiation.

2. Inawell-ventilated area, open the Outer Corrugated Shipper
by cutting the tape on the outside.

Pfizer Internal Use -Page 7 of 11
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Responsible  Action Step
Role

3. Remove the VIP lid, ltem A.

P s
=

4. While wearing insulated {thermal) gloves, take out the Dry Ice
Tray, Item B as required to get better access to the Scaffolding

to begin re-icing.

5. Fill the Scaffolding, Item D of the shipper with dry ice to the
top of the scaffolding.

Pfizer Internal Use -Page 8 of 11
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Responsible  Action Step
Role

6. Reinsert the Dry Ice Tray, Item B on top of the Payload Box,
{tem C. Fill the Dry lce Tray, Item B with dry ice to the top.
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6. History of changes

Version History of Changes
01 Initial version
02 Updated formatting and pictures for clarity.
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7. Appendix

7.1 Appendix 1: AeroSafe 4707 ULT Parcel Shipper
Note; Approximate weights are based on maximum configuration of dry ice.

i
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DESCRIPTION
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Logistics Solutions & Compliance | Technical Assessment p 10f2
2020TA021 v2.0 agelo

CONFIDENTIAL

Unpackaging and Re-lcing Instructions of the Softbox Medium ULT
Parcel Shipper

1. Purpose
Unpackaging and Re-lcing Instructions of the Softbox Medium ULT Parcel Shipper with version control.

2. Appendices
Appendix ID Title
Appendix A Unpackaging and Re-lcing Instructions of the Softbox Medium ULT Parcel
Shipper
3. Change History
Issue Number Description of Change(s) Reason for Change(s)
1.0 Initial Release Initial Release
2.0 Updated formatting and pictures for clarity. Updated formatting and pictures for
clarity.
4. Approvals:
Logistics Scutions and Compliance| Transport Qualification and Compliance Manager

Marci-Ann Ando
Marci-Ann Ando 21 Oct 2020 18:47:044-0400
Marci-Ann Ando Sign/Date .
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JamesE Jean

James E Jean 2102020 19:11:006-0400
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52441222-6820-4b64-Beed-243540e06226
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Logistics Solutions & Compliance | Technical Assessment

2020TA021 v2.0 Page 2 of 2

Unpackaging and Re-Icing Instructions of the Softbox Medium ULT CONFIDENTIAL
Parcel Shipper

Appendix A: Instructions
(12 Pages)
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1. Purpose

The purpose of this controlled document is to provide unpackaging and re-icing
requirements on the Softbox Medium ULT Parcel Shipper with Dry lce.

CAUTION: Use of dry ice in confined spaces (small rooms or walk-in coolers) and/or
poorly ventilated areas can result in depletion of oxygen resulting in asphyxiation,
Exposed skin should be protected from contact with dry ice. Eye protection is
recommended (for example, safety glasses).

Appropriate training to be been conducted for persennel handiing dry ice and
documented within their relevant training system as required.

2. Scope

This controlled document is applicable to unpackaging and re-icing requirements using
the Softbox Medium ULT Parcel Shipper with Dry Ice.

Pfizer Internal Use Page 2 of 12

DocUUID  $3020072- 1153 445¢-DUfw a17ALSTC0NS

92



SANTE/2020/C3/043 - S12.838335

SENSITIVE

2020TA021v2.0
Unpackaging and Re-Icing Instructions of the Softbox Medium ULT Parcel Shipper

3. Reference Documents

Document Number Description
N/A Safe Handling Guidelines for Dry Ice
N/A Safety Data Sheet Dry Ice

4. General Requirements

4.1. Materials
Specification Number Description
CD-88557 SPEC — Softbox Medium ULT Parcel Shipper
N/A Insulated (Thermal) Gloves
N/A Safety Glasses
N/A Carton Sealing Tape
N/A Dry Ice Pellets {10 to 16 mm)

4.2. Recommendations
Recommendations (Using Thermal Shipping Container as Temporary Storage)

s The thermal shipping container is a passive (non-compressor) device that contains
dry ice as the energy source to maintain the required temperatures when
maintained properly as defined by Pfizer instructions. The dry ice in the thermal
shipper will deplete over a number of days (duration will vary depending on use
and care), which will impact how long the shipper holds the temperatures. This
differs from an ultra-low-temperature freezer, an active (electronically powered,
compressor-driven) device, which when plugged in, is designed to maintain ultra-
low temperatures indefinitely. The longer the thermal shipping container remains
closed, the longer it will take for the dry ice to deplete.

