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Atagande att utge ersdttning for
|dkemedelsskada

Foretag verksamma som tillverkare, utvecklare, importérer,
distributorer och forsaljare av lakemedel enligt definitioneni § 2,
har genom sitt deldgarskap i LFF Service AB, nedan ”“Bolaget”,
frivilligt atagit sig att efter nedan givna férutsattningar och i
nedan given omfattning ersatta personskador orsakade av
lakemedel.

§1

Ersattning enligt detta atagande lamnas for skada orsakad av
anvandning av lakemedel som deldgare i Bolaget har
tillhandahallit till slutkund i Sverige for forbrukning.

§2

Med ldkemedel forstas i detta atagande sadan for manniska
avsedd vara pa vilken lakemedelslagen (2015:315) ar tillamplig.
Atagandet omfattar dock inte skada orsakad av naturlikemedel,
traditionella vixtbaserade lakemedel, vissa utvartes ldkemedel
eller homeopatiska ldkemedel.

Med "Forsdkringsgivare”, forstas i detta atagande, det
forsakringsbolag som erhallit Bolagets uppdrag att reglera
skador orsakade av lakemedel enligt § 1

§3

Med ldkemedelsskada forstas i detta atagande personskada som
med 6vervagande sannolikhet har orsakats genom medicinering
eller annan anvandning av lakemedel i sjuk-och halsovardande
syfte eller i klinisk prévning av ldkemedel.

Som lakemedelsskada anses inte

- sjukdom eller annan skada som beror av utebliven eller nedsatt
effekt hos lakemedlet,

- lakemedelsberoende, eller

- skada som uppkommit vid sysselsattning som ar olamplig med
hansyn till 3syftad eller forutsedd verkan hos lakemedlet.

- skada som i annat fall &n vad som stadgas ovan samt i §7
uppkommit genom att den skadade anvant lakemedlet pa ett
uppenbart felaktigt eller olampligt satt

Undertaking to pay
compensation for injury from
pharmaceutical products

Companies that produce, develop, import, distribute and
sell pharmaceutical products as defined in Clause 2, have
through their shareholding in LFF Service AB, hereinafter
referred to as the "Company", voluntarily undertaken to
compensate for personal injury caused by pharmaceutical
products, in accordance with the provisions and scope
provided below.

Clause 1

Compensation in accordance with this undertaking shall
be paid for injury caused by the use of a pharmaceutical
product that a shareholder in the Company has provided
to the end customer in Sweden for consumption.

Clause 2

For the purposes of this undertaking, pharmaceutical
products mean products intended for human
consumption, to which the Swedish Medicinal Products
Act (2015:315) applies.

However, this undertaking does not cover injury caused
by natural remedies, traditional herbal medicinal
products, certain medicinal products for external use or
homoeopathic pharmaceutical products.

For the purposes of this undertaking, "Insurer” means the
insurance company mandated by the Company to settle
the claims for injuries caused by pharmaceutical products
as defined in Clause 1.

Clause 3

For the purposes of this undertaking, injury from
pharmaceutical products means personal injury that with
preponderant probability has been caused through
medication with or other use of a pharmaceutical product
to treat sickness or for other healthcare purposes orin
the conduct of clinical trials of pharmaceutical products.

Injury from pharmaceutical products is not considered to
be:

- illness or other injury that is due to lack of or reduced
efficacy of the pharmaceutical product,

- dependency on a pharmaceutical product, or

- injury arising from an activity that is inappropriate with
regard to the intended or predicted effect of the
pharmaceutical product,

- injury which, other than stated above and in Clause 7,
has occurred due to the injured person using the
pharmaceutical product in a manifestly wrong or
inappropriate way.
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§4

Lakemedelsskada ersatts inte om skadan med dvervagande
sannolikhet &r orsakad av férordnande eller utldimnande av
lakemedel i strid med foreskrifter eller anvisningar

§5

Lakemedelsskada ersatts endast under férutsattning att

1.den intraffade skadan star i missforhallande till den férvantade
nyttan av behandlingen samt

2.skadan till sin art eller svarhetsgrad ar sadan att den inte
rimligen kunnat forut ses.

