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Key messages:

1. Thyroid disease affects approximately 2% - 4% of the UK population — 1,200,000 —
2,400,000 people®- The symptoms are serious and require daily medication. The
standard medications are levothyroxine (T4) and liothyronine (T3) to replace thyroid
hormones normally produced naturally within the body. Patients require either of these
medicines in isolation or in combination depending on the specific nature of the
disease.

In the United Kingdom, the annual incidence of primary hypothyroidism in women is
approximately 3.5 per 1000 and in men, 0.6 per 1000.?

However, in recent years Clinical Commissioning Groups (CCGs) have been
withdrawing T3 (liothyronine) treatment due to a 6,000% increase in the cost of the
drug by the manufacturer Concordia, who were subsequently referred to the
Competition and Markets Authority (CMA) by the Department of Health.®

2. Following the NHS England 2017 consultation, “lfems which should not routinely be
prescribed in primary care: a consultation on guidance for CCGs”, the NHS England
Board decided to continue NHS prescription of liothyronine for those patients who
cannot be adequately treated by levothyroxine but stated that it should only be
prescribed in secondary care,® even though, prior to the NHS consultation,
liothyronine was prescribed by many doctors in primary care without any problems.

There is, however, abundant evidence that some CCGs are effecting a blanket policy
banning liothyronine in both primary and secondary care, possibly due to the fact that
the NHS England Board decision is an ambiguously worded statement, open to
misinterpretation. This is having a serious impact on the health of patients. Divisions
are emerging between those areas where prescription is continuing - a postcode lottery
(see Appendix A - CCG Policy on Liothyronine).

Divisions also exist between wealthy patients who can afford private prescriptions or
can travel abroad where it is readily available and those poorer patients who lack the
means and therefore remain ill.

3. Procurement of liothyronine is not being well-managed by the by the various NHS
bodies responsible as the cost of this medication in Europe is 25p per tablet compared
with £9 in the UK (see Appendix B — Cost of Liothyronine in other EU countries).



4.

This situation threatens good medical practice as clinical recommendations and
opinion are being superseded by what appear to be poorly researched and managed
purchasing decisions.

Recommendations:

1.

The cost of liothyronine is reduced by proper management of procurement. Either, it is
sourced from existing EU sources at reasonable competitive prices or lower pricing is
negotiated using The Health Service Medical Supplies (Costs) Act.

There should be comparable costs of liothyronine tablets in the UK to that of EU prices.
Poor budgetary management should not be an excuse for a forced change in clinical
decision-making.

CCGs are given clearer guidelines by NHS England that are unambiguous and that
takes into account the position statement of the BTA which includes the statement “The
BTA position statement on hypothyroidism should not be interpreted as a
recommendation to not use Liothyronine or as an endorsement for its discontinuation.”

CCGs are asked to comply with NHS England guidance to prevent the risk of postcode
lottery:

a. Liothyronine prescribing, once instigated in secondary care, is then passed back
to primary care thus sharing the costs across both sectors.

b. Patients who are clinically well on liothyronine continue to benefit from it without
threat of removal; these patients will have already tried levothyroxine without
successful resolution of their symptoms.

c. New patients, where there is clear indication that levothyroxine is not restoring
them to a euthyroid state, are referred to an endocrinologist as soon as possible
so that a trial of liothyronine can be started.

d. Patients who have been well for many years on liothyronine and previously
unwell on levothyroxine should be allowed to continue without referral as this is
putting undue pressure on secondary care.

CCGs, Hospital Trusts and Health Boards should comply with NHS decisions and
restore the prescribing of liothyronine to ensure good health for thyroid patients. Cost
should not be put before patient health and good health should not depend on where a
patient lives.

CCGs, Hospital Trusts and Health Boards should, in the meantime, authorise clinicians
to prescribe licenced liothyronine products from Europe on a named-patient basis, as
has happened in the past due to supply issues, until the cost of UK liothyronine
products are reduced to a level that is comparable with the EU market place as would
be expected for a country (currently) within the EU.