« The thermal shipping container should be stored at 15° to 25° Celsius, which is 59°
to 77° Fahrenheit.

¢ The thermal shipping container is qualified with a minimum of 23 kgs of dry ice
peliets (10 mm — 16 mm pellets). Upon receipt and after opening, the box should
be replenished/inspected with dry ice within 24 hours by adding dry ice to the
maximum within the payload insert areas and dry ice pod.

e The thermal shipping container should be re-iced every 5 days.

» This can help maintain the level of dry ice and the temperature of the
vaccine product. It is recommended that the thermal shipping container
not be opened more than 2 times a day, and shouldn’t be opened for
more than 1 minute at a time. {f that is followed, the thermal shipping
container should then be re-iced every 5 days.
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Recommendations {(Using Thermal Shipping Container as Temporary Storage)

* Local dry ice suppliers should be used for re-icing the thermal shipping container.

* Temperature monitoring devices to be used if thermal shipping container is used
as temporary storage. Sites are responsible for obtaining their own temperature
monitoring devices to monitor temperatures when using the thermal shipping
container as temporary storage. Temperature monitoring devices (probe or
probeless) capable of being in a dry ice environment 10 be used and placed in the
location of the vial tray payload area within the thermal shipping container,

» The thermal shipping container should be returned within 20 business days of
delivery, including temperature data logger.

» |f you receive a Controlant Real-Time Temperature Monitor, it must be
returned with the thermal shipping container.

« If you receive a Sensitech Temperature Monitor, it does not need to be
returned.

5. Procedure

5.1. Unpackaging

Responsible  Action Step

Role

Operator 1. Before opening the thermal shipping container, make sure the
area in which you are working has proper ventilation. Use of
dry ice in confined spaces, such as small rooms, walk-in
coolers, and/or poorly ventilated areas, can result in
depletion of oxygen, resulting in asphyxiation.

2. In a well-ventilated area, open the Outer Corrugated Shipper
by cutting the tape on the outside.
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Responsible  Action Step
Role

3. Open the lid. Note: One side of the thermal shipping
container is permanently affixed so it is recommended to use
the three finger hole die-cut on the foam.

Once the lid is opened the dry ice pod will be seen as illustrated
below.

4. While wearing insulated (thermal) gloves, take out the Dry Ice
Pod.

Pfizer Internal Use Page 50f 12
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Responsible  Action Step
Role

5. Access the payload sleeve, which is on top of a thin layer of
dry ice and open it.

Note: The payload sleeve does not have a bottom, so do not pull it
out of the thermal shipping container.

6. Take out the product for inspection and immediately (within
one minute of opening) store in an ultra-low temperature
freezer or prepare for use. If shipper will be used as
temporary storage for remaining vial trays, immediately re-
insert the trays within one minute of opening and {ollow the
re-icing instructions.
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Responsible  Action Step
Role

*Refer to Recommendations section of this procedure for
further details on using the thermal shipping container as
temporary storage.

7. If not using the thermal shipping container as temporary
storage, insert all components back into the thermal shipping
container for return.

Dry ice must be discarded in a well ventilated area before
considering returning the thermal shipping container.

5.2. Re-lcing

Responsible  Action Step

Role

Operator 1. Before opening the thermal shipping container, make sure the
area in which you are working has proper ventilation. Use of
dry ice in confined spaces, such as small rooms, walk-in
coolers, and/or poorly ventilated areas, can result in
depletion of oxygen, resulting in asphyxiation.

2. Ina well ventilated area, open the Quter Corrugated Shipper
by cutting the tape on the outside.
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Responsible  Action Step
Role

3. Open the lid. Note: One side of the thermal shipping
container is permanently affixed so it is recommended to use
the three finger hole die-cut on the foam.

Once the lid is opened the dry ice pod will be seen as illustrated
below.

4. While wearing insulated (thermal) gloves, take out the Dry Ice
Pod.
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Responsible  Action Step
Role

5. Fili the sides of the payload sleeve with dry ice until it’s equal
with the corrugated structure,

T temsfe i
L i

TR T
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Responsible  Action Step
Role

6. Reinsert the Dry Ice Pod and fill with dry ice feaving room
between dry ice level and sides of shipper.

B,

8. Close the Lid, the Outer Corrugated Shipper and reseal with
tape.
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Responsible  Action Step
Role

6. History of changes

Version History of Changes
01 Initial version
02 Updated formatting and pictures for clarity.
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7. Appendix

7.1 Appendix 1: Softbox Medium ULT Parcel Shipper
Note: Approximate weights are based on maximum configuration of dryice.

