Bilaga/Annex EudraCT-nr: 2020-000233-41

Vanligen observera att om det finns vasentliga invandningar (se A nedan), maste de bemotas och
klargéras innan ansdkan om vasentliga &ndringar kan godkannas. Om svaren inte &r godtagbara, kan
ansokan avslas. Eventuella kommentarer (se B nedan) utgdr inte avslagsskal, men det
rekommenderas att de beaktas. Sponsors svar till Lakemedelsverket pa invandningar och
kommentarer nedan kan formuleras antingen pa svenska eller engelska.

Please note that if there are major objections (see A below), they need to be answered and clarified
before the application regarding substantial amendment can be accepted. If these issues are not
answered to satisfaction, the application can be rejected. Comments (see B below) are not grounds
for non-acceptance, however they should be taken into consideration. The answers to the objections
or comments below can be submitted by the sponsor to the Medical Products Agency either in
Swedish or in English.

Farmaceutisk bedémning/Pharmaceutical assessment

A. Vasentliga invandningar/Major objections Ja/Yes [X] Nej/No []

The information in the protocol (version 11, dated 2022-12-22) and the cover letter regarding
the site which provides the study specific labelling of IMP Angusta® are not harmonised.
According to the protocol the study specific labelling is provided by the pharmacy, but based
on the information in the cover letter it can be assumed that Tamro provides the labelling.

- Please clarify, and update the protocol accordingly:
a) which site is responsible for the study specific labelling of the IMP Angusta®
b) if the IMP Angusta® is delivered via Tamro from Norgine to the pharmacy

B. Kommentarer/Comments Ja/Yes [] Nej/No [X]

Preklinisk bedémning/Non-clinical assessment

A. Vasentliga invandningar/Major objections Ja/Yes [_] Nej/No [X]

B. Kommentarer/Comments Ja/Yes [] Nej/No [X]

Statistisk bedomning/Statistical assessment

A. Vasentliga invandningar/Major objections JasYes [] Nej/No [X]
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B. Kommentarer/Comments Ja/Yes [_] Nej/No [X

Farmakokinetisk beddomning / Pharmacokinetic assessment

A. Vasentliga invandningar/Major objections Ja/Yes [] Nej/No [X]

B. Kommentarer/Comments Ja/Yes [] Nej/No [X]

Klinisk bedémning / Clinical assessment

A. Vasentliga invandningar/Major objections Ja/Yes [_] Nej/No [X]

B. Kommentarer/Comments Ja/Yes [] NejiNo [X]

Regulatorisk beddomning/Regulatory assessment

A. Vasentliga invandningar/Major objections JasYes [X] Nej/No []

Av Lakemedelsverkets foreskrifter om kliniska lakemedelsprovningar pa méanniskor (LVFS
2011:19, 4 kap. 3 och 4 88) framgar att legitimerad ldkare eller legitimerad tandlakare
ansvarar for att inhamta samtycke till deltagande i en klinisk lakemedelsprévning. |
utpraglade undantagsfall far samtycke inhdmtas av annan hélso- och sjukvardspersonal.
Exempel kan vara att behandling enligt provningsprotokollet maste inledas under
omsténdigheter dar lakare inte kan narvara (t.ex. under ambulanstransport).

- Dadet i foreliggande studie inte finns nagra hinder for lakare att narvara vid inklusion av
forsoksperson i studien, finns ej forutsattning for delegering av uppgiften att inhdmta
informerat samtycke till barnmorska.

B. Kommentarer/Comments Ja/Yes [] Nej/No [X]

a) Ansokningsformular/EudraCT application form

b) Regulatoriska rad/Regulatory advice
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