EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Committee for Medicinal Products for Human Use (CHMP) L4

22 July 2021 @
EMA/338599/2021 c

Summary of opinion? (initial authorisation)

Imatinib Koanaa
imatinib {

On 22 July 2021, the Committee for Medicinal Products for H se (CHMP) adopted a positive
opinion, recommending the granting of a marketing authoriSatioh for the medicinal product Imatinib
Koanaa, intended for the treatment of leukaemia and R.ﬂestinal stromal tumours.

The applicant for this medicinal product is KOANAA Healthtare GmbH.

Imatinib Koanaa will be available as an 80 mg/ Qsolution. The active substance of Imatinib Koanaa
is imatinib, a protein kinase inhibitor that pote irthibits the activity of the Bcr-Abl tyrosine kinase (TK),
as well as several receptor TKs (ATC code:%E 1).

Imatinib Koanaa is a hybrid medicine2 of @c, which has been authorised in the EU since 7 November
2001 in the form of film-coated tablet tinib Koanaa contains the same active substance as Glivec,

but it is an oral solution. b

Studies have demonstrated the @actory quality of Imatinib Koanaa, and its bioequivalence to the
reference product Glivec. (

The full indication is: Q
Imatinib Koanaa is\ii'cated for the treatment of

e adultand ric patients with newly diagnosed Philadelphia chromosome (bcr-abl) positive
(Ph+) ic myeloid leukaemia (CML) for whom bone marrow transplantation is not considered
as the irst line of treatment.

e ad \d paediatric patients with Ph+ CML in chronic phase after failure of interferon-alpha
y, or in accelerated phase or blast crisis.

It and paediatric patients with newly diagnosed Philadelphia chromosome positive acute
lymphoblastic leukaemia (Ph+ ALL) integrated with chemotherapy.

! Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued 67
days from adoption of the opinion

2 Hybrid applications rely in part on the results of pre-clinical tests and clinical trials for a reference product and in part on new
data.
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e adult patients with relapsed or refractory Ph+ ALL as monotherapy.

e adult patients with myelodysplastic/myeloproliferative diseases (MDS/MPD) associated with
platelet-derived growth factor receptor (PDGFR) gene re-arrangements.

e adult patients with advanced hypereosinophilic syndrome (HES) and/or chronic eosinop
leukaemia (CEL) with FIP1L1-PDGFRa rearrangement.
The effect of Imatinib on the outcome of bone marrow transplantation has not been d% ined.
*
Imatinib Koanaa is indicated for

e the treatment of adult patients with Kit (CD 117) positive unresectable and/@etastatic
malignant gastrointestinal stromal tumours (GIST). Q

e the adjuvanttreatment of adult patients who are at significant risk of&pse following resection

of Kit (CD117)-positive GIST. Patients who have a low or very low rigk ®f recurrence should not

receive adjuvant treatment. @

e the treatment of adult patients with unresectable dermatofib;ﬁa;]rcoma protuberans (DFSP) and

adult patients with recurrent and/or metastatic DFSP who t eligible for surgery.

In adult and paediatric patients, the effectiveness of Imatir%based on overall haematological and
cytogenetic response rates and progression-free surviva
response rates in Ph+ ALL, MDS/MPD, on haematologj Q
response rates in adult patients with unresectabl n@ metastatic GIST and DFSP and on
recurrence-free survival in adjuvant GIST. The efhnce with Imatinib in patients with MDS/MPD
associated with PDGFR gene re-arrangements i ry limited (see section 5.1). Exceptin newly
diagnosed chronic phase CML, there are no ed trials demonstrating a clinical benefit or
increased survival for these diseases.

Imatinib Koanaa should be prescribed by &m’ans experienced in the treatment of haematological
malignancies and malignant sarcomas.

Detailed recommendations for the u is product will be described in the summary of product

characteristics (SmPC), which will i lished in the European public assessment report (EPAR) and
op

made available in all official Eu @ Union languages after the marketing authorisation has been
# ion.
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