
CASE STUDY  /  VACCINE STORAGE  /  05.04.2022

WE 
KNOW 
COLD

CASE STUDY

VACCINE 
STORAGE
AMSTERDAM

STORAGE SOLUTIONS

Fortune 50 Healthcare 
Company partners 
with SciSafe to build 
out vaccine storage 
in Amsterdam, a 
centralized export hub.

SUMMARY
“To build or to outsource vaccine storage?”— 
A key question challenging the operations  
team of a Fortune 50 Healthcare Company 
when COVID-19 vaccine production and 
distribution was first being planned.

What are the risks involved? Where do they  
build a central hub for mass-manufacturing?  
How do they quickly distribute the vaccine  
to the far reaches of the globe? 

How long will it take to build the infrastructure 
required to not only produce the vaccine,  
but store large batches, long-term for global 
distribution? Did they have enough equipment  
in-house to satisfy this new need? How much  
will a project of this magnitude cost? 

To break down the planning process and  
review the solution, this case study will discuss  
the partnership formed between this top 5 
pharmaceutical manufacturer and BioLife Solutions, 
Inc. via its SciSafe branded biostorage services.

 To build or  
to outsource
vaccine 
storage?
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BACKGROUND
Like any challenge, the problem can be  
broken down to who, what, where, how  
and when components. 

Who
Fortune 50 Healthcare Company with multiple 
divisions and subsidiary pharmaceutical 
relationships, with different drug manufacturing  
sites across the globe. 

What
The COVID-19 vaccine—newly approved for 
distribution, now requiring large volume, mass 
production and biostorage in at least 300  
ultra-low temperature freezers, new levels of  
security measures for theft and data hacking risk 
mitigation and added compliance requirements 
to federal and local regulations, audits and 
certifications, specific to vaccine production. 

Where
Amsterdam, Netherlands—specifically, near the 
Schiphol Airport for a centralized storage hub, 
enabling cold chain logistics that would reach  
five of the seven continents. 

How
How much storage space would be needed?  
Did the manufacturer have the equipment and 
expertise in-house to manage this growth and  
long-term storage plan? Did they have the right 
cold chain resources to manage local product 
movements and ultimately the final shipment  
and delivery of the vaccine? 

When
Applying the pressure, only six months (April to 
August) to execute a global storage and distribution  
plan with enormous headwinds, including supply 
chain backlogs, social distancing protocols and 
local public health measures to help keep team 
members safe during the pandemic.

EVOLVING BIOPARTNERSHIP

BioLife Solutions (NASDAQ: BLFS), a global provider  
of class-defining bioproduction tools and services, 
had an existing relationship with this specific 
pharmaceutical manufacturer in the United States. 

This customer is a known user of BioLife's proprietary 
CryoStor® biopreservation media and evo® cold chain 
management solutions for their approved CAR-T 
cell therapy. However, it was their collaboration on 
previous biostorage projects that encouraged the 
team to leverage SciSafe as a consultant to develop 
the vaccine storage plan. 

To stand up a secure biostorage facility, irregardless 
of COVID-19 headwinds, takes time and a concerted 
effort. One must build or procure space, acquire 
equipment, backup equipment, personnel, procedures,  
and security infrastructure to meet regulatory 
compliance and begin storing biologics. SciSafe 
has seen this problem before and understood that 
for a global pharmaceutical manufacturer to build 
this infrastructure in-house would be an extremely 
challenging project. 

In the end, for this customer, the aggressive timetable 
and scale of the project was too much to manage 
in-house without disturbing current research and 
production, and the decision of outsourcing to a partner 
saved them nearly $6M in infrastructure build-out  
costs and roughly 270% in annual operational savings. 

To ensure the new facility and expanded partnership 
with SciSafe best fit their needs, the customer offered 
a core team of engineers and operations managers to 
work in-step with the SciSafe development team as the 
new biostorage facility was built. The new project team 
worked together throughout the project to define the 
requirements, the build process, the timeline, deadlines, 
assign responsibility and meet project demands. 

FIGURE 1. Evaluating an internal build out vs. and outsourced partnership. 

