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Act no.

104 of 23 December 1988 relating teo Product Liability

-~  a-vex IIT7 -o cne EEA Agreement {Council Directive /) /
35,374, EEC) ~:  -he =ar.ier Act nc. 18 of 3 April 1976 5
~elating o inrszrrmaticnal nrivate law rules concerning
—em  ~shoice ~< -uriedicrion Ln connecticn with rroduct

1.

Scope and definitions

§ 1-1.1 i3Ccope)

1 The ©oresent Act appiiss o the liablility of  a
oroducers: for damage caused Sy 3 productt made or supplied
ey zales4) as par:t =f his professien, 2usiness or eguivalent
acLivity

i2: T"he Act dose not .imit the vignt to claim damages on
sthery grounds

o imended oy Act nc. 213 of Z7 November 1992 (see its

“hapter I, in Zorce st cths same time as tne EEA
Agreement I January -3940 .

2 See § 1-3 (L

E Zes § 1-2 111

1] See 8 132 .2}

§ 1-2.1: definiccons;

‘1:  "DProduct” means all xinds <f gocds and movables
whether 3 na-ural coroduct or industrial preduct, raw material
5T finished vroduct, part product or main product, also if the
product has Dbeen lngorperated ln anctier movable or In real
property "Preduct”  alss  comprises  2lectyicity. Waste
~ssulting Zrom production s included 1f the waste 1s supplied
for sale as part of an activity as mentioned n § 1-1. Where
nocthing =ise appears frocm nne context, wnat 1s meant 1is the
specimen of the product wnich causes thne damage.

2, A product nas geen 'supplied for consumption” when
ir nas been Ca<en over ©r put to use by the injured party or
anctrher consumer, or used on the injured parcy.

~ amerded ©y Act no. 113 of 27 November 1992 (see 1its

Cmapter T2, in fcroce at the same time as the EEA
Agressment 1 January 294,
§ 1-3. ‘who s _Zable;

i1  Liable as "producer" under the present Act 1s:

a anyone who manutactures or prcduces a product as defined

in subseccticn U oof § 1-Z,

ol znyone whe otresents a4 product as his own by placing his
name, rrade mark or other distinguishing mark on the
' ‘zz packaglng,

> e preduct, when tne producer is not easily
Zrom the product and the dealer does not
reasonable f£ime state the name and address

-~he vroducer or of a pravicus dealer,
1! in ungprecessaa ratural product deriving from



fisning or crapp.ng i wild animals or gathering of wild
p_ants, wnen tne supplisr of such a product 1s not
sagarded as a producer zccording to litra {a},
=¥ the imperter of 2 vroduct imported from abreaqg,
< 5 dea.er ‘n an ‘mported product, if the name and address
‘rn Nerway cof -“he importer cor intermediary distributor are
not stated wizthin 3 r=asonable time.
i2)  The Xing can by agreement with a foreign state lay
down that imports zntc This councry from one or more specified
sountries snall not se rzgarded as lmports according to this

.
Secrior, and that —he zerscn who has imported the product to
one of the states partiess to the agreement from ancother state

§3} The present Act Zces not apply tc an employee's
' S

liapility for acts or cmnissions in an employer's service, witn
=ne exception however 20 § 3-32
§ 1-4. SXL2nT

The Act dces not applv i so far as the matter is to be
decided according tc  “oreign law  pursuant to  the Hague
~onvention of 2 Octobesr 1373 on the law to be applied to

duct liabilizy. The Jonventicon in Norweglan translation as

ore : .
sublished in the XNorwegian Law Gazettel] has the force of law
-n this Realm, with —he =xceprion that paragraph % of Article
8 concerning statutory limlctacicn does not apply.

