When it comes to managing hypothyroidism, precision matters'

Supporting consistent treatment starts with the patient care team

The standard of care for hypothyroidism is levothyroxine, Clinical guidelines recommend consistent Patients prescribed levothyroxine are Some patients do not achieve

a narrow therapeutic index (NTI) drug'? treatment.’ Help patients understand why. switched often at the pharmacy® lab results in the normal range,
When medication is classified as an NTI drug, it means that even small changes to the dose can lead The American Association of Clinical Endocrinologists and the The retrospective Formulation Changes cohort study preventlng them from reSOIVIng
to over- or undertreatment. This may result in serious adverse drug reactions or therapeutic failures.? American Thyroid Association treatment recommendations include™ used electronic health records data and administrative sym ptoms4'5*

claims data from 25,076 patients.
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of patients switched levothyroxine products® The retrospective Treatment Adequacy study found
Understand that small changes ) ) ) that about 20% of patients taking thyroid medications
Impact of overtreatment Impact of undertreatment can affect thyroid-stimulating tT:e B 't’?aslfeterm'”led ﬁhagcertak')” 'evgt?)é“;x'(’j"e Ecrk‘]’fﬁcis ore did not achieve normal TSH levels.5
in the general population includes*: in the general population includes*: e (1S ) [l el M BT et b el sl L sitee Bl s 1 Overall 811% (ICI: 80.4-818]; N=9,130) of patients had normal mean TSH
expectation that the substituted product will produce the same levels, and 11.7% (ICI: 111-12.3]; N=1,312) and 7.3% (ICI: 6.8-7.8]; N=817) had
Anxiety Fatigue clinical effect and safety profile as the reference product.® high and low TSH levels, respectively.s
' *Treatment adequacy and change formulations study®: This was a claims database descriptive, retrospective
- Tremors - Brain fog observational study that used the Optum Integrated Electronic Health Records and administrative claims data for the period of
March 1, 2013 to February 29, 2020.
- Heat intolerance - Weight gain This study had 2 cohorts; the first cohort looked into TSH values retrospectively to assess treatment adequacy and define the
o . ratios of treated patients with TSH values within the normal range. The second study cohort focused on the number of changes
- Heart palpitations - Joint and muscle pain Maintain consistent treatment in levothyroxine formulation a given patient may have within 12 to 24 months.
preparation, from refill to refill Limitations of the study: The data presented should be interpreted as associations only, not causation. The data are based upon
- Sleep problems - Elevated cholesterol past prescription claims information, which may not completely capture the conditions and outcomes documented in the medical
records and is thus subject to differential follow-up losses, covariables, and potential confounders.
Switching levothyroxine "Impact of switching study’
. . To investigate the clinical effects of switching from one levothyroxine formulation to another levothyroxine medication, researchers conducted a large-scale retrospective analysis using de-identified
fo.rmulatlons was assomated SWITCHINGV\6Y¢: QSSOCIATED patient information from the Optum Clinformatics™ DataMart, a major US healthcare database. The study examined data over a 16-year period, from May 2000 to March 2016.
with out-of-ra nge TSH lab The study identified a population of adult patients with hypothyroidism who had been stable and compliant with a levothyroxine treatment for an initial 6-month “lead-in” period. Following this,
resu |t$7 o o) patients were categorized into 2 cohorts: “continuous users,” who continued to fill prescriptions for the original/starting levothyroxine formulation, and “switchers,” who filled a prescription for an
/O /o alternative levothyroxine formulation.
In a retrospective cohort analvsis of database o To create a fair comparison between these 2 groups, the researchers employed a statistical technique known as propensity score matching. This method allowed them to create 2 balanced cohorts
claims usirrm)g clectronic healthyrecords data from of 9,925 patients each, ensuring that the continuous users and switchers were similar in terms of age, sex, geographic location, insurance type, and prior health status.
19,850 patients comparing continuous users taking HIGHER LIKELIHOOD OF AN OUT-OF- After matching, both groups were observed for a 2-year “post-period.” A primary goal was to compare the likelihood of having a TSH level outside the recommended clinical range.
consistent levothyroxine formulation and patients RANGE TSH LABORATORY RESULT” Limitations of the study: This is a retrospective database review. This study does not imply that positive outcomes can only be achieved if patients remain on continuous use of only one
who switched from consistent formulation to an levothyroxine product. No comparisons between levothyroxine products can be drawn from this presentation. It is important to note that it is probable that the same results would be achieved if
alternative formulation of levothyroxine. patients started and stayed on any levothyroxine formulation.

