


might result as a consequence of the presentation of the product strength on the labels
compared to the innovator product.
PCS will be recommending that the BRALTUS labels should also include the delivered dose of
tiotropium. For example, “Each capsule contains 13 micrograms of tiotropium (as bromide) and
will deliver 10 micrograms of tiotropium”.
1. Do you think that any further statements are warranted on the BRALTUS labels?
(e.g. Braltus and Spiriva deliver the same dose (10 micrograms))
| note that the company provides quite a justification for the proposed labelling in their response
to Q.2 of the S31. Additionally, this justification states that ‘educational material for HCPs will be
aimed at providing information related to the BE between Braltus and Spiriva; in spite of the
difference in the quantity of API.” A DHCP letter has been included in the response, which
appears to be the version for distribution in Ireland. The company does note that a similar one
will be distributed in Australia prior to launch.
2. | will be asking for the proposed AU version to be provided, is there any objection to a
similar DCHP letter being supplied in Australia? Should any further information be
included?

Product Information
| note your comments made in your Rd 2 report under Pl considerations.
3. The company has proposed to use only one type of capsule (vegetarian Vcaps capsules)
and so | am unclear how best to address your concerns numbered 3 & 4. Could you
please clarify?

Device
For you information, | consider that the in vitro information provided is satisfactory to
demonstrate that the EU and AU reference products are the same.
The sponsor was asked to provide a justification for using different colours on the proposed
delivery device compared to the AU reference product.

4. Are the company’s responses acceptable from a clinical perspective (Q.23)?

Bioequivalence study
The bioequivalence study CLL13002 involved a single dose of two capsules. It was unclear why
two capsules were used as the Pl recommends a single capsule once per day. The sponsor has
provided a justification for why the results of this bioequivalence study can be relied upon.

5. Do you have any concerns relating to the company’s response (Q.27)?

For your information the Round 1 and 2 (draft) PCS reports are: D18-10408790 and D18-
10785551,

Thank you in advance,
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