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Preface (FF3X)

This guidance represents the current thinking of the
Food and Drug Administration (FDA or Agency) on
this topic. It does not establish any rights for any
person and is not binding on FDA or the public. You
can use an alternative approach if it satisfies the
requirements of the applicable statutes and
regulations. To discuss an alternative approach,
contact the FDA staff or Office responsible for this

guidance as listed on the title page.

KA 5 R, HF PE ZIZO0 T, B
EFadn i (FDA X112 )m) DBHHEDEZ &
T, KU Z X E, DR SEITH LT HIE
&5 2720 756D TIE2<, FDA X/T145%
FFT S b DTITRY, B IS EHRO
DO EE &7 TR Y . KA 507 X TR &
RN DB LT Lo, (CEES
I BT S HHIC O T, FRZ 1T 7280
o R F O FDA JiE X /4 FDA 575
PRIz X0,

I. Introduction' (FFE )

FDA is issuing this guidance to provide
recommendations on computer software assurance
for computers and automated data processing
systems used as part of medical device production or

the quality system. This guidance:

e Describes “computer software assurance” as a
risk-based approach to establish confidence in the
automation used for production or quality systems,
and identifies where additional rigor may be

appropriate; and

FDA 13, ERESROMES 2T L WE Y AT
LO—HE LTRSS 2 Ea—% KUH
BT — A AT LD Ea—F T R Y
= 7 {RiE (computer software assurance) (ZB3 5
LR IHA R T T20IT, KU A X A% FAT
Do RAAZLLAFTUTOZ L ZFERH LT
Do

o l[auVa—XY7 b yxoThE %, W&
VAT LBV AT MEREND A — b
A= a VOEMEMSLT D7D ) A7~
— AT 7u—F L LTHATLEEBIZ, &
570 D SN E 2 THUEZ R D D) E HE
W29 %,

! This guidance has been prepared by the Center for Devices and Radiological Health (CDRH) and the Center for
Biologics Evaluation and Research (CBER) in consultation with the Center for Drug Evaluation and Research (CDER),
Office of Combination Products (OCP), and Office of Inspections and Investigations (OII).

VR A X2 A1, Center for Devices and Radiological Health (CDRH) % O Center for Biologics Evaluation and
Research (CBER) 7%, Center for Drug Evaluation and Research (CDER), Office of Combination Products (OCP) &
" Office of Inspections and Investigations (OI) & ik L THER L7z b D TH B,
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e Describes various methods and testing activities o TUE2—HYT NY=TIRFELFESL L, Bl
that may be applied to establish computer software LA A il 7 9 BIRIRERS & 15 2 72 00 DA %

assurance and provide objective evidence to fulfill 7R FIERT A MEENZOW T 5 2, =
regulatory requirements, such as computer ZC. HHIEARIE, quality system obligations
software validation requirements in quality system (21 CFR Part 820 (LL T, Part 820) Z{:% 5
obligations, including requirements in 21 CFR o) lIZBITFAa Ea2—HY)T7 vy TN
Part 820 (hereafter referred to as “Part 820”).2 T—a VEMETHD,
This guidance supplements FDA’s guidance, ARITA X AL, FDA DI A ¥ A TGeneral
“General Principles of Software Validation” Principles of Software Validation] (UL, Software
(hereafter referred to as the “Software Validation Validation guidance) Z &9 5 H D TH DM,

guidance”) except this guidance supersedes Section Software Validation guidance D% 6 & [H#) 7' &
6: Validation of Automated Process Equipment and T AL ONWE AT LAY 7 b7 O

Quality System Software of the Software Validation T—ay] F RTAX AL EEH

guidance. bbb,

[GR7E] FDA @ General Principles of Software
Validation D FIFRIZ- DV TIE,
https://bunzen.co.ip/ &,

For the current edition of the FDA-recognized AIGE TSN TV S FDA O ER BRI
consensus standard referenced in this document, see DEcHThRIZ. FDA Recognized Consensus

the FDA Recognized Consensus Standards Standards Database’ 2D Z &,

Database.?