Bedomningen enligt punkt 1 ska innefatta en avvagning mellan 3
ena sidan skadans omfattning och & andra sidan arten och
svarhetsgraden av det, som behandlingen avsett att pavisa,
bota, lindra eller forebygga, om behandlingen inte hade satts in.

Beddmningen enligt punkt 2 skall ske med utgangspunkt fran
vad en erfaren fackman kunnat forutse och vid ej forskrivna
receptfria ldkemedel efter vad som framgar av lakemedlets
forpackning och bipacksedel.

Hansyn ska dven tas till den skadades allmanna hélsotillstand.

Lakemedelsskada ersatts normalt inte om skadeperioden
understiger en manad.

§6

Lakemedelsskada ersatts inte om den orsakats genom
anvandning av receptbelagt Iakemedel som inte forskrivits till
den skadade av dartill behérig person och den skadade ként till
eller borde ha ként till detta.

§7

Ersattning for lakemedelsskada lamnas inte om den som begar
ersattning eller, i fall da skadan har lett till déden, den avlidne

har vallat skadan uppsatligen eller genom uppenbart missbruk
av lakemedel.

Ersattning for lakemedelsskada kan jamkas om den som begar
ersattning eller, i fall da skadan har lett till déden, den avlidne

har medverkat till skadan genom vardsléshet

Clause 4

Injury from pharmaceutical products will not be
indemnified if the injury has with preponderant
probability been caused by provision or supply of
pharmaceutical products in contravention of regulations
or instructions.

Clause 5

Injury from pharmaceutical products will only be
indemnified provided that:

1. the injury suffered is disproportionate to the expected
benefits of the treatment, and

2. the type or severity of the injury is such that it could
not reasonably have been predicted.

The assessment referred to in point 1 must comprise a
balance between the extent of the injury on the one
hand, and on the other hand the nature and severity of
that which the treatment intended to indicate, cure,
alleviate or prevent, had the treatment not been initiated.

The assessment referred to in point 2 shall be made on
the basis of what an experienced professional could have
expected. In the case of non-prescribed over-the-counter
pharmaceutical products, the basis is what is stated on
the packaging and the patient information leaflet. The
general health of the injured person shall also be taken
into account.

Injury from pharmaceutical products will not normally be
indemnified if the period of injury is less than one month.

Clause 6

Injury from pharmaceutical products will not be
indemnified if it was caused due to use of a
pharmaceutical product that was not prescribed for the
injured person by a person duly authorised to do so, and
the injured person knew or should have known this.

Clause 7

Compensation for injury from pharmaceutical products
will not be paid if the claimant or, in the event that the
injury has resulted in death, the deceased, has caused the
damage intentionally or through clear misuse of the
pharmaceutical product.

Compensation for injury from pharmaceutical products
may be adjusted if the claimant or, in the event that the
injury has resulted in death, the deceased, has
contributed to the injury through negligence.
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§8

Ersattning for lakemedelsskada bestdms enligt 5 kap 1 — 5 §§ och
6 kap 3 § i skadestandslagen (1972:207) i den man inte annat
foreskrivs i det foljande.

8.1 Vid ersattningens bestimmande avraknas, forutom forman
som avses i 5 kap 3 § skade-standslagen, ersattning som
uppenbarligen kan erhallas fran trygghetsforsakring,
trafikforsakring eller patientskadeférsakring.

8.2 Ersattning for lakemedelskostnad utgar hdgst med det
belopp som motsvarar den enskildes egenkostnad inom
hogkostnadsskyddet enligt 5 § lag (2002:160) om
lakemedelsférmaner m.m. Ersattning lamnas inte for sadan
merkostnad som beror pa att av staten, landstingskommun eller
kommun tillhandahallenférman debiterasmed hogre belopp
eller bortfaller pa grund av att den skadade har ratt till
kostnadsersattning enligt detta atagande.

8.3 Ersattning lamnas inte for ombudskostnader i samband med
proévning av ersattningsansprak hos férsakringsgivaren.

8.40mprovning enligt 5 kap5 § skadestandslagen forutsatter att
skadan tidigare beddmts som en ersattningsbar
lakemedelsskada.

