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Radiciodine thyroid therapy is indicated in adults and children for:

* Hyperthyroidism: Treatment of Graves’ disease, toxic multinodular goitre or autonomous
nodules.

» Treatment of papillary and follicular thyroid carcinoma including metastatic disease.
Sodium iodide (1311) therapy is often combined with surgical intervention and with antithyroid
medications.
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4.1 Therapeutic indications
Radiciodine thyroid therapy is indicated in adults and children for:

s Hyperthyroidism: Treatment of Graves' disease, toxic multinodular geoitre or autonomous

nodules.
® Treatment of papillary and follicular thyroid carcinoma including metastatic disease.
Sodium iodide {**!l) therapy is often combined with surgical intervention and with antithyroid medicinal
products.
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4.2 Posology and method of administration
This medicinal product should be administered only by authorized healthcare professionals in
designated clinical settings (see section 6.6).

Posology

The activity to be administered is a matter farof clinical judgement. The therapeutic effect is only
achieved after several menthsweeks. The activity of the capsule should be determined before use.

Adults
FerthetTreatment of hyperthyroidism

In case of failure or impossibility to pursue the medical treatment, radioactive iodide may be
administered to treat the hyperthyroidism.

Patients should be rendered euthyroid medically whenever possible before giving radioiodine
treatment for hyperthyroidism.

The activity to be administered i
Heees5aﬁ'—'|3|=|e—d95e—Fequ+Fed—dEpends on the dlagn05|5 the size uf the gland th'g.rrmd uptake and

iodine clearance. It is usually in the range of 200-800 MBq for a patient of average weight (70 kg) but
repeated treatment up to a cumulative dose of 5000 MBg may be necessary. Re-treatment after 6-12

months is |nd|cated for persmtmg hvpedhvrmdmmﬂa%rents—she&ld—b&mﬂdﬂed—eu%hfmld—mediea#f

The activity to be administered may be defined by fixed dose protocols or may be calculated
according to the following equation:

A[MBg) = Target dose (Gy] x target volume {ml) XK
max. uptake 1-131 [%) x effective T 1f2 (days)

under the following conditions

target dose is the tarpet absorbed dose in the whole thyroid gland or in an adenoma
target volume is the volume of the whole thyroid gland [Graves’ disease, multifocal or

disseminated autonomy)

max. uptake |-131 is the max. uptake of 1-131 in the thyroid gland or nodules in % of the
administered activity as established in a test dose

effective T /2 is the effective half- life of 1-131 in the thyroid gland expressed in days

K is 24.67
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The following target organ doses may be used:

Unifocal autonomy 300 — 400 Gy target organ dose
Multifocal and disseminated 150 — 200 Gy target organ dose
Autonomy

Graves' disease 200 Gy target organ dose

In the case of Graves’ disease, multifocal or disseminated autonomy, the above mentioned
tareet organ doses are related to the overall volume of the thyroid gland mass, however in the
case of unifocal autonomy, the target orean dose is only related to the volume of the adenoma.
For recommended doses to target organs, see section 11.

Other dosimetric procedures may also be used including sodium pertechnetate (99mTc)
thyroid uptake tests to determine the appropriate target organ dose (Gy).

FertThyroid ablation and treatment of metastases

The activities to be administered #he—aémi-niat&eé—eet—hti-ti-e&—fullowing total or sub total thyroidectomy
to ablate remaining thyroid tissue are in the range of 1850-3700 MBqg. It depends on the remnant size

and radioiodine uptake. lesubseguentFor treatment for metastases, administered activity is in the range
3700-11100 MBq.

Special populations

Renal impairment

Careful consideration of the activity to be administered is required since an increased
radiation exposure is possible in patients with reduced renal function. The therapeutic use of
sodium iodide {1311) in patients with significant renal impairment requires special attention
(see section 4.4).

Paediatric population

The use of sodium iodide {1311} in children and adolescents has to be considered carefully,
based upon clinical needs and assessing the benefit/risk ratio in this patient group.

In certain cases the activity to be administered in children and adolescents should be
determined after performing an individual dosimetry [see section 4.4).

In children and adolescents, treatment of benign thyroid defects with radioactive iodide is

possible in justified cases, in particular in case of relapse after the use of antithyroid medicinal
products or in case of severe adverse reaction to antithyroid medicinal products (see section
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| Fraction of adult dose
3Ke =010 22¢a =050 424e =078
AKeg=014 24Kg =053 44¥g = 0.80
6Ke =019 26Ke=0.56 46¥e=0.82
8Ke =023 28Ke =058 48Ke =085
R T S
12Ke =032 324e =065 52 54¥e =090
R e e
16Ke=0.40 36Kke =071 50-624e =096
18Ke =044 38Ke =0.73 64-66Kg =098
20Ke=0.46 40Ke =076 68Ke—0.99

Method of administration

FhecapsuleTheracap is administered-for orally use. The capsule should be taken tegetherwith-a-drinkon
an empt'-,r 5tomach #sheﬁd—be—ﬁwaumved—v#mle—

%mﬁ—méré&eep&&hﬁ—The GEI'B‘EH'l'efv—EhGUId be swallawed whaole W|th Eu#heren-t—ﬂﬁ-réabundant
drink to ensure clear passage into the stomach and upper small intestine.Concomitantuse of Ha
. : o hibi . cad.

In case of administration to children, especially to younger children, it must be ensured that
the capsule can be swallowed whole without chewing. It is recommended to give the capsule
with mashed food.

For patlent preparatlon, see section 44&&Ef—h+gh—d65954ﬁed—e—g—fer;the—ﬂea%ment—e$—tbﬁeré
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