2 On February 2, 2024, FDA issued a final rule amending the device Quality System Regulation, 21 CFR Part 820, to
align more closely with international consensus standards for devices (89 FR 7496, available at
https://www.federalregister.gov/d/2024-01709). This final rule will take effect on February 2, 2026. Once in effect, this
rule will withdraw the majority of the current requirements in Part 820, including 21 CFR 820.70, and instead
incorporate by reference the 2016 edition of the International Organization for Standardization (ISO) 13485, Medical
devices - Quality management systems — Requirements for regulatory purposes, in Part 820. As stated in the final rule,
the requirements in ISO 13485 are, when taken in totality, substantially similar to the requirements of the current Part
820, providing a similar level of assurance in a firm’s quality management system and ability to consistently
manufacture devices that are safe and effective and otherwise in compliance with the Federal Food, Drug, and Cosmetic
Act (FD&C Act). When the final rule takes effect, FDA will also update this guidance, including the references to
provisions in Part 820 in this guidance, to be consistent with the rule.

2202442 A2 B, FDA %, ERHEBOEE 2 £ AFEHEIC S HITH D KO BRI E v AT A8
] (21 CFR Part 820) % t&1E9 D &R &2 31T L7z (https://www.federalregister.gov/d/2024-01709 @™, 89 FR
7496 TATFHHE), T DA 2026 452 A 2 RICEDT 5, ZOBAIOFEZTL Y 21 CFR 820.70 %
“te, Part 820 OBEDBEEO KRy AMEl <41, Y IZ, Part 820 | International Organization for
Standardization (ISO) 13485, Medical devices - Quality management systems — Requirements for regulatory purposes
D 2016 FFRHSZMUC LV MAIAEND Z L1l 5, BAHANCRHE SN TND L 512, 1SO 13485 D HHF
T, BARLLTRS L BUED Part 820 DEF L EEICFAMRTH Y | EOWEFHI AT HL LET
HHM)TH Y | Federal Food, Drug, and Cosmetic Act (FD&C Act) (ZYEHL L 7= M2 — B L CRET 568
TNZOWT, RO LIV ORGEZ RIS 2, BASHAIRE T 5 & FDA 1Z, KT A X2 AN O Part 820
DBE~DBREED, RAA X AL AL —FT D Lo ICHEH SN,

3 Available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
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In general, FDA’s guidance documents do not
establish legally enforceable responsibilities.
Instead, guidances describe the Agency’s current
thinking on a topic and should be viewed only as
recommendations, unless specific regulatory or
statutory requirements are cited. The use of the word
should in Agency guidances means that something is

suggested or recommended, but not required.

—fXHIZ, FDA DI A X A%, ERIERE] 0
HOBEMLEZMNLT HHDOTIERY, L LATA
ZU A%, D FEw 712895 FDA OBE
DEZFEHHATHHDOTH Y, FE OB
IHIERIEAEN I SN TWZRWERY | B nHE
WEIHL QAR INHREHLDOTHD, FDADA
A Z AT Ishould] "™WH ZHWTW5G & &

I, AT REIIHERE L TV D b DD, M
TRV L E2ERT D,

[FR7E] Tshould) 1% T~~_EThs| [~k
ERHDH] LFRL. Tmust] 13 T~722F 7
L] EFRL TV D,
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II. Background (\Xv 7 77 UV R)

FDA envisions a future state where the medical
device ecosystem is inherently focused on device
features and manufacturing practices that promote
product quality and patient safety. FDA has sought to
identify and promote successful manufacturing
practices and help device manufacturers raise their
manufacturing quality level. In doing so, one goal is
to help manufacturers produce high-quality medical
devices that align with the laws and regulations
implemented by FDA. Compliance with quality
system obligations including those in Part 820 is
required for manufacturers of finished medical
devices to the extent they engage in operations to
which those obligations apply. Quality system
obligations include requirements for medical device
manufacturers to develop, conduct, control, and
monitor production processes to ensure that a device
conforms to its specifications,* including
requirements for manufacturers to validate computer
software used as part of production or the quality
system for its intended use.>® The recommendations
on computer software assurance in this guidance are
intended to promote product quality and patient
safety, and correlate to higher-quality outcomes. This
guidance addresses practices relating to computers
and automated data processing systems used as part

of production or the quality system.