HYPOTHYROIDISM IS A LIFELONG CONDITION THAT REQUIRES CONSISTENT TREATMENT, FROM REFILL TO REFILL.#
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Precise. Consistent. Trusted.

MAKE SURE IT'S SYNTHROID (levothyroxine sodium)

The Synthroid Delivers Program makes it simple for ﬁ// /&ﬂm, regardless of insurance status, to stay consistent with Synthroid

The Synthroid Delivers Program is a
cash-pay, direct-to-patient pharmacy

with many benefits
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Always Synthroid. No substitutions.
With the Synthroid Delivers Program,
every pill is always the same, from one
refill to the next, exactly as the doctor
prescribed.

A simple cash-only program

No insurance. No prior authorizations.

Price assurance

Consistent pricing. Patients pay only $25

a month with a 90-day prescription.

Consistent home delivery and
automatic refills

Live pharmacy support
Monday—Friday, 8 am—8 pm ET
Phone: 844-438-7968

Fax: 877-816-5523

~98 %

of patients enrolled in the Synthroid Delivers
Program are extremely likely to recommend

the program to friends and family.®

America’s #1 prescribed branded hypothyroidism medication with 12 dosing options®'°*

25 mcg 50 mcg 75 mcg 88mcg 100 mcg
orange white violet olive yellow

It's a simple start to get your patients
brand-name Synthroid

7 Select the Synthroid Delivers Pharmacy
in your electronic health record (EHR) system.

Synthroid 100 mcg (0.1 mg) oral tablet

Synthroid 200 mcg (0.2[NQ oral tablet
Synthroid Delivers Pharmacy Synthroid 300 meg (0.3 ral tablet

XXX-XXX-XXXX

janedoe@gmail.com

2) Check that your patient’s cell phone number is

accurate in your EHR system as they'll receive a
text from the Synthroid Delivers Program to
continue their enrollment.

Have your patients complete
enrollment in 1 of 3 ways
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Text Online Phone

(844-438-7968)
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137mcg  150mcg 175mcg 200mcg 300 mcg

turquoise blue lilac pink green

*February 2019 through January 2025. | Tablets shown not actual size and may not represent exact color.

INDICATIONS AND IMPORTANT SAFETY INFORMATION?
Indications

Hypothyroidism

SYNTHROID® (levothyroxine sodium) tablets for oral use is an L-thyroxine
(T4) indicated in adult and pediatric patients, including neonates, as a
replacement therapy in primary (thyroidal), secondary (pituitary), and
tertiary (hypothalamic) congenital or acquired hypothyroidism.

Pituitary Thyrotropin (Thyroid Stimulating Hormone, TSH) Suppression
SYNTHROID is indicated in adult and pediatric patients, including neonates,
as an adjunct to surgery and radioiodine therapy in the management of
thyrotropin-dependent well-differentiated thyroid cancer.

Limitation of Use

SYNTHROID is not indicated for suppression of benign thyroid nodules and
nontoxic diffuse goiter in iodine-sufficient patients, as there are no clinical
benefits and overtreatment with SYNTHROID may induce hyperthyroidism.

SYNTHROID is not indicated for treatment of hypothyroidism during the
recovery phase of subacute thyroiditis.