DESCRIPTION

ViP LD

DRY 1CL P OU

PAYLOAD SLEEVE
(Takes 11o b vial trays;

ooled

MEDIIA ULT THERMAL
SHIPPER
A;l", ,
-;‘y’" Empty Shipper VWeight 8.5 kgs
Available Payload Space 9.65 « 9.65 x 9.49
External Dimension 1575 1575 » 2204
Amotnt of Dry ice 23 kgs
Tare Weght v/ Dry lce 31 5kgs
Tota: Waight wi t Vial Tray 22 6kgs
r’-'desgnf ofviel Tray 1038 xps Total Weight v/ 5 Vial Trays 367 kge
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Product Labelling Specifications
Product labels for primary, secondary and tertiary packaging will be shared closer to regulatory

filings.
It is currently envisaged that the following will be part of the initial product artwork:
Primary Packaging (Vial):

e Linear barcode: Scans as the Global Trade Item Number (GTIN) that includes the human-
readable National Drug Code (NDC) number.

Secondary Packaging (Carton Tray):

e Linear barcode: Scans as the GTIN number that includes the human-readable NDC number.
QR code: When scanned, this code links to a landing page where a copy of the Fact Sheets for
the Healthcare Provider, patient/recipient, and Emergency Use Authorization Product Insert
(i.e. e-leaflet) will be available.

e 2D GS1 DataMatrix: Scan of the 2D code will include the GTIN number, lot and expiry
information.

Product Packaging Specifications
Primary Packaging
o 2 mL type 1 glass preservative free multi-dose vial (MDV)
e MDYV has 0.45 mL frozen liquid drug product
¢ 5 doses per vial

Secondary Packaging “Single Tray”
¢ Single tray holds 195 vials
® 975 doses per tray
o Tray (white box) dimensions: 229 X 229 x 40 mm

Tertiary Container: Thermal Shipper (Softbox)
o Minimum 1 tray (975 doses) or up to 5 trays (max 4875) stacked in a payload area of the
shipper
o Payload carton submerged in 23 Kg of dry ice pellets (9 mm — 16 mm pellets)
o Thermal shipper dimensions:
o Internal Dimensions: 245mm X 245mm X 241mm
o External Dimensions: 400mm X 400mm X 560mm
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ATTACHMENT S: RETURN AND DISPOSAL OF PRODUCT MATERIALS

A. Return
“Logistics Delivery Equipment” refers to the long-distance thermal shipping container
(“Thermal Shipper”) used for shipping and the temperature data logger/monitoring device
attached to such Thermal Shipper.

Once dry ice is no longer needed, open the Logistics Delivery Equipment and leave it at room
temperature in a well-ventilated area. The dry ice will readily sublime from a solid to a gas. DO
NOT leave dry ice unattended.

Store the empty Logistics Delivery Equipment until return in an appropriate clean and secure
location to protect and maintain the functionality of the equipment (e.g., do not store outside
under uncontrolled conditions, exposed to weather, exposed to pests, etc.).

Return of the Logistics Delivery Equipment to be undertaken within 20 business days
following delivery of the Product to the Participating Member State’s recipient, which will be
effected by collection by the Contractor within that time. Instructions and logistics for return
will be provided on the interior of the Thermal Shipper and will also be available on Pfizer’s
website. In the event that either: (a) the Logistics Delivery Equipment (or any part thereof), is
not made available for collection within such 20 business days; or (b) the Logistics Delivery
Equipment (or any part thereof), is damaged in any way (determined in the Contractor’s sole
discretion), the Contractor shall be entitled to charge the Participating Member State $450
(exclusive of VAT) per Thermal Shipper and logger; which the Participating Member State
shall pay within 30 days of the date of any invoice for such amount(s). Participating Member
State acknowledges that such amount represents a reasonable pre-estimate of replacement cost
for such Logistics Delivery Equipment as a result of the Participating Member State’s default,
act or omission.

B. Disposal
“Primary Container Units” refers to the vials that contain the Product.
Destruction of the Primary Container Units that have been opened or are unused must take
place at a facility appropriately licensed to handle and destroy pharmaceutical waste, medical
waste, and/or hazardous waste, and destruction must be by means of grinding or incineration.
“Secondary Cartons” refers to the immediate boxes that contain the vials of Product.
Secondary Cartons must be defaced and destroyed in accordance with local clinical dosing

facility waste management services, and Secondary Cartons may not be disposed of in routine
household waste collection or recycling centres.
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