FDA (I, EFRESROTa T 2T LITBNT, &
WA OB RE - CHLEIEIT A, M2 VAo X
IR DG L BEOREERET D Z ki
FRAE L ARk E BT s, FDA
E, P LT D BUEEAT 2 RO TR TV
< Z & CEREGR S ER ORESE L-Lm
EEaFZELI>ELTER, 22 TOIA—LD
—Ol%, BE¥EFEEZ IR L. FDA OlafT9 51k
AR OBUHNZIR o 7o il B O R s 2 & ©
XHEHCTHLTHD, ERMEIREAERL
ORGEREF L, BN T 2EBIEFT HEH
C. quality system obligations (Part 820
obligations & de) IZHERLT 2 Z LA RD B
%, Quality system obligations (Z1%, [EREEFERRHR]
EHEENRE T o A 2R, £, 2> o
—VROER L, ERESRMERIZES LTy
HTERMRIZTHENIEMS BHY, £Z
IIFSE S AT LBV AT LD E LT
FIEnzarta—2 Y7 b7 E#EKL
FHRBIZH L TR T —varazftHrZ st tn
IBHENEEND S, KA X AZBTDH=
YEa—X YT NU = TGRS B HERE S
X, MEOMEEBEOLEEREL, L0E
P DFERIZON D Z L ZHE LTV D,
KA L AT, WG AT L WEY AT
LO—FE LTINS a2 Ea—Z KUH
5 — Z AR AT BT AEITE Y )
Do

4 See 21 CFR 820.70.

5 See 21 CFR 820.70(i).

¢ This guidance discusses the “intended use” of computer software used as part of production or the quality system (see

21 CFR 820.70(i)), which is different from the intended use of the device itself (see 21 CFR 801.4).

8§ KA XL ATIE, WES AT L/ BV AT LD e LTSNSy Ea—F Y7 vy T O
B L7-Hi&) (21 CFR 820.70() #ZM) IZOWTHHT 5, Zhid, EFREHFBAROBERM LZHE (21

CFR801.4 #Z M) LT D,
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In recent years, advances in manufacturing
technologies, including the adoption of automation,
robotics, simulation, and other digital capabilities,
have allowed manufacturers to reduce sources of
error, optimize resources, and reduce patient risk.
FDA recognizes the potential for these technologies
to provide significant benefits for enhancing the
quality, availability, and safety of medical devices,
and has undertaken several efforts to help foster the

adoption and use of such technologies.

Specifically, FDA has engaged with stakeholders via
the Medical Device Innovation Consortium (MDIC),
site visits to medical device manufacturers, and
benchmarking efforts with other industries (e.g.,
automotive, consumer electronics) to keep abreast of
the latest technologies and to better understand
stakeholders’ challenges and opportunities for further
advancement. As part of these ongoing efforts,
medical device manufacturers have expressed a
desire for greater clarity regarding the Agency’s
expectations for software validation for computers
and automated data processing systems used as part
of production or the quality system. Given the
rapidly changing nature of software, manufacturers
have also expressed a desire for a more iterative,
agile approach for validation of computer software

used as part of production or the quality system.

WHEOREE, B ART 4 7 A, ¥ Ialb—3
V. TOMOT VX NEET ORRSE & G e liE
HEifoRREIZLY , REEE T T —DFRET
oL, VY —R&gmwb L, BEDOY XY
FWETE DL DT/ oT-, FDA L, B
OE - AT - AR ESE 59 2 TH
KipkB 2Rl ThHAHH, ZnbOHFIOR
TUVXNVERBHLTEY, b OO
A LR ZRET 5720120 < DO ER Y LA
PIT-oT&7T=,