1 Section 1 1575, pp. 187 ZIE.
§ 1-5.1 exception for nuclsary damage)

The Act does not apply ©o nuclear damage or other damage

coverad by the rules “ﬁncevnlng liability for damages in Act
e, 28 of 12 May 1972 concerning Nuclear Energy Activities or
o

such corresponding Icreign  legislation as  may be made

applicaple.
1 Amerded oy Act no. 113 of 27 November 1392 {see its
Chapter I ‘n Zgcrze at the same time as the EEA
Agreement 1 January 1294,

Chapter 2. Liability

§ 2-1.11 ‘basis of liapility:

(1} The precducer2! is obliged to pay compensation for
damage which his product3) causes because it does not offer
he safety which a user or the public could reasonably expect
(nereafter referrad tc as safety deficlency. In determining
the degree =f sarsty which coculd be expected, due account

shall be taken of all macters relating to the preoduct, its
presentation, marketing and foreseeable use.

‘2}  The «eneral assessment of the level of safety
‘safety standard! shall e sased on the circumstances at the
time when the prcduct was supplied for sale.

14 amended by Act no. 113 of 27 November 1992 {see its

Chaptexr [I in force at the same tZime as the EEA

]

Agreement 1 January %947 .



1 B
[0 Ls)

i_izyv if he can show:
uc- for =ales as part of

4id rot =xist at the time
for sale, and that no
damage or tC minimize it

[

deflciency was tnia
bv & public authcority and

-~ dovember 1992 isee 1ts

.
=7

Znaptsr LI :n force at Tn= same time as the =ZEA
Agresment January 224

z See 5 1-3 1

2 Zee § L-Z

§ 2-3.%; ‘the damage zgvered:
‘1. The acrt abpiil3s TO

al injury Tc persons, oY

o jamace o chbliscts which

are of 3 xind normally Lntended ZIor private use oY

ed oy +he injured party chieily for nis

- Fere 1 Y
nrivate .se or Consumptlon.
‘= YJowever, nne Act does not apbly to:zZi

3 Zamage caussed o The product3! icgelf,

o iamage whicn a1 part orcduct  causss Lo a product3) in
shicr —he parc preoduct was ind rpeorated or inte which 1t
was -ransicrmed pefare the prcduct was suppiied for sale
Too3 user

2 wher orpensation for damage to an object is fixed
somc-ding to this act, a deduction shall be made amounting to

e 1y
bl
)
y)

= fl

HWOK
amended ov ACT no. 113 orb 27 November 592 {see 1its
; -~ +~he same time as the EEA

Chapter II in Zorce A
Agyreement JTanuayy 19941
z ~f. §§ 20, %7 and 84 of Act no. 27 of 13 May 1288.

Ccrogucer eto,

1 damage is due tc a safery deficilencyl) 1n a raw
mataria i - Finisnhed precuct o2r other oroduct2) (part
oroduotl a- -r~e time of tne damage was incorporated in a
~3in nroduct, Dot fhe producerl) ~2f the part product (the
cart opreducsri  and Lne produceri! oI the main product (the
naln proguoer; are Lidable

2 The elcha preducer is nevertheless free from
“lapilizmyv Lf he can show that -he safety deficiencyl) in the
marc croduct Tust e zttributed t£o nhe main producer's design,

~snstruction oy specifilcation, ard rhat he canncot be blamed



foka
§ 2-5. calcuoaTion, caducticn)
Amounts cf Zamages are decided con, calculated and reduced

~ules governing damages, ci. Act no.

Agresemencts restriciing or Limiting llapbility under this
iid

o damages accerding to cthis Chapter
sra-ute-rarr=sd —hree vears from the date when the
carty cbtawned cor cught to have sbtained the necessary

S
injured
xnowledge of the damage, the szartety deficiency2) and who the
croducsri: was
‘2" The claim becomes statute-barrad in any event at the
latest cen wvears aiter The <ate when the producer3}) supplied
the producté! causing the damage for sale.
‘1) Otherwise the rules in Act neo. 18 of 18 May 1978
relating to the Limivaticn of Claims apply as appropriate.
i amended oy Act no. 113 of 27 November 1992 (cee 1ts
Chaprer 1I, ‘n Zfcrce at the same “ime as the EEA
Agreement . January 29941. - Cf. § 3 of Act no. 18
5T 1B Mav 1879
o See § IZ-L
2 See & 1-3 .2
4] See § L-2Z 4L

Chapter 3. Special provisions relating to drug liability

§ 3-1. ‘scope o ta= special provisions)

(1} Persona. .njury caused by a drugil) idrug injury) or
Auring the testing of a dru (test injury) 1is indemnified
according to tne provisions in this Chapter, in so far as
Norwegian .aw is appiicable i< 5 1-4) .