Clause 8

Compensation for injury from pharmaceutical products
will be determined in accordance with Chapter 5, Sections
1 -5 and Chapter 6 Section 3 of the Swedish Tort Liability
Act (1972:207) except if otherwise stipulated hereinafter.

8.1 In the determination of the amount of the
compensation, besides the benefits referred to in Chapter
5, Section 3 of the Swedish Tort Liability Act,
compensation that can obviously be received from
employment insurance, road traffic insurance or patient
injury insurance will be deducted.

8.2 Compensation for pharmaceutical product costs will
be limited to the amount equivalent to the individual's
own maximum costs according to the Swedish
reimbursement system, in accordance with Section 5 of
the Swedish Act on Pharmaceutical Benefits (2002:160)
etc. Compensation will not be paid for any additional cost
that may arise from the fact that the benefits provided by
the State, county council or municipality are debited at a
higher amount or lapse because the injured person is
entitled to cost reimbursement under this undertaking.

8.3 Compensation will not be paid for representation
costs in conjunction with the insurer’s assessment of the
claim for compensation.

8.4 Under Chapter 5 Section 5 of the Swedish Tort Liability
Act, reassessment requires that the injury has previously
been considered to be a reimbursable injury from
pharmaceutical products.
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§9 Clause 9
Ansvaret enligt detta atagande ar begransat till: Liability in accordance with this undertaking is limited to:
a) 20 miljoner kronor for varje skadad person, inrsknat a) SEK 20 million for every injured individual,
vardet vid faststallelsetidpunkten av livranta kapitaliserad including the value of life annuities at the time of
med en realréntesats uppgdende till 1,5% och i évrigt i determination, capitalized using a real interest
enlighet med Trafikférsakringsféreningens vid var tid rate amounting to 1.5% and otherwise in
gillande Cirkuldr pa omradet, och accordance with the Swedish Motor Insurers’
b) 300 miljoner kronor fér samtliga skador som anméls under Circular in fqrce at the.ti.me?, and _ .
ett och samma kalenderar, varav dock hégst 200 miljoner b)  SEK 300 million for all injuries cIaln'1ed during one
kronor fér samtliga serieskador som hanfors till ett och and the same calendar year, of which not more

than SEK 200 million for all batch injuries
attributable to one and the same calendar year.
Furthermore, for all batch injuries caused by

samma kalenderar. For samtliga serieskador orsakade av
ldkemedel som svenska staten eller svenska myndigheter
rekommenderat, pabjudit eller erbjudit och som

distribueras via svensk vardinrattning eller svenskt apotek pharmaceutical Products recomm.ended,

for vaccinering mot av WHO deklarerad pandemi som imposed or prowded.by the S.WGd'Sh c.e'ntral
hanfors till ett och samma kalenderar ar ansvaret government or Swedish public authorities, and
dessutom begransat till hogst 20 miljoner kronor. distributed via Swedish healthcare facilities or

Swedish pharmacies for vaccination against a
pandemic as declared by the WHO, and
attributable to one and the same calendar year,
the liability is limited to a maximum of SEK 20

Skada ska hadnforas till det kalenderar da anmalan gors till
férsakringsgivaren. Vid Serieskada géller dock att samtliga
skador som ingar i en serieskada ska anses anmalda det
kalenderar da den férsta anmalan om skada i serien gors

till forsakringsgivaren. million.
§10 Clause 10
Forslar belopp som anges i § 9 stycke b inte till gottgorelse at In the event that the amount referred to in Clause 9,
dem som har ratt till ersattning, nedsatts de ersattningar som paragraph b is insufficient to fully compensate those who
annu inte har erbjudits de ersattningsberattigade med samma are entitled to compensation from the amount, then
kvotandel for var och en, om efter intraffat skadefall befaras att ~ compensation that has not yet been offered to persons
sadan nedsattning blir nddvandig, kan lakemedelsskade- entitled to compensation will be reduced by the same
namnden bestdmma att ersattningen tills vidare ska utga med quota share for each person.
viss kvotandel. If there is reason to expect that such a reduction will be

necessary after the occurrence of an injury, the
Pharmaceutical Injuries Panel may determine that only a
certain quota share of the compensation shall be paid
until further notice.
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§11

Bolaget tecknar foérsakring for ansvaret enligt detta atagande.
Den som begér ersattning ska rikta sitt krav mot
forsakringsgivaren enligt vad som anges nedan.