HAKRHIIZIX,. Medical Device Innovation

Consortium (MDIC), [E#EH R REEH ~D VA
R, ROMhZER (7] BHEhE, FEE) &0
RF~v—F T HBLUTAT =T RNLH LB
D5 ET, BRAEMICENZIRLRWE I
THEEBIZ, AT —IHRIVENS HITHEE
RT D9 A TORBECHEZE J 0 RS HEL X
9 & LT&E, 2o OfkeRI 2B ML 23
W, EREaRREES 1T, G AT L0
B AT LD E LTSN a2 B a—
AR OHET —Z B AT DY T by =T
WY F =33 DN TOYFO IR % Bt
LTIELWEDOMEZERH L TWe, -l
EHIT, BB L TN YT by =T oM
BaEz, WEV AT L WEY AT LD
WmELTERAINSayEa—F Y7 =T
N F =2 a NZEOVRERTT Vv A NVRT
Ta—FEHNEnEDOHLELERI L T,
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Traditionally, software validation has often been
accomplished via software testing and other
verification activities conducted at each stage of the
software development life cycle. However, as

explained in FDA’s Software Validation guidance,

software testing alone is often insufficient to
establish confidence that the software is fit for its

intended use. Instead, the Software Validation

guidance recommends that “software quality
assurance” focus on preventing the introduction of
defects into the software development process, and it
encourages use of a risk-based approach for
establishing confidence that software is fit for its

intended use.

FDA believes that applying a risk-based approach to
computer software used as part of production or the
quality system would better focus manufacturers’
quality assurance activities to help ensure product
quality while helping to fulfill validation
requirements. For these reasons, FDA is providing
recommendations on computer software assurance
for computers and automated data processing
systems used as part of medical device production or
the quality system. FDA believes that these
recommendations will help foster the adoption and
use of innovative technologies that promote patient
access to high-quality medical devices and help
manufacturers to keep pace with the dynamic,
rapidly changing technology landscape, while
promoting compliance with laws and regulations

implemented by FDA.

INETOY T =T NV TF—v a0 %
SOBFEITBNT, Y7 =TT A 7Y
AT NVDOEBEETCEBIND YT Ny =T T A
N ROZ DO ORRFEEE) 430 U TR ST &
7=, 7272 L. FDA ® Software Validation
guidance T L TWAH X HIZ, Y7 hu =T
DER L-HBICHEEG L TWDZ & DEH %
NTAHTEOIE, VT U =T OT A RNITT
IR+ ThHDZ EMZY, £ 2T Software
(A <72 <)
[V 7 MY =7 ERGE] ICBWTY 7 ho =
TR T B ACKRBAVIAERRNE HITT
HZLICHREBELS ZEEHEL, U AT -
A7 Ta—FEFEHLTY 7 by =T REKL
FHBRICEE LTS Z EDERAEMSIT 5 &
IEEFHL TV D,

Validation guidance 1.

BUYESEF NG S 2T L B Y AT WD —E
LTSN Ay Ea—X Y7 by =TT
YA R=AT7 7 u—F 28 HTHIX, ZOk
BHRAHEENCRBW T, N F—v g EA A
Lo OME LR T HZ LIZb o &4
FTXDHL22D5THAH, FDAIZZD LD
REERND | ERESORNES X T L E Y
AT LAO—FE LTSN a2 Ea—2 Kk
NHETFT —ZWH AT 2D a L Ea—" YT
U = T RAEIZET D HERFIH AT 5 6 O
Thod, ZhOOHEIEHEE), BEICELER
IR ~D T 7 2 A T 5 K 5 7R
REARORM LM%M L L, EEEN S
ATy 7 IoREICE LT B HANE I B R
T5Z & &I, 30 FDA OJitif 73 % &
OB ~DOM A 2 HE LD 5 2 LT o L5
ZTCW5,
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II1.Scope (FiBH)

This guidance provides recommendations regarding
computer software assurance for computers or
automated data processing systems used as part of

production or the quality system for medical devices.

This guidance is not intended to provide a complete
description of all software validation principles. FDA
has previously outlined principles for software
validation, including managing changes as part of the

software life cycle, in FDA’s Software Validation

guidance. This guidance applies the risk-based
approach to software validation discussed in the

Software Validation guidance to production or

quality system software. This guidance additionally
discusses specific risk considerations, acceptable
testing methods, and efficient generation of objective
evidence for production or quality system software

through the life cycle of the medical device.