We look forward to your reply.

ITT (Improve Thyroid Treatment Campaign Group)
Thyroid UK

The Midlands Thyroid Support Group

Thyroid Patient Advocacy

27t March 2018
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Background

1.

Many patients do well on levothyroxine but there is a subgroup of patients who have
remaining symptoms. Inaccuracies about being published about the use of
liothyronine as a treatment and testing of T3 is very rarely done (see Appendix C —
Thyroid Patient Care and Treatment Options).

In 2017 liothyronine was included in an NHS consultation “ltems which should not
routinely be prescribed in primary care: a consultation on guidance for CCGs” because
of its cost.® Graham Jackson (NHSCC chair) and Julie Wood (Chief Executive
NHSCC) at the NHS Consultation Face to Face meeting, held in London 5th
September 2017. “There is no question about the clinical effectiveness of T3
(liothyronine), there is also no real question either whether people may need T3. The
reason it is on the list is the whole commercial situation... If the loophole is closed and
the price is dropped then we’re on 17 drugs then, aren’t we?”

In 2016/17 NHS England spent more than £34 million® on liothyronine. In 2006 this
was £600,000. In November 2017 the CMA provisionally found that Concordia, the
monopoly supplier, abused its dominant position to overcharge the NHS by many
millions of pounds for their product, liothyronine.® According to the CMA, the amount
the NHS paid increased from about £4.46 per pack before de-branding in 2007 to
£258.19 by July 2017 while production costs remained broadly stable. The NHS pays
approximately £9 for a liothyronine tablet® In 2007 the cost of a liothyronine tablet was
16 pence or £15.92 for 100 tablets,® an increase of almost 6,000%.

72% of respondents to the consultation supported the continued prescribing of
liothyronine in primary care. However, the NHS England Board’s decision stated “the
decision made by the NHS England Board [is] that liothyronine should only be
prescribed in secondary care” rather than initiated there and then passed to primary
care.®

Concordia have stated that the Department of Health and Social Care has at no time
guestioned the escalating costs of liothyronine.

Concordia have stated that the increase in the cost of liothyronine was due to a
requirement by the MHRA for all batches of liothyronine produced to only be released
after individual batch approval by the MHRA (see Appendix D — Extract of
Correspondence with Concordia International Rx UK Ltd). Concordia state the MHRA
requirements resulted in significant additional financial investment and this is the
reason for the high cost of liothyronine. However, there appear to be no special
measures on the new suppliers, Morningside and Teva.

In response to a Freedom of Information request, the MHRA has confirmed that,
“Concordia, as with all manufacturers of medicinal products including liothyronine,
must comply with Directive 2001/83/EC, the current European Quality guidelines, the



British Pharmacopeia (BP) monograph and current standards of Good Manufacturing
Practice (GMP).” ™) The MHRA describes liothyronine as “... a well established, bio-
identical and already approved drug manufactured across Europe” ®), in which case it
would seem to follow that procurement geography could be extended to include EU
territories because, for example, the EU Directive route entitles UK citizens to
purchase healthcare in other European Economic Area countries and to apply for
reimbursement from the NHS.

The underlying principles of this policy do not seem to support the narrow procurement
management of the NHS in returning good value for money to the UK taxpayer.

It also raises the question about why the cost of liothyronine in the UK is significantly
higher than in Europe. EU prices are about 2 pence to 26 pence per tablet whereas
the NHS is paying over £9 per tablet. Why has the NHS been satisfied to pay this
price for a “well established, bio-identical, already approved drug”?

It seems like a drastic oversight when the reaction is to restrict prescribing policy to the
detriment of the health of thyroid patients in the UK.

