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(2) Bestimmelserna i denna forordning skall tillimpas pa varje
medicinteknisk produkt sasom den &r definierad i denna for-
ordning, med avsikt att anvindas pa méanniska, som tillverkas,
importeras eller erbjuds for import i nagon stat eller nagot terri-
torium inom Forenta Staterna, Distr. of Columbia eller Puerto Rico.
(3) I denna férordning anvinds uttrycket nér sa ér tillimpligt”
och med detta menas det vara tillimpligt om tillverkaren inte kan
dokumentera bevis om motsatsen. Ett krav &r lampligt om av-
saknaden av dess implementering skiligen kan forvintas resultera
i att produkten inte uppfyller specificerade krav eller att tillverka-
ren inte formar att genomfora nédvindiga, korrigerande atgérder.
(b) Forordningarna for kvalitetssystem i denna del kompletterar
forordningar i andra delar av detta kapitel utom nér annat explicit
angetts. I de fall applicerbara forordningar i denna del och i
andra delar av detta kapitel, &r i konflikt, ska de férordningar
som r specifikt applicerbara pa den medicintekniska produkten i
fraga, ersitta varje annat generellt applicerbart krav.
(c) Befogenhet. §820 ir faststilld och utfirdad med stod av §§
501, 502, 510, 513, 514, 515, 518, 519, 520, 522, 701, 704, 801,
803 ilagen (21 U.S.C. 351, 352, 360, 360c, 360d, 360e, 360h,
3601, 360j, 3601, 371, 374, 381, 383). Underlatenhet till Gverens-
stimmelse med tillimpliga bestimmelser i denna férordning
medfor en undermalig medicinteknisk produkt enligt §501(h) i
the Federal Food, Drug and Cosmetic Act”. En sadan medicin-
teknisk produkt, likvél som ansvarig person for underlatenhet till
Overensstimmelse, kommer att vara féremal for rittsliga atgirder.
(d) Utldndska tillverkare. Om en tillverkare som erbjuder medicin-
tekniska produkter for import till Férenta Staterna végrar att
tillata eller slutféra en "Food and Drug Administration” (FDA)
inspektion av den utldndska anldggningen med syfte att avgora
overensstimmelse med denna forordning, skall det ses som, i
enlighet med syftet med §801(a) i lagen, att de metoder som
anvinds i och den utrustning och styrning som anvén
konstruktion, tillverkning, packning, mérkning,
installation eller service av nagon medicinteknis
verkad vid en sadan anldggning som erbjuds for i
Forenta Staterna inte uppfyller kraven i §520(f) i 1 och i
denna forordning och att produkterna tillverkade vid anldgg-
ningen dr undermaliga enligt §501(h) i lagen.
(e) Undantag eller variation. (1) Den som 6nskar ansoka om ett
undantag eller en anpassning av niagot
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(2) The provisions of this part shall be applicable to any finished
device as defined in this part, intended for human use, that is
manufactured, imported, or offered for import in any State or
Territory of the United States, the District of Columbia, or the
Commonwealth of Puerto Rico.
(3) In this regulation the term ““where appropriate” is used
several times. When a requirement is qualified by *“where appro-
priate,” it is deemed to be ““appropriate” unless the manufacturer
can document justification otherwise. A requirement is "~ ap-
propriate” if nonimplementation could reasonably be expected
to result in the product not meeting its specified requirements or
the manufacturer not being able to carry out any necessary cor-
rective action.
(b) The quality system regulation in this part supplements
regulations in other parts of this chapter except where explicitly
stated otherwise. In the event of a conflict between applicable
regulations in this part and in other parts of this chapter, the
regulations specifically applicable to the device in question shall
supersede any other generally applicable requirements.
(c) Authority. Part 820 is established and issued under authority
of sections 501, 502, 510, 513, 514, 515, 518, 519, 520, 522, 701,
704, 801, 803 of the act (21 U.S.C. 351, 352, 360, 360c, 360d,
360e, 360h, 3601, 3605, 3601, 371, 374, 381, 383). The failure
to comply with any applicable provision in this part renders a
device adulterated under section 501(h) of the act. Such a device,
as well as any person responsible for the failure to comply, is
subject to regulatory action.
(d) Foreign manufacturers. If a manufacturer who offers devices
for import int@the United States refuses to permit or allow the
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compleg f WFood and Drug Administration (FDA) inspection
!HI £ @ ility for the purpose of determining compliance

all appear for purposes of section 801(a) of
t, that the methods used in, and the facilities and controls

ed for, the design, manufacture, packaging, labeling, storage,
installation, or servicing of any devices produced at such facility
that are offered for import into the United States do not conform
to the requirements of section 520(f) of the act and this part and
that the devices manufactured at that facility are adulterated
under section 501(h) of the act.