A test incury le any Injury caused by a test, for

o WG

instance Dby the drug itself (drug injury’d, by the test
procedure, by the zaking of special samples, by special uses
~f +==achnical egquirment oY by special treatment in connection
with the test.

P2 IF the crug causing the iInjury had not been supplied
Sop mensumptiond! in this Realm, the provisions only apply in

sc far as the in-“ured party was resident here and the same
dr.g brand manufactursd by tne same producer had at the time
£ =he l‘njury oeen supplied for sale or approved for
-egistration here.

]

(&3



The TYSViS10I8 in Chavters 1 and 2 apply

corraspondingly to drugs as appropriate and vrovided they do
-0t conflicc wizh “he crovisions in thils Chapter.

1 Sea § -2

z See § 1-2 2
§ 3-2. drug;

- Tor -he purposes cI Tihe present Act, "drug' means 2
croguct wilch 18 regarded as & drug pursuant o Act no. & of
-p Tupe -364 reiating te Drugs etc., and s intended or sold

oy Luaman use.

.2y As "drugs" are also rackened otner productsi) which
are used in  experiments Con oumans  as  a 3tage in the
deva_oprent =L Irugs. The Xing can in Vegulat;ons lay down
-ha- a vroductli Ior specla: wedicina. use oOr for other
specia. use in healtna care and nursing shall ke =guated with
arug.
i Zee § 1-2 .1
§ 3-3.2% basis feor labjility and =xceptiong Lo  ijsurance
Cover;
<} Drug insurance according te § 2-4 indemnifies injury
according o the present Chapter regardless of whether the
croducer, limporter or other psrscon under an obligation to take

~uz lnsurance 1s to k_ame for the iniury or respcensible for a
safety deficiency2! according to Chapter 2.
{2' Except in cases where the injury Is due to a safety

;
deficiency2) in the drug which carries llability according to

L

- -er 2, damages are nevertheless not payakie In SO far as

: injury

an is s consequence »f a wrong delivery or 3 mistake of

rugs or othsr negllgence at 3 charmacist's, at a
doctor's surgery, in a hospital, oY by another
distribuzer,

o was —aused i some other manner than by the foreseeable
use of the drug, inciuding use contrary <o a properly
‘gsued and specific warning or lnccrrect use owing to
reglect on che part of the chysician in the form of a

Wrong prescripticon or lrnadequate advice,
is a conseguence of ths drug's lack of effect or lack of

sufficient =ffect, cr
3 5 sue to s-de-effects which, in view of cthe injured
party's situation, it is reascnable for him to take the
consequences of. In this assessment, emphasis shall be
given to his health oefore use, the imperzance of the
Svug —o ais illmess, the anticipated and actual effects
cf -he drug, the nature and extent of the Injury and the
sther circumstances of tne case.
1,  The exceptions in litra tlal or b} of subsection 2
ic not apply, however, ©o Test injuriess).
L Amended by Act no. 113 of 27 November 1992 (see its
Chapter TI, in Zorce at the same time as the EEA
Agreement 1 January 1994} .

- -

See § -1,

IJ



2 CE. 3 33 oab Aot no. 1V oI Z1 June 1863,

&) ZE Y of AcT mo. 2z oI 12 June 1580.

5 See I-L L
§ 13-4, rdrag TnSUXANCe

i1; & producer of a drugl] 1is obliged through membership
of trhe Drug L_iability Assoclatlon icf. § 3-5) tc be insurea
against drug -lapillty according to the present Chapter. The
same app.ies to a drug iImporter 1I the producer does not have
such insurance, Thig insurance DJrug Insurance) appiles
direc-iy for  The benefi: - the injured person. Drug
“Astrance also <2overs injury caused by an  anonymous Or
cninsured2;) drudg. The King can permit only limited insurance

-5 pe zTaken out proviced sulficient cuarantees are furnished
‘nsread Lo cover Lne excess ..abl.ity.

