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On 25 September 2014, the Committee for Medicinal Products for n Use (CHMP) adopted a
positive opinion, recommending the granting of a marketing au ion for the medicinal product
Lymphoseek, 250 pg, kit for radiopharmaceutical preparatioQ ed for diagnostic use only. The
applicant for this medicinal product is Navidea Biophar a@ als Limited. They may request a re-
examination of any CHMP opinion, provided they notify& uropean Medicines Agency in writing of
their intention within 15 days of receipt of the opinit@

ca@. diagnostic radiopharmaceutical (VO91A09) that
teins (CD206) that reside on the surface of
tumour draining lymph nodes (sentinel lymph nodes).

The active substance of Lymphoseek is tilmal
specifically binds to mannose binding recep

macrophages and dendritic cells present i

The benefits with Lymphoseek are it tlity to detect sentinel lymph nodes. The incidence of adverse
events related to Lymphoseek g rs low, and the radiation exposure/ absorbed doses are within
acceptable limits.

A pharmacovigilance pla Lyaphoseek will be implemented as part of the marketing authorisation.

iS7 "This medicinal product is for diagnostic use only. Radiolabelled
Lymphoseek is.in i for imaging and intraoperative detection of sentinel lymph nodes draining a

primary tum ult patients with breast cancer, melanoma, or localised squamous cell carcinoma

of the oral » External imaging and intraoperative evaluation may be performed using a gamma
detecti ce.” It is proposed that this product should only be administered by trained healthcare
proféssi Is with technical expertise in performing and interpreting sentinel lymph node mapping
procedures.

Detailed recommendations for the use of this product will be described in the summary of product
characteristics (SmPC), which will be published in the European public assessment report (EPAR) and
made available in all official European Union languages after the marketing authorisation has been
granted by the European Commission.

1 Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued
67 days from adoption of the opinion.
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The CHMP, on the basis of quality, safety and efficacy data submitted, considers there to be a
favourable benefit-to-risk balance for Lymphoseek and therefore recommends the granting of the
marketing authorisation.
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