RTI(H)(s)

Health Solutions

Physician Knowledge of Safe Use of Cyproterone
Acetate Monotherapies and Meningioma

Carolyn Sweeney, Alicia Gilsenan,' Brian Calingaert,! Carsten Moeller,?

Gesa Schomakers,? Alen Sok,> Ruth Holzmann,? Federica Pisa?

'RTI Health Solutions, Research Triangle Park, NC, United States; 2Bayer AG, Berlin, Germany; *Bayer d.o0.0. Sarajevo, Bosnia and Herzegovina

DISCLOSURES

B. Calingaert, A. Gilsenan, and C. Sweeney are full-time employees of RTI Health Solutions, which received
funding from Bayer AG to conduct this study. The contract between RTI Health Solutions and the sponsor
includes independent publication rights. C. Moeller, G. Schomakers, A. Sok, R. Holzmann, and F. Pisa are
full-time employees of Bayer Pharma AG, the funder of this study.

BACKGROUND

* Cyproterone acetate (CPA) is a synthetic progesterone derivative with antiandrogenic properties
indicated as monotherapy for moderate and severe signs of androgenisation in women (e.g., hirsutism,
androgenetic alopecia, acne, and seborrhoea), reduction of drive in sexual deviations in men, and
antiandrogen treatment of prostate cancer.

Percentage of physicians (%)

* Approved indications for CPA monotherapy differ among the various strengths and among countries in
which CPA monotherapy products are authorised.

* In 2020, the special warning and precaution about meningioma risk was updated in the summary of
product characteristics (SmPC) for CPA monotherapies, and a direct healthcare professional
communication (DHPC) was distributed.

OBJECTIVE

* To assess physicians’ receipt and knowledge of key safety information pertaining to meningioma
risk with the use of CPA monotherapy.

METHODS

* Study Design: Observational, cross-sectional physician survey conducted in France, Germany, Poland,
Spain, and the Netherlands

Figure 1. Overview of Study Activities

DEVELOP PROTOCOL
AND QUESTIONNAIRE
@

HEALTH AUTHORITIES
REVIEW AND APPROVAL

COGNITIVELY PRETEST

QUESTIONNAIRE AND \
FINALIZE MATERIALS
©
- In local language :

SUBMIT TO ETHICS
COMMITTEE IN EACH
COUNTRY WHERE REQUIRED

RECRUIT PHYSICIANS FROM
ONLINE PHYSICIAN PANEL

o
« Eligibility criteria
— Located in country of interest
— Specialty: dermatology,
endocrinology, gynaecology,
urology, oncology, psychiatry,
or general practice
— Prescribed CPA-M within
past 12 months

— Worked in office or
hospital setting
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- Data collected
— Prescribing practices

— Physician knowledge about
meningioma risk with CPA-M

— Sources of information
about CPA-M

— Physician characteristics

8 CONDUCT ANALYSIS

« Descriptive analysis overall
and stratified by

— Country

— Physician specialty

— Practice setting

— Time since last prescribed CPA-M

— Time since last read sources of
information about CPA-M

— Years in practice
— Gender

TARGET: 600 completed surveys
between 18 Oct 2021-16 Dec 2021
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« Submit final study report to
Health Authorities

CPA-M = CPA monotherapy.

aWhile completing the survey, physicians were not able to go back to previous questions, prohibiting them from changing their
answers based on subsequent questions.

The power of knowledge.
The value of understanding.

Knowledge Questions

Receipt and Review of Revised SmPC and DHPC

Figure 2. Distribution of Physician Specialties by Country

RESULTS

Physician Characteristics

Figure 3. What special warning and precaution was recently added in 2020 to the prescribing label for CPA monotherapy? (N = 613)
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Most physicians reported having been practising medicine for

11-15 years (21%), 16-20 years (21%), or more than 25 years (21%), and
only 4% reported that they had been practising for 5 years or fewer.
The majority of physicians characterised their practice as either
office-based (46%) or a university- or research-oriented/teaching
hospital (33%) rather than another type of hospital (21%).

65% of physicians identified as male.
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* Correct response is marked with an asterisk.
Overall, 43% of physicians correctly identified that information about

meningioma in the special warning and precaution section was
updated in 2020 for CPA monotherapy, with awareness highest among
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75% correctly indicated that the risk of meningioma increases with
increasing cumulative doses of CPA monotherapy, and 73% correctly
indicated that treatment with CPA-containing products must be stopped
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Figure 4. Which of the following may be clinical signs and symptoms of meningioma? (N = 613)

Weakness in
extremities*

Memory loss* Seizures*

permanently if a patient is diagnosed with meningioma (Figure 6). Il Dermatology [ Endocrinology
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Overall, 42% of physicians reported receipt of the revised SmPC, and
of those, 69% reported that they read it. Similarly, 40% reported that
they received the DHPC, and of those, 82% reported that they

about CPA monotherapy is true or false. (N = 613)
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Figure 5. Please indicate whether each of the following statements

reviewed it (Table 1). B True* M False
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Figure 6. Please indicate whether each of the following statements
about CPA monotherapy is true or false. (N = 613)
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The risk of meningioma
increases with increasing
cumulative doses
of CPA monotherapy.

If a patient treated with CPA
monotherapy is diagnosed
with meningioma, treatment with
all CPA-containing products must
be permanently stopped.

* Correct response is marked with an asterisk.
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DHPC = Direct Healthcare Professional Communication; SmPC = summary of product characteristics.
@ Percentages are based on the number of physicians who reported that they received the “SmPC.”

b Percentages are based on the number of physicians who reported that they received the “DHPC.”

GP = general practitioner.

@3 participants selected “other” as their specialty.

DISCUSSION

* The knowledge of the risk of meningioma associated with use of CPA monotherapy was high.
* Awareness of the recent updates in the warning and precautions implemented in the label was lower.

* The observed patterns of knowledge among the physicians were as expected—with greatest knowledge on the indicated use of CPA
monotherapy relevant to the per-specialty indication and most important risks of meningioma and less knowledge on more complex
aspects of safe use, especially correct use in indications that were not in the area of specialty of the respective physician (e.g., questions
specific to the dosage of CPA monotherapy).

* Recall of the receipt of the educational materials is consistent with what was measured in a similar study!

CONCLUSIONS

* Knowledge of the clinical signs and symptoms of meningioma, risk of meningioma, and actions to mitigate risk was high despite only 43%
of physicians reporting awareness of the recent changes in the warning and precautions implemented in the label and less than half
confirming receipt of the revised SmPC and/or DHPC.
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