Vid drojsmal med betalning av ersattning enligt detta atagande
utges ranta enligt rantelagen (1975:635).

Dock géller att drojsmal foreligger forst 90 dagar efter det att
den som begdr ersattning har framstallt krav pa ersattning och
lagt fram utredning som skaligen kan begéaras av honom for att
forsakringsgivaren ska kunna bedéma om det foreligger en
ersattningsbar skada och faststélla ersattningsbeloppet.

Dréjsmalsranta berdknas for ar enligt en rantefot som motsvarar
den vid varje tid gillande referensrédntan enligt § 9 rantelagen
med tillagg av tva procent enheter.

Ersattning lamnas inte for fordréjning med utbetalning av
ersattning pa grund av krig, krigs-liknande handelser,
inbordeskrig, revolution eller uppror eller pa grund av
myndighetsatgard, strejk, lockout, blockad eller liknande
handelse

§12

Den som vill ha ersattning enligt detta dtagande ska anmala
detta inom tio ar fran den tidpunkt da denne upphérde att
anvanda lakemedel som ensamt eller i forening med annat
lakemedel orsakat skadan eller, om den skadelidandebegar
omprdévning enligt 5 kap 5§ skadestandslagen, inom tre ar fran
tidpunkten nar det forhallande som ligger till grund for
omprdévningsyrkandet intradde.

Ett ansprak kan provas efter den tid som anges i forsta stycket
endast om det finns synnerliga skal.

Om den som begar ersattning, efter erhallande av skriftlig
information fran férsakringsgivaren om méjligheten till
ersattning for skadan enligt detta atagande, inleder eller
fortsatter en redan inledd rattegang vid domstol om ersattning
mot deldgare, forloras ratten till ersattning for skadan.

Clause 11

The Company has insurance coverage for this liability in
accordance with this undertaking. Any person who claims
compensation shall address their request to the insurer in
accordance with the below.

Any delay in the payment of compensation in accordance
with this undertaking is subject to interest in accordance
with the Swedish Interest Act (1975:635). However, delay
shall first be deemed to be in effect ninety days after the
date on which the claimant has made a claim for
compensation and submitted such investigative material
that can reasonably be required of him/her in order for
the insurer to be able to assess whether an indemnifiable
injury has occurred and set the amount of the
compensation.

Interest for delay is calculated per annum in accordance
with a base rate that corresponds to the reference
interest rate, in accordance with Section 9 of the Swedish
Interest Act, plus two percentage points.

Compensation will not be paid for delay in payment of
compensation due to war, war-like events, civil war,
revolution or riots, or because of the measures of
government authorities, strikes, lockouts, blockades or
similar events.

Clause 12

Any person who wants to claim compensation under this
undertaking shall do so within ten years from the date on
which s/he ceased using the pharmaceutical product that
alone, or in combination with other pharmaceutical
products, caused the injury, or in the event that the
injured party requests a reassessment in accordance with
Chapter 5 Section 5 of the Swedish Tort Liability Act,
within three years from the date when the event causing
the reassessment request occurred.

A claim may be processed after the time limit stated in
the first sub-paragraph only in exceptional circumstances.

If the claimant, after the receipt of written notice from
the insurer about the possibility for compensation for the
injury in accordance with this undertaking, initiates or
pursues an already existing litigation in court for
compensation against a shareholder, s/he will lose the
right to compensation for the injury.
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§13

Tvistiga ersattningsfall ska pa skriftlig begdran av den som begar
ersattning, forsakringsgivaren eller Bolaget understallas en
sarskilt tillsatt ndmnd —ldkemedelsskadendamnden — for
utldtande.

Den som begér ersattning far inte begéara utlatande av
ldkemedelsskadendmnden senare dn manader fran det att han
fick del av forsakringsgivarens besked medanledning av hans
skadeanmalan och uppgift om vad han ska iaktta om han inte
godtar detta besked.