8. The NHS has not taken measures to manage cost by importing liothyronine from the
EU where similar standards are required at a fraction of the cost. Germany and France
have similar high standards of manufacture. The NHS has not managed the cost of
liothyronine through purchasing power to buy from Europe despite this option
previously being used. The MHRA previously allowed doctors to prescribe liothyronine
from Europe when there was a liothyronine supply problem in the UK.®

9. The NHS England Consultation Report of Findings states that the CCGs expressed the
view that: “If prescribing is to be allowed to continue, there should be clear guidance in
terms of the thyroid function test results and significant pressure on manufacturers to
reduce the price to a reasonable level. At a lower cost there would be less need to
pursue de-prescribing of a medication that some patients feel very strongly have (sic)
had a positive effect on their quality of life.” )

10.To date the Department of Health and Social Care and the NHS have not utilised the
powers available under The Health Service Medical Supplies (Costs) Act (enacted
April 2017).09 The Act allows the Secretary of State to require companies to reduce
the price of an unbranded generic medicine or to impose other controls on that
company’s unbranded generic medicines even if the company is in the voluntary
scheme for their branded medicines.

11.The NHS England Board guidance is unfortunately ambiguous and this may be
contributing to an inconsistency in CCG approach to thyroid patient treatment. “The
Joint Clinical Working Group therefore recommended; the prescribing of liothyronine
for any new patient should be initiated by a consultant endocrinologist in the NHS and
that de-prescribing in ‘all’ patients is not appropriate as there are recognised
exceptions. The recommendation would therefore be changed to advise prescribers to
de-prescribe in all appropriate patients.” 4

a. Firstly, many GPs have been prescribing liothyronine and the wording above
implies that they, as prescribers, could de-prescribe rather than recommend
a referral to secondary care.



b. Secondly, regarding the use of the word “appropriate”, the response of
Thyroid UK was: “Thyroid UK is not happy with the word "appropriate.” They
have not explained who would be "appropriate” to remain on liothyronine.
The definition of "appropriate” is very subjective and NHS England should
have gone further and explained that patients who do not do well on
levothyroxine should be given a trial of liothyronine.” 1%

12.CCGs are actively de-prescribing. Numerous CCG Governing Boards have set out the
financial saving to budgets of the de-prescribing of liothyronine. 90% of CCGs
responding to the NHS England Consultation felt that liothyronine should be removed
from primary care.® A review of CCG formulary policy evidences that CCGs are not
following the NHS England Board guidance, which requires a secondary care review
by a specialist endocrinologist, and have removed access to liothyronine almost
completely (see Appendix E - Outcome of the consultation, subsequent guidance and
selective interpretation following consultation). This is creating postcode lottery
treatment for patients.

Patients have reported that:

a. Their liothyronine has been withdrawn without a secondary care review by a
specialist endocrinologist.

b. As new patients they have been refused access to secondary care to have
specialist treatment considered by their CCG and/or local hospital trust on
cost grounds.

c. Endocrinologists have rejected referrals unless GPs confirm that, if
liothyronine is deemed necessary, primary care would support the
prescription.

d. They have been referred to and assessed by secondary care and their need
for liothyronine confirmed but they have been denied an NHS prescription
on the grounds of cost.

13.Some CCGs have offered incentives for doctors to change patients from liothyronine to
levothyroxine.(?

14.There is evidence that in some CCGs, hospital trusts and health boards both primary
and secondary care policies ban the prescribing of liothyronine.

For example, Brighton and Sussex University Hospitals NHS Trust.(® “We are sorry to
inform you that T3 (liothyronine) treatment for hypothyroidism (either alone or in
combination with T4 [levothyroxine]) is no longer available through the NHS. This is a
local policy which applies to prescriptions from GPs and from NHS endocrinology
clinics. It is supported by national NHS recommendations. It does not apply to patients
treated in the private sector. The only option for patients wishing to continue T3
therapy is through the private sector: your GP will need to refer you to a private
endocrinologist.”

