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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. 

11.27 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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ANNEX I: VACCINE ORDER FORM 

This Vaccine Order Form is submitted by: 

to: 

[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], 

[ 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 I 

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 I.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]. 

b. 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 
I.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 II 

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 III 
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 
11.19.2: [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; c) 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 IV. 

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 (Applicable 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) 
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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] 

SENSITIVE 

The invoice will be paid only once the Contractor has returned the signed Vaccine Order Form. 
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ANNEX II: AGREEMENT BETWEEN THE COMMISSION AND MEMBER STATES ON PROCURING 
Covrn-19 VACCINES ON BEHALF OF THE MEMBER STATES AND RELATED PROCEDURES. ANNEXED 

TO THE COMMISSION DECISION C(202Q) 4192 FINAL OF 18 ,JUNE 2020 

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"); 

*** 

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 AP As unless otherwise agreed. All relevant vaccination 
policies shall therefore remain matters for the Participating Member States. 

Article 3: AP As 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: AP As 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 AP As 

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 AP As. 

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 cns1s 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 AP As 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 AP As 
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 AP As 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 
AP As 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 AP As with individual companies under the best possible 
conditions. These AP As should specify details with respect to: 

a) Payments to be made, such as payment amounts, payment schedules, type ofpayments 
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 

c) 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 AP As 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 AP As, the European Commission, in consultation 
with the steering board, will take into account the following elements: 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 AP As 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 

ANNEX III; PARTICIPATING MEMBER STATES 
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ANNEX IV: SUBCONTRACTORS 

Polymun Scientific Immunbiologische Forschung GmbH, Donaustrasse 99, 
Klostemeuburg, Niederoesterreich 3400, Austria 

DermapharmAG, Lil-Dagover-Ring 7, 82031 Grunwald, Germany 

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

Country Participatin2 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 Ov 
Ireland Pfizer Healthcare Ireland 
Portugal Pfizer Biofarmaceutica Sociedade Unipessoal, Lda 
Belgium Pfizer SA 
Luxembourg Pfizer Luxembourg S.A.R.L. 
Netherlands Pfizer BV 
Poland Pfizer Trading Polska sp. z o.o. 
Romania Pfizer Romania SRL 
Bulgaria Pfizer Export B.V. 
Slovenia Pfizer Export B.V. 
Croatia Pfizer Export B.V. 
Czech Republic Pfizer PFE, spol. s r.o. 

After 1/12 shall be merged into Pfizer, spol. s r.o. 
Hungary Pfizer Gy6gvszerkereskedelmi 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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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: 

_..., 
-­~~ 
M•ftllL°Tr d'tt . .,,,,...,,. 

SJGC)fjf'IIJI 

~-TV-Ill' 
IW~N-d' 
-...,.<:411$ 
Qll711 
lll/ff/20/!0,Ulloll!M -- ~ 

*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: 

• As at the Effective Date, the Product has a shelf-life ofup to 6 months when stored at a 
constant -75°C(±15°C) 

• 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 

• The Product has an effective life ofup to 5 days when stored at refrigerator temperatures 2-
80C 

• 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 -7 5°C ( +/- 15 °C) UL T 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 

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

• Vials may be stored in the refrigerator for 5 days (120 hours). 

Diluting the Vaccine 

• Obtain 0.9% Sodium Chloride Injection, for use as a diluent. Do not use any alternate diluents. 

• Dilute the thawed vial by adding 1.8 mL of 0.9% Sodium Chloride Injection into the vial. 

• 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 

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

• 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 

• Diluted vials must be used within 6 hours from the time of dilution and stored between 2-25 °C 
(35-77°F). 

• A single 30 mcg/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 
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Exhibit 2 of Attachment 3- Unpacking and Re-icing: Thermal Shipper B 
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ATTACHMENT 4 : LABELLING AND PACKAGING SPECIFICATIONS 

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): 

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

Secondary Packaging (Carton Tray): 

• 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. 

• 2D GS 1 DataMatrix: Scan of the 2D code will include the GTIN number, lot and expiry 
information. 

Product Packaging Specifications 
Primary Packaging 

• 2 mL type 1 glass preservative free multi-dose vial (MDV) 
• MDV has 0.45 mL frozen liquid drug product 
• 5 doses per vial 

Secondary Packaging "Single Tray" 
• Single tray holds 195 vials 
• 97 5 doses per tray 
• Tray (white box) dimensions: 229 X 229 x 40 mm 

Tertiary Container: Thermal Shipper (Softbox) 
• Minimum 1 tray (975 doses) or up to 5 trays (max 4875) stacked in a payload area of the 

shipper 
• Payload carton submerged in 23 Kg of dry ice pellets (9 mm - 16 mm pellets) 
• Thermal shipper dimensions: 

o Internal Dimensions: 245mm X 245mm X 241mm 
o External Dimensions: 400mm X 400mm X 560mm 
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ATTACHMENT 5: 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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