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Our Business

Products and Services
Diagnostic services

Plasma protein products
Fresh blood
products
Organ and tissue donation
and transplantation

Stem cells and
cord blood
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Our Business

Plasma Protein Products
•
•

•

Important set of plasma derived drugs or recombinant (cell-grown)
alternatives
Vital for treatment of many rare diseases
– Continued security of supply for these products is our main
concern
Made up of over 45 brands with annual costs ~$700M
– Ig is the largest category and is growing about 8% per year
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Production Process - Fractionation

• Temperature, pH, and ethanol concentration altered to
selectively precipitate proteins into pastes

Our Business

Production Process - Fractionation
•

•

•

Huge facilities in Europe
and U.S. processing
millions of litres of plasma
Only 4-5 grams of Immune
Globulin (Ig) are extracted
from each litre of plasma
Product batches are made
from thousands of pooled
units of plasma

Our Business

Production Process (cont’d)

• Intermediate pastes are processed into final drug products,
either liquid or dried powder

Our Business

Plasma Pool Testing
Safety is a huge priority
• Serologic testing
– HBV surface antigen
– HIV-1/HIV-2 antibody

• Nucleic acid testing
– HIV-1, HBV, HCV, HAV by some
– BI9 parvovirus

HBV = hepatitis B virus; HCV = hepatitis C virus; HIV = human immunodeficiency virus; HAV= hepatitis A virus

Our Business

Virus Safety Procedure
Destruction

Donation
(from a suitable donor)
Serological
and NAT/PCR
testing

Plasma pool
for fractionation

Manufacturing process
(Various viral inactivation
steps included)

Reactivity of
donations

Reactivity of
plasma pool

Virus validation
studies

Final product
Adapted from Gröner A, et al: Haemophilia 2008; 14 Suppl 5:54-71.
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Procurement of Products for Canada

Plasma products supply
•

We are fortunate to have 3 licensed fractionators qualified to process our
plasma, and a number of other companies who can supply Canadian
licensed commercial products

•

This allows us the ability to choose from a number of brands which are all
safe and effective, but offer different features/benefits

•

Every 3-5 years we go through a formal exercise of choosing suppliers and
products to supply to hospitals through the blood system.

•

This procurement process is referred to as Request for Proposal (RFP)
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Procurement of Products for Canada

Procurement (RFP) Process
•

•

We procure these products for patients through a process that:
–

Considers multiple factors, particularly patient outcomes, product features and
efficacy and overall cost

–

Follows an open and transparent process to create a competitive environment,
treat suppliers fairly and to meet the scrutiny of our government funders

–

Involves healthcare professionals and patients in analysis of options and making
recommendations

Ultimately decisions on products chosen are made by Canadian Blood
Services and endorsed by our board
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Procurement of Products for Canada

Latest RFP for 2018-2021
•

•

•

The procurement process for plasma products was completed in Fall 2017
–

Allowed continued access to many important existing and new emerging products

–

Allowed substantial savings for our funding governments versus previous costs ~$455M
over the three year contracts

Although changing products and requiring transition is never a goal of the
process, it can be and was an outcome in this case
–

Introduced a new Subcutaneous Ig

–

Changed the mix in volume of the IVIG brands, with a new product in majority share

New contracts were effective 1 April 2018
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Summary of Product Changes
Red (underlined): not continuing

Blue (bold): new

August 2018

Previous product mix
Product

Future product mix

Size

Product

Intravenous immune globulin
Gamunex, Grifols
IVIGnex, Grifols
Privigen,CSL Behring
Gammagard Liquid, Shire
Panzyga, Octapharma

Intravenous immune globulin
2.5 g, 5 g,10 g, 20 g
20 g
2.5 g, 5 g,10 g, 20 g, 40 g
5 g, 10 g

Gamunex, Grifols
IVIGnex, Grifols
Privigen, CSL Behring
Gammagard Liquid, Shire

2.5 g, 5 g,10 g, 20 g
20 g
2.5 g, 5 g, 20 g
2.5 g, 5 g,10 g, 20 g, 30 g

2.5 g, 5 g, 10 g, 20 g, 30 g

Subcutaneous immune globulin
Hizentra, CSL Behring

Size

Subcutaneous immune globulin
1 g, 2 g, 4 g,10 g

Cuvitru, Shire

1 g, 2 g, 4 g, 8 g
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Product/Patient Transitions

Overview
•

We realize the impact that product transition has on patients and hospitals:
–

Requires moving to an unfamiliar product

–

Adverse reactions can occur

–

Requires work for hospitals to affect the change and takes time—we planned for
transition to take a number of months

•

We have been actively communicating required changes and have held transition
planning meetings with key hospitals, patient groups, physicians and suppliers

•

We rely on suppliers to help ensure a smooth transition to new products, and they
have been doing so
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Status
•

Many sub-cutaneous Ig patients have been enrolled in Shire’s OnePath program,
and many patients are now converted to Cuvitru product

•

BC patients are progressing particularly well in this transition

•

For patients on IVIG treatment, some may be transitioning from
Gamunex/IVIGnex and Privigen to Gammagard Liquid

•

At the end of transition, there will be very limited Hizentra supply, and reduced
levels of Gamunex/IVIGnex and Privigen than previous years
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Product Pressures
•

Supply for Gamunex/IVIGnex and Privigen is lower than previously, so nationally
we need some transition to continue to Gammagard Liquid.

•

Hizentra supply will soon be depleted. There may be extremely rare cases in
which patients may require ongoing, exceptional access for significant medical
reasons. These cases will be reviewed and supported individually.

•

Cuvitru product monograph has recently been updated to reflect 24 month
expiry. Current supply may still have 12 month dating until relabelling of product
in inventory is completed and when new batches arrive.

•

There have been a few reported cases of adverse reactions to Gammagard—it is
important for these cases to be reported to the manufacturer.
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Feedback and Discussion
•

We welcome your input and comments on the transition

???
•

For future procurement activities, we will be reviewing our approach and will
seek input from stakeholders on potential changes/improvements
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