Although CCGs only need to “have regard” for recommendations made by the NHS,
the NHS should be ensuring the guidance provided is being followed. Currently there
are many patients throughout the country whose health is being seriously affected by



15.

16.

17.

18.

the non-compliance with NHS guidance. This is not the first time CCGs have
disregarded NHS England guidance.(®* (15)

An outdated guideline from the British Thyroid Association (BTA) on thyroid treatment
has been used by the NHS England consultation and the CCG prescribing policy. It
was a statement referring only to primary hypothyroidism and it did not cover all types
of thyroid disorder. The BTA issued updated statements. In 2016, the BTA stated that
patients who are doing well on liothyronine should not have their liothyronine stopped
and warned of potential unintended consequences, including additional costs to the
NHS. This statement has not been incorporated into NHS England or CCG
guidance.(8),

In October 2017 the BTA stressed that; “The BTA position statement on
hypothyroidism should not be interpreted as a recommendation to not use Liothyronine
or as an endorsement for its discontinuation”.(”)

The updated 2016 and 2017 statements are not referred to by NHS England or CCGs
who continue to refer to the older BTA 2015 statement. (1)

In a letter from the Lord O’Shaughnessy to Thyroid UK he states that decisions
about what medicines to prescribe are made by the doctor or healthcare
professional responsible for that part of the patient's care and should not be made
based entirely on the cost of the medicine and he also confirmed that prescribers
are allowed to prescribe a non-UK branded medicine on their own personal
responsibility.

He also stated that, “...there is no action that can be taken under the contract if GPs
do not comply with local prescribing initiatives.”

These comments from the Lord O’Shaughnessy show that since the needs of the
patient requiring liothyronine is not being met (due to cost) their GP should not only be
able to prescribe a European brand but should be informed that he can do this with
impunity (see Appendix F — Letter from the Lord O’Shaughnessy dated 239 November
2017).

In a letter received from a GP he explains to his patient that, “This practice holds a
General Medical Services Contract, which is a nationally determined contract. We are
required to prescribe to patients that which they clinically, reasonably require, either in
my opinion or upon the advice of a consultant, at NHS cost, any medication which
appears in the Drug Tariff which can be found at www.drugtariff.nhsbsa.nhs.uk. The
Drug Tariff is published every month.

Liothyronine appears in the Drug Tariff and therefore is perceivable at NHS expense
when this has been suggested or advised by a Consultant Endocrinologist. You fall
into that category and therefore it does not matter what the CCG says, to them this is a
‘they would like us to do”. My contract and the National Terms of Service trumps the
CCG’s desires. Whilst ever the Liothyronine is recommended by Dr..... or another
endocrinologist and whilst ever it appears in the Drug Tariff, you should stop worrying
about whether we will prescribe this for you or not. Unless, and until the Secretary of
State stands up in Parliament and removes it from the Drug Tariff, you will continue to
get this medication.”


http://www.drugtariff.nhsbsa.nhs.uk/

19.Experts in thyroid treatment have also argued against the removal of liothyronine
because of costs. Recently Sir Anthony Toft, the BTA president 1996 to 2009 and
former physician to Her Majesty The Queen, published a paper supporting the
prescription of liothyronine and stated, “Experience of managing more patients with
thyroid disease than most over a period of some 40 years is being trumped by
inflexible guidelines; truly a remarkable state of affairs. Others hide behind guidelines
to avoid the cost of prescribing liothyronine, which in the UK is exorbitantly priced by
the sole supplier at some £250 for two month’s supply of 10 ug daily, when well-

travelled patients can obtain supplies for a few euros in Italy and Greece and beyond.”
(19)

20.Thyroid health is important because of the number of medical issues that can result,
including cardiac conditions,@? diabetes,?V) and adverse mental health.(??