Important Safety Information

WARNING:

Thyroid hormones, including SYNTHROID, either alone or with other
therapeutic agents, should not be used for the treatment of obesity or
for weight loss. In euthyroid patients, doses within the range of daily
hormonal requirements are ineffective for weight reduction. Larger doses
may produce serious or even life-threatening manifestations of toxicity,
particularly when given in association with sympathomimetic amines
such as those used for their anorectic effects.

CONTRAINDICATIONS

- SYNTHROID is contraindicated in patients with uncorrected adrenal
insufficiency.

WARNINGS AND PRECAUTIONS

- SYNTHROID has a narrow therapeutic index. Overtreatment or
undertreatment with SYNTHROID may have negative effects on
growth and development, cardiovascular function, bone metabolism,
reproductive function, cognitive function, gastrointestinal function, and
glucose and lipid metabolism in adult or pediatric patients. In pediatric
patients with congenital and acquired hypothyroidism, undertreatment
may adversely affect cognitive development and linear growth, and
overtreatment is associated with craniosynostosis and acceleration of
bone age. Titrate the dose of SYNTHROID carefully and monitor response
to titration to avoid these effects.

- In the elderly and in patients with cardiovascular disease, SYNTHROID
should be initiated at lower doses than those recommended in younger
individuals or in patients without cardiac disease. If cardiac symptoms
develop or worsen, the SYNTHROID dose should be reduced or withheld
for one week and restarted at a lower dose.

- Patients with coronary artery disease who are receiving SYNTHROID
should be monitored closely during surgical procedures for cardiac
arrhythmias. Monitor patients during concomitant administration of
SYNTHROID and sympathomimetic agents for signs and symptoms of
coronary insufficiency.

- Use of oral thyroid hormone is not recommended in myxedema coma.
Products formulated for IV administration should be used to treat
myxedema coma.
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- Patients with adrenal insufficiency should be treated with replacement
glucocorticoids prior to initiating treatment with SYNTHROID. Failure
to do so may precipitate an acute adrenal crisis when thyroid hormone
therapy is initiated.

- Addition of levothyroxine therapy in patients with diabetes mellitus may
worsen glycemic control and result in increased antidiabetic agent or
insulin requirements. Carefully monitor glycemic control after starting,
changing, or discontinuing SYNTHROID.

- Increased bone resorption and decreased bone mineral density may
occur as a result of levothyroxine over-replacement, particularly in
postmenopausal women. To mitigate this risk, patients receiving
SYNTHROID should be given the minimum dose necessary that achieves
the desired response.

ADVERSE REACTIONS

- Adverse reactions associated with SYNTHROID therapy are primarily
those of hyperthyroidism due to therapeutic overdosage.

- In pediatric patients receiving levothyroxine therapy, pseudotumor cerebri
and slipped capital femoral epiphysis have been reported. Overtreatment
may result in craniosynostosis in infants who have not undergone
complete closure of the fontanelles, and in premature closure of the
epiphyses in pediatric patients still experiencing growth with resultant
compromised adult height.

DRUG INTERACTIONS

- Many drugs and some foods affect thyroid hormone pharmacokinetics
and metabolism and may alter the therapeutic response to SYNTHROID.
In addition, thyroid hormones and thyroid status have varied effects on
the pharmacokinetics and actions of other drugs. Administer at least 4
hours before or after drugs that are known to interfere with absorption.
Evaluate the need for dose adjustments when regularly administering
within one hour of certain foods that may affect absorption. Prescribers
should consult appropriate reference sources for additional information
on drug or food interactions with SYNTHROID.

USE IN SPECIFIC POPULATIONS

- SYNTHROID should not be discontinued during pregnancy, and
hypothyroidism diagnosed during pregnancy should be promptly treated.
TSH levels may increase during pregnancy, so TSH should be monitored
and SYNTHROID dose adjusted as needed.

Please see Indication and Important Safety Information,

including BOXED WARNING, regarding inappropriate treatment for
obesity or for weight loss on the left side of this page. Please see
accompanying full Prescribing Information, including BOXED WARNING,
or visit https://www.rxabbvie.com/pdf/synthroid.pdf.
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