Om lakemedelsskadendamnden finner att den som begar
ersattning enligt detta atagande har rétt till sddan ersattning i
storre utstrackning an forsakringsgivaren medgett eller om
denne i 6vrigt haft befogad anledning att begara utlatande av
namnden, har han rétt till ersattning for kostnader som han har
haft for att redovisa sin instéllning infér namnden.

Ersattning for ombudets arbete utgar enligt den av regeringen
bestdmda timkostnadsnormen for domstolsverkets
brottmalstaxa som galler nar ersdttningen bestams.

§14
Arbetsordningen for ldkemedelsskadenamnden faststalls av
regeringen

§15
Tvist mellan forsakringsgivaren och den som begér ersattning
avgors av allman domstol.

§16

Talan enligt § 15 far inte vackas om inte
lakemedelsskadendamnden dessforinnan har avgett utlatande i
ersattningsarendet enligt § 13.

Den som begér ersattning far inte vicka talan senare an sex
manader fran det att han fick del av forsdkringsgivarens slutliga
besked med anledning av lakemedelsskadendmndens utldtande
och uppgift om vad han ska iakttaga om han inte godtar detta
besked.

Clause 13

At the written request of the claimant, the insurer or the
Company, disputed compensation cases shall be referred
to a specifically established panel — the Pharmaceutical
Injuries Panel - for an opinion.

The claimant may not seek the opinion of the
Pharmaceutical Injuries Panel later than six months after
s/he has received the insurer’s decision regarding his/her
claim and information about necessary steps s/he should
take if they do not accept this decision.

If the Pharmaceutical Injuries Panel considers that the
claimant is entitled to compensation in accordance with
this undertaking, to a greater extent than the insurer
conceeded or if s/he otherwise had good reason to seek
the opinion of the Panel, s/he is entitled to
reimbursement for costs that s/he has incurred in putting
forward his/her views to the Panel.

Compensation is payable for the work of representatives
in accordance with the Government-approved hourly
standard criminal cases tariff for the National Courts
Administration in force at the time when the
compensation is determined.

Clause 14
The Rules of Procedure for the Pharmaceutical Injuries
Panel are laid down by the Government.

Clause 15
Disputes between the insurer and the claimant will be
settled by a general court.

Clause 16

Proceedings under Clause 15 may not be initiated unless
the Pharmaceutical Injuries Panel has previously issued an
opinion on the compensation matter in accordance with
Clause 13.

The claimant may not initiate any proceedings later than
six months from the date on which s/he received the
insurer's final decision as a result of the opinion of the
Pharmaceutical Injuries Panel and information about
necessary steps to be taken by him/her if they do not
accept this decision.
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§17

Den som accepterar ersattning enligt detta atagande ar skyldig
att till forsakringsgivaren dverlata sin ratt till skadestand av den
som kan goras ansvarig for skadan.

Om ersattningen reducerats till foljd av de begransningar av
ansvaret som enligt § 9 forsta stycket géller for samtliga skador
som anmals under ett och samma kalenderar och for samtliga
serieskador som hanfors till ett och samma kalenderar ska
overlatelsen begransas till att galla intill utgivet
ersattningsbelopp.

Innan overlatelsen skett ar forsdkringsgivaren inte skyldig att
betala ut ersattning eller dréjsmalsranta pa denna.

Om den som begér ersattning inte accepterar erbjuden
ersattning inom sex manader efter att han fatt del av
erbjudandet och uppgift om vad han ska iakttaga om han inte
godtar detta och dessutom inte begar utlatande av
lakemedelsskadenamnden under denna tid, férlorar han sin ratt
till ersattning for skadan enligt detta atagande.

Ifall sddant utlatande begarts i ratt tid galler en ny acceptfrist om
sex manader raknat fran det att den som begar ersattning fatt
del av forsakringsgivarens slutliga besked medanledning av
lakemedelsskadendamndens utldatande och uppgift om vad han
ska iakttaga om han inte godtar detta.