21.A Thyroid UK “Hypothyroid Experiences Survey” concluded that the proportion of
people that don’t respond to levothyroxine is 12.5% rather than the 5%-10% reported
in other studies.® It is likely that 12.5% of thyroid patients will remain untreated on
levothyroxine. Other clinical studies quote up to 20% of patients remaining
symptomatic.(@4)

22.The Department of Health confirmed on February 8" 2018, that the potential cost of
secondary specialist care versus monitored use of liothyronine has not yet been
calculated and compared.® @9) |f 12.5%(?3) of thyroid patients require a secondary
care review there will be a consequential cost of increasing volume of GP and
secondary consultant appointments.

Simon Pearce, Professor of Endocrinology at Newcastle University, has quantified the
additional workload on secondary care endocrinologists as “preposterous”.

He stated, “During 2016 there were 75,000 prescriptions for liothyronine in England.
Assuming a prescription lasts for one month that amounts to 6,000 patients. Assuming
50% are referred to secondary care that is an extra 3,000 new outpatient
appointments. Assuming each endocrinologist sees 300 new appointments a year then
you need 10 new endocrinologists. Where are they coming from and who is paying for
this?” (BBC interview).(”)

There similarly appears to be no consideration of the cost of removing liothyronine on
the ability of thyroid patients to work. Ineffective thyroid treatment is harmful to patients
who require more NHS support and due to continuing symptoms are often at risk of
unnecessary medication, referrals and investigations for their continued symptoms. An
ITT survey of patients concluded that a majority had taken years to obtain effective
treatment and had needed time off work during that time.

23.NHS England has published data that confirms 85% of patients who require
liothyronine are women.(@®)

24.Under the NHS Five Year Forward View, the NHS state how they want to become
better at helping people to manage their own health. NHS England state, “This
involves scaling up support for people living with LTCs to manage and make decisions
about their own health and wellbeing. Patient activation is a core enabler for this
programme.” 29



a. The Patient Activation Measure (PAM) is an NHS tool that enables
healthcare professionals to understand a patient’s activation level in respect
of their knowledge, skills and confidence in managing their own health and
care particularly those with long term conditions.

b. Many thyroid patients already have the knowledge, skills and confidence in
managing their own health but are not being encouraged to take part in
shared-decision making and are being ignored when they tell their clinician
that they do not feel well on levothyroxine alone.

c.  Thyroid patients should be listened to in respect of how they want to
manage their own thyroid health. This includes being involved in shared-
decision making and giving them a trial of liothyronine if their symptoms are
not resolved on levothyroxine alone. CCG’s should not be making the
decision for them and their GP.

25. The NHS England Board’s guidance, “Responsibility for prescribing between Primary
and Secondary/Tertiary Care” states: “However, when decisions are made to transfer
clinical and prescribing responsibility for a patient between care settings, it is of the
utmost importance that the GP feels clinically competent to prescribe the necessary
medicines. It is therefore essential that a transfer involving medicines with which GPs
would not normally be familiar should not take place without full local agreement, and
the dissemination of sufficient, up-to-date information to individual GPs. If the GP
considers him- or herself unable to take on this responsibility, then this should be
discussed between the relevant parties so that additional information or support can be
made available, or alternative arrangements made.” 30

a. If a GP feels they are clinically competent to prescribe liothyronine it would
support PAM and be a more cost-efficient delivery of care to a patient than
referral to secondary care.

b. The impact of the high cost of liothyronine on financial budgets may hinder
shared care agreements and the transfer of clinical prescribing responsibility
between primary and secondary care. Patient experience evidences that, in
some areas, disagreement about where the prescribing cost of liothyronine is
incurred has them being caught in the middle and left without the medication
they need.
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Recommendations

. The cost of liothyronine is reduced by proper management of procurement. Either, it is
sourced from existing EU sources at reasonable competitive prices or lower pricing is
negotiated using The Health Service Medical Supplies (Costs) Act.

There should be comparable costs of liothyronine tablets in the UK to that of EU prices.
Poor budgetary management should not be an excuse for a forced change in clinical
decision-making.

