Sehr geehrte Damen und Herren,

der BAH ist auf eine Initiative der Firma „Lhasa Ltd.“ gestoßen, Daten über Elementverunreinigungen bei Hilfsstoffen zu teilen. Einer E-Mail-Anfrage unsererseits wurde mit der nachfolgend aufgeführten E-Mail von Seiten der Firma Lhasa beantwortet:

Betreff: RE: Q3D Database

Dear Heike,

Many thanks for your email and your interest in the Elemental Impurities Data Sharing Initiative. I would like to apologise for my late reply, I have been travelling in Japan during the past week. I am still in Japan currently, returning in the office next week.

We would love the opportunity to talk to you and your members about it. I am happy to come onsite if you wish with one consortium representative. Would you be able to organise a meeting with all your members which are interested to find out more? Alternatively, we can arrange a web conference and present on the database. We had a seminar back in Dec 2016, please see a link with a presentation on use cases, by Andrew Teasdale:  https://www.lhasalimited.org/publications/?custom_in_RelatedEvent=4032&orderby=Name. The presentation is also recorded. We also published an Q&A list on our website, feel free to check it out: https://www.lhasalimited.org/research-and-collaboration/elemental-impurities-faqs.htm.

Regarding sponsorship fees, we do have fix prices. As we are a not-for-profit companies, the prices set are for us to cover the development of the database, data curation, technical support and training. The prices differ as we take into account the size of the company. A large company would pay an annual sponsorship fee of £10,556 only if they are a Lhasa member. If they are not a Lhasa member, they will need to contribute an additional ~£2700 for the membership fee. Smaller companies will have discounts. The licence model we put in place would allow the use of the database by an unlimited number of users at unlimited number of sites of the company sponsoring this. However, please note that a condition to join this initiative would be by donating EI data. Again, we do not have a fix number of how many excipient data should be donated, we are generally flexible. Large companies, usually donated at least 25 excipients with 3 batches/excipient. We can be flexible with smaller companies, it will be a discussion case by case. 

All data submitted by member organizations are appropriately blinded by Lhasa. Member organizations will have complete access to excipient names and their corresponding EI profiles, but will not have access to information such as excipient manufacturer and/or vendor. Maybe it is worth mentioning that the database also contain data donated by a major excipients supplier.

Please let me know how would you like to proceed.

Many thanks again. I am looking forward to hearing from you.

Crina
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	Dr. Crina Heghes
Business Development Manager
Email: Crina.Heghes@lhasalimited.org   
Phone:  +44 (0)113 3946060




Wir sollten im Rahmen der bevorstehenden Ausschusssitzung darüber diskutieren, ob bzw. inwieweit Firmen unter den Bedingungen (die sich insbesondere aus den Internetinformationen, die in den in der E-Mail aufgeführten Links stehen, ergeben), bei dieser Initiative mitwirken möchten.


Mit freundlichen Grüßen
Dr. Ehrhard Anhalt

Leitung Pharmazeutische Technologie / Medizinprodukte

Bundesverband der Arzneimittel-Hersteller e.V.
Geschäftsstelle Bonn
Ubierstraße 71-73 | 53173 Bonn
Tel.: 0228 / 95745-20 | Fax.: 0228 / 95745-90
E-Mail: anhalt@bah-bonn.de | Web: www.bah-bonn.de 
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