{27 Anycne engaged .n Carrying out tests on humans as a
stage in the development oI drugsl; is obliged2} to have such
insiurance as is menzicned in che first paragraph 1f neither

C

-ne preducer nor the impcrter oL the drug has such insurance
38 also covers the Cest
a3 Crug Insurance ~aken out with an insurance

=

company or a pool of jointly and severa:.y liable lnsurance

comranies. The insuraace company, Gthe insurance scheme and
=

-me -—erms and coendizicns of che policy must be approved by the

Kingl

(4) The King can ‘ssue regulations relating to insurance
‘n conneccion wirh ilmports of certain Types of drugs, and can
make excepricns cr lay down special 1mport rules in individual
cases.

zl See § 3-Z.

2} Ct. 5 3-8 iZ:

3] The Ministry of Justice according to Royal Decree

no. 10685 of 23 December 1988.

§ 3-5. ‘tre Drug Llability Assoglarion)

{11 pProducers and importers of drugsl) which are seold in

Norway must in order o be permitted to carry on such
activities be members of an association of such producers and
importers ithe Crug Tlabll:zty Association) 2). The same
appiies tc others who, when sengaged in the development of
qrugsl) are cobliged =To have Iasurance according to § 3-4.2)
e DJrug Liabiiity Associaticn shall have statutes approved by

the King3;

(2} The Drug Liability Association is responsible for
seeing =hat mandatory drug insurance 1s taken out according to
3 3-4. "t can take out collsctive liabili:cy insurance on
renalf of its memkers.

13 See 5§ 3-C

21 Cf. § 3-8 (2]

3] The Min rvy oo Sustice acccrding to Royal Decree

no. 1265 of 23 Cecember L1988,
§ 3-6. ‘limircaticns of drug iapility)

(1} Total indemnizy according to the present Chapter



oK 30 “-n for Lnturies ascertained in

snall oo z2xcsed NCK S D -

_he sare r Vear. a1 intury 1s  regarded  as
ascertainzdl! -ime when t—he ‘niured perscn eilther

] died oI v without =zeeking the assistance of a
o “ivar aought -hz assistance of = doctcr Ior the injury,

z rasentead a ~laim Zo Che Drug Liabilicy
21 because oI the injury
=a: indewmnity for injuries causea by the same
= e or more <rugs  (serzal injurv'I 18 moreover
N 230 miliiorn. when a serial injudry =2as been
a3c rhe King «<an decide which conditions for
z ~ apply for continued salies of the substance
z urv =r of zhe irugl) of which the subsrtance

b

£
i._l
b1

th O ul
I

s on Ths amcunts 4 not apply to the Costs
cr - intsrest on claims for camages

]
-
o

Zimo g —o the present Thapter
£ of Act no. A% of 156 June 1589
3-Z2
§ 3-7. preoperoicona. gsettiement,
1y If <che amounts ‘n 3 3-% are not suificient to
:ndemnify 211 those entitled =o damages, the amount of the
darages sha’.l be reduced proporciorally. The total settlement

sust pe approved in a ruling py the Oslo Probate Court. The

Crgobhate ACt  © 21 Sebruary ~%3C applies ccrrespendingly as

appropriate to the ruling of ~ne Prcpate Court, 1f nothing to

~he concrary is laid down in a rsgulation issued by the King.
;27 I% there ls reason -C pelleve that a reducticn may

1

~e necessary, the 2rug Insurance schemel shall promptly give
-== Ministry2) notice thersof in writing, anc as soon  as
zossiple provide more datailed infermation cconcerning  the

mount and extent of the ‘njuries. The MinistryZ) can in such
- even:t rake decisicns concerning notice of claims, time
Simits, zreliminary payments anc the final settlement.

T ZE0 0§ 3-4.

z The Ministry of Justizs.

ceysonal _sapilicy snd recourge)

‘=1 A member of =zhs Drug Liability Association2) or a
nerper's erployee 1is only liable t©o the injured person for
' mpersation as is payabls by the Drug Insurance scheme3)

such IO
1CCC“leg' > the npresent Thapter. Thapter 2 nevertheless
iorTli=s o losses wnlch are not ~overed in consequence of the
—e1llings in § 2-6

(2,  The Drug Insurance scneme can clalm recourse from a
serson who is obliged o zaks out  insurance3; who is not =a

wember of <he [rug Liability Association2) and does not heold
approved insurance, sven Lhough ne 1s not perscnally liable to
k2 lnjured perscn Ior the lnjury.

