NEWBURY

Pomalidomide Newbury
Formular for exponering under graviditet — utfall vid graviditet

Datum (adada-mm-dd): [ Initial rapport [] Uppféljningsrapport [ Slutrapport
Rapportor
Namn: [] Lakare (specialitet )

[] Sjukskoterska
[] Farmaceut
[] Annan hélso- och sjukvardspersonal :

Adress: Land:

Telefon: E-post:

Upgifter om kvinnlig patient
Initialer: Fédelsedatum (4&&a-mm-dd): Alder:

Typ av exponering

[] Kvinnlig patient [] Kvinnlig partner till manlig patient [_] Annat:

Utfall vid graviditet

Lever det nyfodda barnet: [ ] Nej [ ] Ja
Om svaret ar nej, specificera:

Spontan abort (< 20 veckor):

[INej []Ja Datum (4a&a-mm-dd): Fullgdngenhet: Veckor med amenorré
Histopatologi: [ ] Nej []Ja Missbildning: [[] Nej []Ja [] Okant
Uppgifter:

Planerad abort:

[INej []Ja Datum (43a&-mm-dd): Fullgangenhet: Veckor med amenorré
Histopatologi: [ ] Nej []Ja Missbildning: [ ] Nej []Ja [] Okant
Uppgifter:

Skal till abort (dvs. personliga, medicinska, diagnostiserad fostermissbildning...):

D6tt in utero (>20 veckor):
[INej []Ja Datum (4a&a-mm-dd): Fullgdngenhet: Veckor med amenorré

Histopatologi: [ ] Nej [ ] Ja Missbildning: [ ] Nej [ ] Ja [ ] Okant
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Uppgifter:
Mojlig forklaring (specificera):

Utomkvedshavandeskap: [ | Nej [] Ja

Forlossning (fylls i endast om det nyféodda barnet lever)

Datum (3aaa-mm-dd): Fullgangenhet: Veckor med amenorré
Forlossningssatt: [ ] Normal []lgangsatt [ ] Kejsarsnitt

Fosternéd: [] Nej [lJa [ Kronisk [] Akut

Normal placenta: [ ] Nej []Ja [] Okant

Kommentarer:

Det nyfodda barnets tillstand

Kon: (JF M Vikt (g). Langd (cm): Huvudomkrets (cm):

Prematur: [ ] Nej [ ] Ja Dysmatur: [ ]Nej [JJa  Apgar: 1 min 5min 10 min [ ] Okéant

Missbildning: [ ] Nej [] Ja Specificera:

Neonatal patologi: [ |Nej [ ] Ja Specificera:

Omedelbart utfall: Spadbarnet f6ljs upp av:

Amning: [ ] Nej []Ja

Ytterligare information

GRAVIDITETENS FORLOPP
Exponering(ar):
Tobak cig/ldag Alkohol mangd/dag Drogberoende [] Specificera:

Ovrigt:

Sjukdom(ar) under graviditeten:
Hégt blodtryck [ ] Diabetes [ ]  Infektion [] Specificera:

Ovrigt:

Sjukhusvard under graviditeten: [ | Nej [ ] Ja Orsak(er):

Antenatal diagnos: [ | Nej []Ja

Ultraljud: datum och resultat: Bifoga resultaten av ultraljudsundersékningen

Ovriga specifika tester — resultat:
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Retarderad tillvéxt in utero: [ | Nej []Ja

DOSERINGSINFORMATION: Indikation for pomalidomidanvandning:

Behandlingens startdatum
(5434-mm-dd)

Behandlingens
slutdatum
(38a3a-mm-dd)

Daglig dos (mg) Batch nr

Lakemedel som tagits under graviditeten

Generiskt
lakemedelsnamn/
administreringsvag

Dos och
frekvens

Behandlingens
startdatum
(3daa-mm-dd)

Behandlingens | Indikation for anvandning av
slutdatum lakemedel
(3daa-mm-dd)

Anmalan

Namn:

| Titel:

| Datum (848aa-mm-dd):

Namnteckning;

Detta formular maste returneras till:

E-post: safety@newburypharma.com
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mailto:safety@newburypharma.com

Drug Safety Data Privacy notice - for when a safety information report is collected.

Newbury is a pharmaceutical company and must collect safety information about the medicinal products
we market and sell. We collect safety information like adverse drug reactions and other events in
connection to Newbury products, and we report these to the regulatory authorities in Europe. The data
collected about you might be heath data like concomitant medicines etc. It is up to you what you want to
share with Newbury. The collection of data is done to better understand the safety profile of the Newbury
medicinal products and since it is a legal obligation. The data you share with us might be shared with
regulatory authorities. Only staff in the Newbury pharmacovigilance department will have access to the
data provided by you. You may contact Newbury at any time if you would like to access your personal
data or require information about the personal data that we hold about you.

You may request restriction of the processing of your personal data, and you may also request the
correction of it. Please note that you do not have a right of objection or a right to erasure, as we process
and store personal data to perform our legal obligations under safety and quality reporting laws.

Further details on the processing of your personal data as well as your privacy rights are available at
www.newburypharma.com in the Privacy policy section.
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