. CCGs are given clearer guidelines by NHS England that are unambiguous and that
takes into account the position statement of the BTA which includes the statement “The
BTA position statement on hypothyroidism should not be interpreted as a
recommendation to not use Liothyronine or as an endorsement for its discontinuation.”

. CCGs are asked to comply with NHS England guidance to prevent the risk of postcode
lottery:

a. Liothyronine prescribing, once instigated in secondary care, is then passed back
to primary care thus sharing the costs across both sectors.

b. Patients who are clinically well on liothyronine continue to benefit from it without
threat of removal; these patients will have already tried levothyroxine without
successful resolution of their symptoms.

c. New patients, where there is clear indication that levothyroxine is not restoring
them to a euthyroid state, are referred to an endocrinologist as soon as possible
so that a trial of liothyronine can be started.

d. Patients who have been well for many years on liothyronine and previously
unwell on levothyroxine should be allowed to continue without referral as this is
putting undue pressure on secondary care.

. CCGs, Hospital Trusts and Health Boards should comply with NHS decisions and
restore the prescribing of liothyronine to ensure good health for thyroid patients. Cost
should not be put before patient health and good health should not depend on where a
patient lives.

. CCGs, Hospital Trusts and Health Boards should, in the meantime, authorise clinicians
to prescribe licenced liothyronine products from Europe on a named-patient basis, as
has happened in the past due to supply issues, until the cost of UK liothyronine
products are reduced to a level that is comparable with the EU market place as would
be expected for a country (currently) within the EU.
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Appendix A

CCG Policies on Liothyronine — a Postcode Lottery

The action of CCGs and Health Boards to withdraw liothyronine without any consultation with
the patient, nor reassessing clinical need with an endocrinologist, goes against the specialist
medical guidance and also breaches overarching NHS guidelines, which state:

“The safety and well-being of patients is paramount...”.

“The NHS is expected to act in the best interest of the patients at all times and
work together in the spirit of partnership.”

The withdrawal of liothyronine due to cost violates the following key principles of the NHS
constitution, which are meant to guide the NHS in all it does:

“Access to NHS services is based on clinical need, not an individual’s ability to
pay”

“The patient will be at the heart of everything the NHS does” (DH, 2015, p.3).

“You have the right to receive care and treatment that is appropriate to you, meets
your needs and reflects your preferences” (DH, 2015, p.6)

The prescribing approach of a number of CCGs is set out below. This is not an exhaustive list
but shows a range of formulary policy. In many cases this is contrary to the NHS Board
guidance on liothyronine. Many patients have reported to thyroid groups that their experience
is different to formulary policy.

1. In the Brighton & Hove CCG area, a patient reported receiving, together with a de-
prescription letter from the GP, a printed patient information leaflet from the local
hospital trust, and as set out on their website. The leaflet begins with the following
statement:

“We are sorry to inform you that T3 (Liothyronine) treatment for hypothyroidism
(either alone or in combination with T4 [Levothyroxine]) is no longer available
through the NHS. This is a local policy, which applies to prescriptions from GPs and
from NHS endocrinology clinics.

It is supported by national NHS recommendations. It does not apply to patients
treated in the private sector.

The only option for patients wishing to continue T3 therapy is through the private
sector: your GP will need to refer you to a private endocrinologist.”

https://www.bsuh.nhs.uk/wp-content/uploads/sites/5/2016/09/T3-Liothyronine.pdf

2. The Greater Manchester Joint Formulary Group’s (encompassing 11 CCGs and
Secondary Care) policy is to prescribe liothyronine:

“Only for use in hypothyroid crisis and short-term post thyroid surgery’.
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The effective policy instruction is not to prescribe at either primary or secondary levels
across a very large area.

. In Herefordshire, the CCG formulary policy in respect of liothyronine is:

“Requests from private consultants and other NHS consultants (other than NHS
psychiatry or NHS endocrinology) should NOT be accepted for NHS prescribing...
New patients who have been seen should be referred back to the private service for
private prescription of Liothyronine or recommendation of an alternative treatment.”

