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of TAC and 23,840 children and 37,417 adults who were new users
of PIM in each group matched with current users of moderate- to
high-potency TCS. Denmark and Sweden contributed
approximately 70% of the users of TAC. Figure 1 presents specific
numbers for the TAC and PIM cohorts.

In children, there were no events of MM or NMSC in the TAC
cohort; there were two events of MM and one event of NMSC in the
TCS cohort. For PIM, there were no events of MM and one event of

Risk of Skin Cancer in Users of Topical Tacrolimus, =5 CPRD
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RESULTS

 We included 19,948 children and 66,127 adults who were new users

* In adults, the pooled corrected IRR (95% CI) for current single use

of TAC versus TCS was 0.90 (0.66-1.22) for MM and 1.08 (0.98-1.19)
for NMSC. The pooled corrected IRR for current single use of PIM
versus TCS was 1.16 (0.87-1.56) for MM and 1.20 (1.07-1.35) for NMSC
(Figure 4 and Figure 5). There was heterogeneity of results across
databases for PIM.

The analysis of time since start of exposure showed higher
adjusted IRRs for MM and NMSC in the first 6 months following the
start of treatment than in later periods (Figure 6).

related health care authorities and several pharmaceutical companies. NMSC in the PIM cohort: there was one event of MM and one event

of NMSC in the TCS cohort. The IRR for NMSC comparing PIM with
TCS was 1.24 (0.21-7.41).

* In children, IRRs for TCS versus untreated were 1.93 (0.16-23.03) for
MM and 0.94 (0.06-15.66) for NMSC. In adults, IRRs were 0.87
(0.74-1.03) for MM and 119 (1.11-1.27) for NMSC.
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coauthors do not have conflicts to disclose. « Summary results on the incidence rates and 95% Cls for MM and

NMSC among adults for the TAC and PIM cohorts are displayed in
Figure 2 and Figure 3.

BACKGROUND

+ Topical tacrolimus (TAC) is indicated for the treatment of moderate
to severe atopic dermatitis (AD), and topical pimecrolimus (PIM) is
indicated for mild to moderate AD.

Figure 1. Number of TAC and PIM Users by Data Source: Children and Adults
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« Concerns about a potential increase in risk of cancer with the use 25,387

of these medications emerged from the increased risk of
lymphomas, non-melanoma skin cancer, and melanomas observed
with the systemic use of tacrolimus in organ transplant, in animal
studies, and in a small number of case reports.™ Therefore,
evaluation of the long-term safety profile of TAC related to a
potential increased risk of skin cancers is of relevance to patients
and public health.
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We conducted a post-authorization safety study to evaluate the risk
of skin cancer and lymphoma associated with the use of TAC (EU
PAS Register ID 4357).
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OBJECTIVE
The main objectives of this study were to estimate the incidence
rate of malignant melanoma (MM) of skin and non-melanoma skin 0
cancer (NMSC) in the pediatric (aged <18 years) and adult (aged >
18 years) populations comparing cohorts of new users of TAC and
new users of PIM with current users of moderate- to high-potency
topical corticosteroids (TCS) and users of TCS with general
population untreated subjects.
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Figure 2. Incidence Rates and 95% Cls of MM and NMSC Among Adults in TAC Cohort Compared With TCS Cohort
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data source; in addition, in the PHARMO and Swedish data, IRRs
were also adjusted by type of prescriber of the first prescription, as
a proxy for severity of AD.

Figure 3. Incidence Rates and 95% Cls of MM and NMSC Among Adults in PIM Cohort Compared With TCS Cohort
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Figure 6. Adjusted IRRs and 95% Cls of MM and NMSC Among Adults in TAC and PIM Cohorts Compared With TCS by Time Since Start of
Exposure
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