This guidance does not provide recommendations for
the design verification or validation requirements for
device software functions, which are software
functions that meet the definition of a device under
section 201(h) of the Federal Food, Drug, and
Cosmetic Act (FD&C Act). For more information
regarding FDA’s recommendations for the validation
of medical device software, see the Software

Validation guidance.

KA L 2T, EFREGR OGS 2T L
B AT LDO—HE L TERHESN a2 Ea—
2 ITHET — B AT LD A B a—H
Y7 MU= 7 IRAEICBE T 2 HER I 2 1Rl
Do

KRIAZT L ANE, VT h =T RN TF—vay
DT X TOFAIZZRIZHI T2 Z LITEKL
TUWRW, FDA [ZLLHT Software Validation
guidance T, Y7 NV =T T4 7Y A 7 )LD—
HELTEELZERTLHZ 2T, YT MY
=T N F =g COFAZERAE R TH D,
ARHA # AT, Software Validation guidance
THHENTVWDY 7 by =T R F—v g
IZxtT DV AT R=AT T a—F %, #iET A
TS WEVATADY 7 by =T IZEA LT
WD, RIA XU AT, EEREHRO T A 7
A7 NVEE U T, BIRER Y A7 ETEmE, §7F
KARERT A MHIE, RORYES X7 L inE
VAT LDV T MY =T8T HEBRIEE O
BRI IR B HIEIC DN T BT 2,

KA L R, EFEEERY 7 U = TR

(972> % Federal Food, Drug, and Cosmetic Act
(FD&C Act) Section201(h) (Z331) 5 EHMELR D
ERIZET LY 7 MU= THRE) OiXGHRGE
RNY F— g VEARICET D HESE R I A fR it
TLHLOTERY, EFRELSRY 7 U =T O
U7 —3 3 BT % FDA OHEREFIHOFEM
(22U T U Software Validation guidance % 2+
Dk,
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IV. Definitions (EZ&)

[FR7E] ZOEOEZEOFUIMNIATEIE AN THHROFLHEERERE TPA)DFR (SP 800-145,2011 429 H) %

HEIZLT-,

The following definitions apply for the purposes of

this guidance.”

Cloud Computing (Cloud): Cloud computing is a
model for enabling ubiquitous, convenient, on-
demand network access to a shared pool of
configurable computing resources (e.g., networks,
servers, storage, applications, and services) that can
be rapidly provisioned and released with minimal
management effort or service provider interaction.
This cloud model is composed of five essential
characteristics: on-demand self-service, broad
network access, resource pooling, rapid elasticity,
and measured service. The cloud is composed of
three service models: software as a service (SaaS),
platform as a service (PaaS), and infrastructure as a
service (IaaS). The cloud model is also composed of
four deployment models: private cloud, community

cloud, public cloud, and hybrid cloud.®

KA L AT, LTOEEPENSND T,

77V RKarvCa—74v7 (VYK 77
U RayEa—T 4 %, BUNROBEEIEES
P—ERAT N L LD Y TRHEIZT 1
BV a = RN Y — A TE D, AR E ATHE
BRALEa—T 4T )Y =R (Ry NT—7 |
== A VL= TV =z P—
B2 O S —~D, xR 2 X TER R
Fr T REy NI =0T I AEERICT
LETNCTHDL, 2OV 7Y RET VX, T
VU R BATH—ER MBENR Y NU—0 T
7RA VY =AOHAG AE—T 4 TpiLiRE,
P—EARFHUFRETHDH Z L. &) 5ODH
BRE TR E N TV D, 7 7 7 Rid, software
as a service (SaaS), platform as a service (PaaS),
infrastructure as a service (IaaS) @ 3 DD ¥ —E X
ETNTHREND, 7T U FET ML, E6IC
TIAR=rITUR, aia=T47T7K,
NIV 77T R ATV RITT7RD 4
DOEEET N THERESND S,

7 Some of the definitions originate from other FDA sources (e.g., Software Validation guidance) and are applicable in

those instances.

