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GENERAL POLICY Policy Ref:
17/10 (EBC)
Treatment Armour thyroid
(brand name, (thyroid tablets USP, Forrest Pharmaceuticals) and
manufacturer): other non- UK licensed products

For the treatment
of:

Hypothyroidism

Background:

Armour thyroid has been requested by patients who
would like such treatment to be funded by the NHS
despite the availability of UK-licensed thyroxine
products.

Commissioning
position:

Armour thyroid for the treatment of hypothyroidism is not
routinely funded.

Effective from:

24™ September 2010

Summary of
evidence:

Armour thyroid is not a licensed medicine in the UK.
Licensed thyroxine preparations are available and widely
prescribed.

There is no rationale behind the use of a combination of
levothyroxine and liothyronine, or of dried thyroid
hormone extracts. A combination of the two, in both non-
and physiological proportions, has not consistently been
shown to be more beneficial than levothyroxine alone
with respect to cognitive function, social functioning and
wellbeing in a limited number of patients.

Equality Impact:

No formal EIA required.
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Distribution/Target | IFR Managers

Audience: Directors of Commissioning

Directors of Public Health

Contracting Leads

PCT Nominated Officers

SHA — (Chris Welsh, Michelle Cossey)

cc: Cancer Networks

Additional Information

1) Armour Thyroid (USP) and combined thyroxine/ tri-iodothyronine as
Thyroid Hormone Replacement
British Thyroid Association Executive Committee - February 2007

Part 1. Use of Armour Thyroid

A. Armour Thyroid contains both thyroxine (T4) and tri-iodothyronine (T3)
extracted from the thyroid gland of pigs. One grain, about 60 mg, of
desiccated pig thyroid extract contains about 38mcg of T4 and 9mcg of T3, a
ratio of around 4 to 1. The normal concentration of these hormones in the
human thyroid is, however, at a ratio of 14 to 1. In other words, Armour thyroid
extract contains excessive amounts of T3 relative to T4 when used to replace
thyroid hormone in man. Moreover, as pig thyroid contains other substances
apart from T4 and T3, Armour Thyroid is not a pure preparation of thyroid
hormones. Historically, extracts of animal thyroid glands were the only way to
treat thyroid underactivity, but since the 1950s pure synthetic thyroid
hormones have been available in tablet form (thyroxine sodium [T4] and
liothyronine [T3]).

B. The concentration of thyroid hormones in Armour Thyroid USP is regulated
by the manufacturer to United States Food and Drug Administration (FDA)
standards. Despite this, there have been significant problems with the stability
of Armour Thyroid in recent years, prompting a massive recall of tablets.1
Because of these stability problems with Armour Thyroid, there is potential for
fluctuations in thyroid hormone levels in the blood of patients treated with
Armour Thyroid. These fluctuations may be unpredictable and have adverse
effects on patients’ health.

C. There is no evidence to favour the prescription of Armour Thyroid in the
treatment of hypothyroidism over the prescription of thyroxine sodium, as
supplied in the United Kingdom. There has never been a direct comparison of
these two treatments. The BTA committee cannot recommend a treatment
with possible side-effects, when a safe and equally well-established treatment
exists.

D. Armour Thyroid is not on the British National Formulary and is not a

licensed therapy in the UK. Mr. G. Matthews, the Pharmaceutical Assessor of
the Medicines and Health Care Products Regulatory Agency, in a letter sent
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to BTA dated 19 October 2005, has clarified that “The regulations on medicine
allow doctors to prescribe an unlicensed medicine for a patient to meet such a
special clinical need, on their own direct personal responsibility. Where these
unlicensed medicines are not available in the UK they can be imported by
appropriately licensed medicines wholesalers, for supply to a doctor or
pharmacy, to meet these needs.”

E. The cost of Armour Thyroid may be up to £20 per month, compared to an
equivalent cost of £1 per month for thyroxine. Furthermore, Armour Thyroid is
not eligible to be claimed on the prescription exemption certificate (FP10).

Part 2. Use of Combination Thyroxine/ Tri-iodothyronine (Liothyronine)
Therapy

A. There is no currently available tablet preparation containing thyroxine and
tri-iodothyronine (T4/T3) in a combination that adequately reproduces the
relative quantities of these hormones produced by the human thyroid gland.
Neither is there a preparation that produces a sustained release of thyroid
hormones in a pattern similar to that from the human thyroid gland.

B. Having been disregarded as a therapeutic approach to the treatment of
hypothyoidism since the 1970s, interest in combination thyroxine/tri-
iodothyronine (T4/T3) therapy was re-ignited by a study of 31 patients
published in 1999.2 Although this study showed promising results, with
improvement in quality of life, wellbeing and brain (psychometric) function with
combination therapy, the majority of the patients in the study had been treated
previously for thyroid cancer. The relatively high doses of thyroxine that
formed the routine treatment for thyroid cancer (compared to a lesser
replacement dose that would be normal in hypothyroidism) could have
confounded the results of the study.

C. Since this initial study, there have been a further seven rigorously
conducted (“‘randomised, double-blind, placebo-controlled”) studies,
encompassing more than 900 hypothyroid patients (summarised in refs. 3 &
4). None of the subsequent studies showed a beneficial effect of combined
T4/T3 therapy on measures of wellbeing, health and mental functioning.
Three of the seven studies show harmful or undesirable effects of the T4/T3
combination.

D. In three of the subsequent studies of combination treatment, the patients
were asked which treatment they preferred, and in two of these 3 studies
more patients preferred the combination T4/T3 therapy. There is no obvious
explanation for these observations, and it may or may not be a reproducible
effect.

E. The BTA keeps an open mind about whether using an appropriate
formulation of T4/T3 combination tablet would, in the future, provide health
and quality of life benefits in the treatment of hypothyroidism for a subgroup of
patients. However, based on the current evidence from rigorous studies of
large numbers of patients using the currently available formulations of
synthetic thyroid hormones, combined T4/T3 cannot be recommended
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because of a lack of benefit and a small number of undesirable and harmful
effects seen on combination treatment.

British Thyroid Association Executive Committee, March 2007
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What is the rationale for using a combination of levothyroxine and liothyronine
(such as Armour thyroid) to treat hypothyroidism?

2008

There is no rationale behind the use of a combination of levothyroxine and
liothyronine, or of dried thyroid hormone extracts. A combination of the two, in
both non- and physiological proportions, has not consistently been shown to
be more beneficial than levothyroxine alone with respect to cognitive function,
social functioning and wellbeing in a limited number of patients.

Use of dried thyroid hormone extracts, such as Armour thyroid, is generally
not recommended.

The variation in hormonal content and large amounts of liothyronine may lead
to increased serum concentrations of T3 and subsequent thyrotoxic
symptoms, such as palpitations and tremor. Whilst it is possible that some
patients might benefit from the use of combination treatment or Armour
Thyroid, the parameters identifying such a patient group have yet to be clearly
identified.
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