. The Berkshire West CCG formulary policy restricts the use of liothyronine, which is not
in line with NHS Board guidance.

“Restricted for the treatment of myxoedema (hypothyroid) coma, this may
precipitate cardiac arrhythmia.”

. Nottinghamshire Area Prescribing Committee policy is:

“Liothyronine (oral) is not supported by local NHS endocrinologists and it is not
included in the recommendations for the treatment of hypothyroidism from the
Royal College of Physicians.”

. The position in Scotland is no different to England. In Scotland, thyroid treatment was
debated in the Scottish Parliament on 22 November 2017. In that debate, The Minister
for Public Health and Sport (Aileen Campbell) confirmed:

“She [Jackie Baillie] described concern that T3 will be removed from the prescribed
medicines list. NHS England might be considering that, but there is no question of
such an approach being taken in Scotland.”
http://www.parliament.scot/parliamentarybusiness/report.aspx?r=11214&i=102192

However, in their Report to Aberdeenshire Integration Joint Board on 14" February
2018, Aberdeenshire Health & Social Care Partnership state, “Liothyronine —
hypothyroidism not supported by NHSG. Convert to levothyroxine which is cheaper.”
http://committees.aberdeenshire.gov.uk/FunctionsPage.aspx?dsid=94109&action=Get
FileFromDB

. However, some CCG’s are prescribing in line with NHS England recommendations:
Pan Mersey Area Prescribing Committee:

“Existing stable patients in primary care may continue to be prescribed liothyronine
by the GP where they are satisfied the patient is benefiting specifically from the use
of liothyronine.”

Wirral CCG also has a policy in line with NHS recommendations and states:

“Advice on Switching from Liothyronine (T3) to Levothyroxine (T4):

Patients who are stable on T3 or T4/T3 combination who have clearly not tolerated
or benefited from T4 (despite adequate length trial of T4) These patients should not
be switched to T4, unless the clinician believes a re-trial of T4 is justified (if clinical
circumstances have changed).”
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Appendix B

Cost of Liothyronine (T3) in other EU countries

Country Tablet and source £ cost

Sweden 25mcg 100 tablets £25.00 (276 Kr)
Norway 25mcg 100 tablets £24.60 (276 NOK)
Germany 20mcg 100 tablets £25.46 (30.15 Euro)
France 25mcg 100 tablets £9.83 (11.60 Euro)
Portugal 25mcg 100 tablets £17.96 (21.20 Euro)

Netherlands

25mcg 100 tablets

£86.40 102 Euro)

Spain

25mcg 100 tablets

£1.74 (2.06 Euro)

UNITED KINGDOM

20mcg 100 tablets

£920 for 100 tabs

Source: Paul Robinson 8/5/17 patient based information.
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Appendix C

Thyroid Patient Care and Treatment Options

1. Patients initially diagnosed with hypothyroidism are routinely prescribed levothyroxine.
Many patients are well on levothyroxine. Liothyronine in combination with
levothyroxine, or on its own, is only prescribed following clear signs that levothyroxine
alone is not working. In many cases patients report this only after years of
levothyroxine only treatment. Liothyronine is only prescribed when patients have
attempted treatment with levothyroxine and remain symptomatic.

In 2015 Thyroid UK ran their Hypothyroid Experiences Survey in which 5,159 people
took part. The survey concluded “Based on the respondents’ answers regarding
responses to levothyroxine, we would suggest that the proportion of people that don’t
respond to levothyroxine is 12.5% rather than the 5% - 10% reported in other studies.”
- http://www.thyroiduk.org.uk/tuk/TUK PDFs/patient-experience-
survey/Hypothyroid%20Patient%20Experiences%20Survey%20-%20V1.pdf

2. NHS England and CCGs promote levothyroxine as an effective alternative to
liothyronine. This is not the case, they are fundamentally different thyroid hormones,
biologically and chemically. In promoting levothyroxine (synthetic T4) as a valid
alternative the CCGs and NHS are ignoring known causes that leave thyroid patients
unable to convert the inactive thyroid hormone (thyroxine) T4, to the active thyroid
hormone (triiodothyronine) T3 (including DIO2 and DIO1 genetic defects).