Spend time/money repeating this cycle:

 Equipment

 Backup equipment

 Electrical infrastructure

 Equipment validation

 Equipment calibration

 Monitoring systems

 Monitoring systems validation

 Backup power

 Backup power service

 Transfer switch

 Transfer switch service

 Personnel 24/7/365

 Sample Management System

 Sample Management System validation

OR

Outsource services to support growth:



STORAGE SOLUTIONS

THE BUILD-OUT PROCESS

The SciSafe team applied vigilant adherence to a quality-driven and risk-mitigation approach  
to process development, which required breaking down the build-out process into discrete  
steps and variable inputs, end to end.

 Vaccine manufacturing facility is not close to Schiphol airport (AMS),  
but warehouse and long-term storage must be. 

 Process to get product from manufacturing site to storage must be designed, 
validated and verified.

 Compliance considerations:

  Local Dutch regulations and permit applications—Local consultant to translate

  Building permits—electric, HVAC

  Environmental permits—LN2 

  Netherlands Worker Arbeidsomstandighedenwet (ARBO) Act Compliance

  IATA storage parameters

  EU PharmTec requirements

 300, Ultra-low temperature freezers (4500 x 10L volume capacity at -70°C)

 10 Cryogenic freezers for future needs

 Freezer monitoring to monitor ALL freezers

 Sample management system 

 2 Generators

 2 Backup generators and 50 backup freezers

 Security equipment and protocols—cameras, Closed Circuit Television (CCTV), 
building perimeter RC2-WK2 doors, security staff 

 GDP registration with PharmaTec

 IATA Dangerous Goods compliance

 GDP Compliance

 Shipping route verifications

 30+ new SOP’s specific to the AMS facility and client needs

 Client audit

 IATA audit

 EU PharmaTec

 FDA

PROCESS STEP PROCESS INPUT VARIABLES

1.
Real Estate  
Selection  
and Permits

2.
Equipment  
Procurement

3.
Standard  
Operating  
Procedures

4.
Quality &  
Regulatory  
Inspection(s)
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TABLE 1. Build-out process steps and considerations. 
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BEST PRACTICES

As with any project, especially one of this 
magnitude and effort, SciSafe team members 
devised a list of best practices to apply  
to future projects and would encourage  
other colleagues, customers and clients  
to consider this advice when building any  
new biorepository infrastructure. 

Consider the true value of completing  
the full project scope

Biorepository build-out projects are so much  
more than procuring freezers, generators and a 
monitoring system. Are you equipped to deploy  
new SOPs and quickly hire? Train and retain new  
team members? Manage quality compliance  
and regulatory audits? If not, consider enlisting 
help—either through consultation or another 
biorepository service that may already be available 
locally. Outsourcing biorepository services can 
reduce total operating costs in the long-term vs.  
an in-house solution (nearly $6.9M in this situation). 

What registration and localization requirements 
must be met to become operable? 

When planning the project in the early stages, 
visit local sites, read, and review registration 
qualifications. What security requirements are 
required? Are there any staff or union acts for 
consideration? What building and environmental 
permits are required? Each European state, for 
example, has their own working certifying body.  
If local registrations, permits, and work orders  
are in a foreign language, it may be best to hire 
a local consultant to help navigate the language 
barrier. Once local registrations are understood,  
work backwards to setup the infrastructure  
required for compliance.

Hire or assign the right project management team 

An experienced management team capable of 
reading regulations and registrations, writing the 
SOPs, and managing infrastructure compliance,  
is critical. Relying on a local consultant to outline  
the requirements may miss an important step.  
EU regulations for safety and compliance—
Dangerous goods transportation and storage 
requirements must be followed. 

CONCLUSION
With an experienced development team and strong  
partnership collaboration, SciSafe was able to stand-up  
a greenfield or de novo 44,000 sq. ft. biorepository  
Center of Excellence in five months with 350+ freezers,  
multiple generators, on-site LN2 storage and supply,  
and a completely trained team of staff ready to service  
this global pharma company. The manufacturer 
estimates it would have taken a year or more longer to  
complete this project in-house and cost an additional  
270% in annual operating expenses, over the current 
fixed-rate storage program established with SciSafe. 

For more information on biostorage services,  
please visit scisafe.com

FIGURE 2. SciSafe by the numbers. 
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CONTACT US 
Call us today at +1 866 980 8555  
or visit scisafe.com


