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n Aug. 7, 2018, the United Kingdom’s (UK)
Department of Health and Social Care (DHSC)
published a proposed amendment to the Statutory
Scheme to increase the amount of payment paid
by manufacturers to the government on the net
sales income received from the supply of medicines. The
proposal would remove the current exemption of albumin and
immunoglobulin sales. The purpose of the proposal is to set
a payment percentage that is calculated to limit the expected
growth of net branded health service medicines sales.
PPTA met with all manufacturers of plasma protein
therapies (PPTA members and non-members) providing these
treatments in the UK to draft a letter as a joint answer to the
consultation regarding the Statutory Scheme alerting the
authorities about the unintended consequences these measures
could easily create, putting fragile patient communities at risk.
PPTA stated the proposed annual payment percentage increase

10

THE SOURCE | SPRING 2019

would particularly impact our sector and would endanger
access to care for patients whose lives depend on plasma protein
therapies. PPTA referred to the uniqueness of plasma-derived
medicinal products (PDMPs) with regard to human plasma as a
starting material, the long and complex manufacturing process
of up to 12 months, the non-interchangeability of PDMPs due to
the variability of manufacturing of particular products, and to
the unique cost structure bringing pressure on the economics of
fractionation.
PPTA’s main concerns and rationale for the request to
exempt all plasma protein therapies from the proposed payment
percentages were discussed in a follow-up meeting with
representatives of the DHSC and the National Health Service.
On Dec. 3, 2018, the DHSC published the consultation
response to comments1 and announced the final decision of
the Statutory Scheme, which was effective as of Jan. 1, 2019.2
The final regulation implements a new payment scheme that is

somewhat less than what was initially proposed. The payment
percentage will increase from the current 7.8 percent to 9.9
percent in 2019 and subsequently to 14.7 percent in 2020 and
20.5 percent in 2021. It is estimated that these are the payment
schemes necessary to limit the nominal annual growth rate to
1.1 percent from the expected 2018 baseline of relevant sales.
Despite PPTA’s best efforts, plasma protein therapies were not
exempt from the final rule.
According to the consultation response, the DHSC decided
not to exempt plasma protein therapies because it believes an
exemption is inadequate to mitigate the risks raised by PPTA.
Instead, they have decided on a mechanism that will provide
flexibility to address any issues that may arise concerning
plasma protein therapies. However, in the consultation
response, the DHSC recognized the uniqueness of plasma
protein therapies, by stating: “We acknowledge that blood
plasma products are not easily substitutable or necessarily
interchangeable. To support patient access to effective
medicines, supply of a range of comparator blood products does
need to be secured.”
This confirms that they agree with the medical providers
who state that plasma protein therapies are not interchangeable.
In fact, the UK’s Department of Health Clinical Guidelines for
Immunoglobulin Use states that immunoglobulin products
cannot be used interchangeably.3 This position is similar to

the one found in the International Patient Organisation for
Primary Immunodeficiencies’ (IPOPI) Principles of Care,
which state, “No single IG product or administration method
is suitable for all PID [primary immunodeficiency disease]
patients; it is crucial to ensure optimal treatment is provided on
an individualised basis. Patient health and personal preferences
must be considered in treatment decision-making.”
For patient advocates, the language found in the consultation
response is useful when advocating that patients need access to
a range of plasma protein therapies. In addition, the consultation
response may be helpful if the new scheme results in patients
being asked to change to a therapy that is not the most medically
appropriate for that individual. In these situations, citing the
consultation response acknowledging plasma protein therapies
are not “easily substitutable or necessarily interchangeable” in
conjunction with the guidelines from the UK Department of
Health and IPOPI would send a strong message.
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