(e) Exemptions or variances. (1) Any person who wishes to peti-
tion for an exemption or variance from any
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kvalitetssystemkrav for medicintekniska produkter ér féremal for
kraven i §520(f)(2) i lagen. Ansokningar om ett undantag eller en
anpassning skall framstillas enligt de fastlagda forfaringssitten i
§10.30 i detta kapitel, FDA’s administrativa forfaringssitt. Vigled-
ning finns tillgdnglig hos “the Center for Devices and Radiologi-
cal Health, Division of Small Manufacturers, International and
Consumer Assistance”, 10903 New Hampshire Ave., Bldg. 66,
rm. 4613, Silver Spring, MD 20993-0002, 1-800-638-2041 eller
301-796-7100, FAX: 301-847-8149.

(2) FDA kan initiera och bevilja en variation av nagot kvalitets-
systemkrav for medicintekniska produkter nir myndigheten
beslutar att en sadan variation &r i det allménnas intresse med
avseende pa folkhilsan. En sadan variation kommer att gélla
endast sa lange som folkhilsan behover den medicintekniska
produkten och den medicintekniska produkten sannolikt inte
skulle vara tillréckligt tillgdnglig utan variationen.

[61 FR 52654, Oct. 7, 1996, as amended at 65 FR 17136, Mar. 31,
2000; 65 FR 66636, Nov. 7, 2000; 69 FR 29829, May 25, 2005;
72 FR 17399, Apr. 9, 2007; 75 FR 20915, Apr. 22, 2010;

80 FR 29906, May 23, 2016]

§820.3 Definitioner

(a) Lagen avser “the Federal Food, Drug, and Cosmetic Act”,
jamte tillagg (§§201-903, 52 Stat. 1040 et seq., jamte tilldgg (21
U.S.C. 321-394)). Samtliga definitioner i §201 i lagen skall gilla
for dessa férordningar.

(b) Kundklagomal avser skriftlig, elektronisk eller muntlig
kommunikation som uppger brister relaterade till den medicin-
tekniska produktens identitet, kvalitet, hallbarhet, tillforlitlighet,
siakerhet, effektivitet eller prestanda hos en medicinteknisk
produkt efter att den ér frisldppt for distribution.

(c) Komponent avser ravara, dmne, stycke, del, programvara,
maskinvara, mirkning eller montage som dr avsedd att ingd som
en del i den firdiga, forpackade och mirkta medigs iska
produkten.
(d) Kontrollnummer avser nagon sirskiljande sy
sdrskiljande kombination av bokstiver eller siffro
och, med vilken tillverknings-, packnings-, méirknings- eller
distributionshistorik fér en enhet, serie eller lot av medicin-
tekniska produkter kan faststllas.
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device quality system requirement is subject to the requirements
of section 520(f)(2) of the act. Petitions for an exemption or
variance shall be submitted according to the procedures set forth
in §10.30 of this chapter, the FDA’s administrative procedures.
Guidance is available from the Center for Devices and Radio-
logical Health, Division of Small Manufacturers, International
and Consumer Assistance, 10903 New Hampshire Ave., Bldg.
66, rm. 4613, Silver Spring, MD 20993-0002, 1-800-638-2041
or 301-796-7100, FAX: 301-847-8149.

(2) FDA may initiate and grant a variance from any device qual-
ity system requirement when the agency determines that such
variance is in the best interest of the public health. Such vari-
ance will remain in effect only so long as there remains a public
health need for the device

and the device would not likely be made sufficiently available
without the variance.

[61 FR 52654, Oct. 7, 1996, as amended at 65 FR 17136, Mar. 31,
2000; 65 FR 66636, Nov. 7, 2000; 69 FR 29829, May 25, 2005;
72 FR 17399, Apr. 9, 2007; 75 FR 20915, Apr. 22, 2010;

80 FR 29906, May 23, 2016]

§820.3 Definitions

(a) Act means the Federal Food, Drug, and Cosmetic Act, as
amended (secs. 201-903, 52 Stat. 1040 et seq., as amended (21
U.S.C. 321-394)). All definitions in section 201 of the act shall
apply to the regulations in this part.

(b) Complaint means any written, electronic, or oral commu-
nication that alleges deficiencies related to the identity, quality,
durability, relggbility, safety, effectiveness, or performance of a
device after it W released for distribution.

eans any raw material, substance, piece, part,
e, labeling, or assembly which is intended to be

l) Control number means any distinctive symbols, such as a
dIstinctive combination of letters or numbers, or both, from
which the history of the manufacturing, packaging, labeling, and
distribution of a unit, lot, or batch of finished devices can be
determined.