3. Thyroid Patient Advocacy undertook a survey and found that there are many
patients who do not respond well to levothyroxine only therapy.
http://tpauk.com/main/wp-content/uploads/2016/01/Survey-Finds-Thousands-of-
Patient-Counterexamples-to-L-T4-Monotherapy.pdf

4. The BTA guidelines recommend the testing of T3 levels as part of the thyroid blood
panel tests on the thyroid. Currently TSH and only sometimes T4 is tested. However,
the NHS (based on the existing NICE Clinical Knowledge Summaries, which are
currently under review) does not routinely test T3 levels. Because T3 levels are not
routinely tested it is possible that the number of patients who have below range T3
may well be understated.

5. The thyroid affects nearly every bodily function. In healthy patients the thyroid
produces both thyroxine (T4) and triiodothyronine (T3). In order to provide more T3
than the 20% produced by the thyroid, the body converts T4 into the active, useable,
hormone T3. This active T3 hormone is required by all cells in the body to function
correctly. For those with conversion issues the inactive T4 hormone is not converted
into the active hormone T3. Shortage of T3 can result in a wide range of symptoms.
This is not an exhaustive list but it demonstrates the range of health issues for
hypothyroid patients if not properly treated.

a. Psychological and cognitive e.g. brain fog, peripheral brain neuropathy,
anxiety, depression and increased risk of developing dementia or Alzheimer’s
disease.

b. Gastro complications e.g. constipation, bloating, bowel obstruction, gallstones
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General symptoms: Slow metabolism and associated weight gain, hair loss,
negative impact on adrenal cortex, eyebrow thinning, reactive hypoglycaemia,
type 2 diabetes, breathing difficulties, dry skin, chronic autoimmune urticaria,
angioedema, gum and dental issues, lower energy levels and general
weakness, migraine, tinnitus and vertigo.

Musculoskeletal e.g. fibromyalgia, carpel tunnel and arthritis

. Cardiovascular e.g. blood pressure abnormalities, cholesterol abnormalities,
and heart abnormalities such as dilated cardiomyopathy.

Gynaecological e.g. Infertility including miscarriage, PCOS, endometriosis and
menstrual changes

Liver and kidney function including chronic kidney disease.
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Appendix D
Extract of Correspondence with Concordia International Rx UK Ltd

Questions posed to Concordia:

1) When will the “significant reduction” in cost of liothyronine, be put into action? Are we
talking weeks, months or years, or a specific date?

2) What specifically in the manufacturing method makes your UK price of T3 5,000% more
expensive than most non-UK suppliers?

“Dear (name withheld)
Thank you for your email.

First of all let me apologise for the delay in responding to the remaining parts of your enquiry.
We have checked and have received confirmation that NHS has never banned or black listed
Liothyronine. Whilst the recently issued guidelines from NHS stated that “prescribers in
primary care should not initiate Liothyronine for any new patient” it went onto clarify that
“prescribing of Liothyronine for any new patient can be initiated by a consultant
endocrinologist in the NHS”. We were also pleased that, following its recent consultation in
the autumn, NHS issued its view on the de-prescribing of Liothyronine in existing patients
stating in the guidelines that “de-prescribing in all patients was not appropriate”. This latest
NHS recommendation is consistent with the existing clinical guidelines issued by NICE which
states “Combination therapy with LT4 and LT3 may be considered by endocrinology
specialists as an experimental approach in people who have persistent symptoms despite
compliance with LT4 treatment and a TSH value in the normal range”.

Therefore, in terms of your key concerns about ongoing supply, p