Om den som begér ersattning i sddant fall inte accepterar detta
besked i ratt tid och inte heller vacker talan enligt § 16 ovan,
forlorar han sin ratt till ersattning for skadan enligt detta
atagande.

§18

Ersattning ldamnas enligt tillampliga bestammelser i detta
atagande dven for annan personskada som har orsakats av
lakemedel, dn ldkemedelsskada enligt § 3, i den man en deldgare
i Bolaget ar ansvarig enligt svensk ratt fér skadan och har
tillhandahallit Iakemedlet i Sverige for forbrukning.

Om den som begar ersattning i sddant fall motsatter sig
tillampning av ndgon bestammelse enligt §§ 11 - 17, ska dock de
bestdmmelserna tillimpas endast i den utstrackning parterna ar
Overens om det.

Clause 17

Any person who accepts compensation in accordance
with this undertaking is liable to transfer to the insurer
their rights to damages from any party that may be held
liable for the injury. If the compensation is reduced as a
consequence of the limitations of liability under the first
sub-paragraph of Clause 9, and this applies to all injuries
reported during one and the same calendar year and for
all series injuries attributable to one and the same
calendar year, the transfer of rights is limited to the
compensation amount paid. Before the transfer is made,
the insurer is not liable to pay any compensation or
interest on delay of such.

If the claimant does not accept the compensation offered
within six months after receiving the offer and
information about necessary steps to be taken by him/her
if they do not accept it, and moreover does not request
the opinion of the Pharmaceutical Injuries Panel during
this time, s/he loses their entitlement to compensation
for the injury under this undertaking. In the event that
such an opinion is requested within the permitted time, a
new acceptance period of six months is applicable from
the date that the claimant receives the insurer's final
decision as a result of the opinion of the Pharmaceutical
Injuries Panel and information about necessary steps to
be taken by him/her if they do not accept this.

In such case, if the claimant does not accept this decision
within the permitted time and does not initiate
proceedings in accordance with Clause 16 above, s/he
loses their entitlement to compensation for the injury
under this undertaking.

Clause 18

Compensation is also paid in accordance with the
applicable provisions of this undertaking for other
personal injury caused by pharmaceutical products,
beside injury from pharmaceutical products referred to in
Clause 3, insofar as a shareholder of the Company is liable
under Swedish law for the injury and has provided the
pharmaceutical product in Sweden for consumption.

However, in such case if the claimant opposes the
application of any provision under Clauses 11 - 17, the
provisions shall apply only to the extent agreed upon by
the parties.
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§19

Detta atagande trader i kraft den 1 januari 2025 och ersatter da
de ataganden som géllt dessférinnan.

Atagandet tillampas pa skador som enligt §9 ska anses anmalda
efter utgangen av ar 2024.

Atagandet tillampas dock inte pa skador som enligt tidigare
ataganden ska hanforas till tid fore den 1 januari 2025.

Atagandet omfattar inte likemedelsskador som har intréffat
fore den 1 juli 1978.

En lakemedelsskada anses ha intraffat nar den skadade forsta
gangen sokte behandling for sin skada eller, om han avlidit utan
att ha s6kt behandling, nar han avled.

Det ar dock en forutsattning for ersattning enligt.

Atagandet att likemedlet omfattades av Atagandet vid
inkopstillfallet eller, om inkopstillfdlle inte kan faststéllas, den
dag da lakemedlet intogs forsta gangen.

Clause 19

This undertaking shall come into force on 1 January 2025
and shall then replace any undertakings in force before
that date.

This undertaking applies to injuries under Clause 9 that
are deemed to have been reported after the end of 2024.

However, this undertaking does not apply to injuries that
according to previous undertakings shall be attributed to
a date prior to 1 January 2025.

The undertaking does not cover injury from
pharmaceutical products that occurred before 1 July
1978.

An injury from pharmaceutical products shall be deemed
to have occurred when the injured person first sought
treatment for their injury or, if s/he died without having
sought treatment, when s/he died.

However, it is a prerequisite for compensation under this
undertaking that the pharmaceutical product was covered
by the undertaking on the date of purchase, or if the
purchase date cannot be determined, the day that the
pharmaceutical product was taken for the first time.
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