_ smended by Act nco. 112 cof 27 Nevember 1222 fgee 1its



Crapter I, -n Zocrce at tne same time as the EEA
rgreement L January 199470 .
2} L8 E-Z
3 P 3 2.2
§ 3-89. migcel laneous provisions)
{1] The King can 1ssue rules for the handling and

setrlement o disputes petween an insurer, a pcelicy-holder or
ar. ‘njured party, including for the estaklishment of a special
drug intury board and c¢i time limits Zor lawsults following
decisions by the poard.

(27 & foreigon preoducer whe sexports a drugl) to Norway
russz ke represented by an agent with full powers to conduct
legal oproceedings and whese venue is at his place of business
in tne Realwr. This does not app.y when the importer has drug
“iability and is <pliced to take out Insurance in respect of
he product In cuestion according to § 3-4, cf. § 3-3.

P

1: See § -
§ 3-10.17 ipositicon in velscicon to the Insurance Contracts
aAcCt)
{17  Where =-1e trelaticn between the Drug Insurance
scheme2) ana members of the Drug Liability
Assoclationsi; is concerned, insurance
according to 5 3-4 is regarded as
liabilizy insurance, even if the member is
not wpersonai:y liable to the injured party
for the injury.

{2} The orovisicns in part A (relating to non-life
irsurance) and parc T igeneral provisions) of Act no. €S of 16
Juns 198% relating to Insurance Ccontracts apply to the Drug
Tnsurance scheme .- nothing to the contrary is provided in or
in vpursuance of =he rules ccncerning drug liability 1im the

present AcT or appears Srom the context.
1 amended oy Aot no. 53 of 16 June 19883,
Z) Cf. § 3-4
2) Ct. § 3-¢
§ 3-11.2' (limitaz or of claims under drug liability)

Claims for damages beccme statute-barred according to the
rules in Act no. 18 of 18 May 1379 relating to the Limitation
of Claims. However, the second, third and fourth paragraphs
of § 9 do not app.y. Instesad a maximum time limit of 20 years
app.ies from the date when the drug was supplied for
consunctionz) .

1 Added by Act no. 113 of 27 November 1992 (see 1its
Chapter II, in force at the same Lime as the EEA
Agreement . January 15%94).

2] See § 1-2 (2.

Chapter 4. Entry into force etc.



'+, The Act snal. enter into fcrce from such datel; as
~ne King shall dec:iae Cnapter 3 can be prought into force
separate.yl! 3L ancother zate tman che rast of the Act.

2 Thapters 1 and 2 of the Act will not apply <to
croducte walch left ohs oroducer's contro:l icf. the third
paragragn St § 1-2Z1 Deicre the entry into fcrce of the Act.
Thapter X <f Tne Act will net apply to products supplied for
CONSUMD T L2 ~f. =the seccond vparagraph of § 1-2) before the
2NnTTV inco force of the Act

1 The Act came wnto force on 1 January 1289 according

-5 Roval Decrse no. 1065 of 23 December 1988, except
oy Chapter 2 o1 special rules for crug liability,
whicr was prought iatc  force on 1 July 1889
according e Royal Decree no. 268 of 21 April 1289.

§ 4-2 amengments to other Actg)

T~om ~ne date when the present Act enters into force, Act
. 18 of 3 april 1576 relati ng o the rules for the choice of

‘urisdicticn under internaticna. private law is repealad.l)]

| Zee § 1-4

Regulations

Ministry of Justice 1288-12-23 1065 Partial antry

inte force of Act no. 104 of 23 December 1988 relating to

product Liability. Delsgation cof authcrity.
§ 1-3 Ministry of Justizce 1992-11-12 1028 Reqgulaticn
Joncerning Lhe suspension of the importer's Liability
accerding to tThe Froduct Liability Act for impeorts from states
Whic] nave racified ths EZA  Agreement and the Lugano

= — e
oonvencicii.