T —EDOEFIL. FDA Ot D&} (Software Validation guidance %) D EFH A HWTW 5,

8 This definition is derived from the National Institute of Standards and Technology’s “The NIST Definition of Cloud
Computing: Recommendations of the National Institute of Standards and Technology,” available at
https://nvlpubs.nist.gov/nistpubs/Legacy/SP/nistspecialpublication800-145.pdf

8 Z M EFIL. National Institute of Standards and Technology’s “The NIST Definition of Cloud Computing:
Recommendations of the National Institute of Standards and Technology,”
(https:/nvlpubs.nist.gov/nistpubs/Legacy/SP/nistspecialpublication800-145.pd0)IZ F-5< ,
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Infrastructure as a service (IaaS): The capability
provided to the consumer is to provision processing,
storage, networks, and other fundamental computing
resources where the consumer is able to deploy and
run arbitrary software, which can include operating
systems and applications. The consumer does not

manage or control the underlying cloud

infrastructure but has control over operating systems,

storage, and deployed applications; and possibly
limited control of select networking components

(e.g., host firewalls).’

Platform as a service (PaaS): The capability
provided to the consumer is to deploy onto the cloud
infrastructure consumer-created or acquired
applications created using programming languages,
libraries, services, and tools supported by the
provider.'® The consumer does not manage or
control the underlying cloud infrastructure including
network, servers, operating systems, or storage, but
has control over the deployed applications and

possibly configuration settings for the application-

hosting environment.'!

AVIFGRANF I F %« TR 7 « =X (%
—ERADETRESINDIA LV TTAINTF I T %)
TaaS: FIHE TSN HHEREIL. BEMKGE, X
F—2, Xy NU—7 ZOMOERH 2B
—T 4TV Y= RAEEETHETHY, £
T, 2—WFEIARVL—T 4 VTV RTLART Y
= alEEEED Y 7 U = T B EEL
EOLELZENTED, 2—FITERICHDL A
T7IANT I FxREHRLILVa s br—L L
70T LTV, AXL—=T 4 T AT
L AMVL—Y BEINET TV r—a 10l
KT Har he— LD, LBAEIZE - Tl
EDFy NT—7 arvR—xr MEE (Bl z0E
RARNT 7 AT T4 —/L) IZOWTORERL =
v b — L HEERRRO Y,

TIFG9 N TF—b TR T+ P—R (—V
ADTRIESIND ST v b7 4 —2) PaaS: F
MBI SN DB, 77 U RDA T T R
FNZ7 7 F v BlCa—V R L E AL
77V r—varxdFETL52LTHY, £D
TV —va i a g XRYiR— 195
TR IIVIERE TATTY, P—ERA B
Y= ZHOTERHINTZHDTHD 1Y,
a—PIERICHDLAN T TANT I F v &, I
v hU—7Thih, b——ThiL, AL —7F
AT VAT LA THIL, A ML=V Thi, EH
L7z :‘/M:f~ﬂ/b7‘:©*f>:>:&&:tf£b‘o —J
2—FIFESNEE LT TV r—varv it
Ak oTizFOT ) = armERANT
DERBEOREICONT Y ha—UEEFFO 1

? 1d.

10 This capability does not necessarily preclude the use of compatible programming languages, libraries, services, and
tools from other sources.

10 Z OHEEIX, LD Y —ANLDOEBEOH D T e ST I ERE,
Rz BT LHIIT 5 6D T,

11" See footnote 8.

EE 8 2B,
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Software as a service (SaaS): The capability
provided to the consumer is to use the provider’s
applications running on a cloud infrastructure. The
applications are accessible from various client
devices through either a thin client interface, such as
a web browser (e.g., email), or a program interface.
The consumer does not manage or control the
underlying cloud infrastructure including network,
servers, operating systems, storage, or even
individual application capabilities, with the possible
exception of limited user-specific application

configuration settings. '?

I7b9x2T «TRXeT « B—ER (—ERXD
BTRItESND Y7 hy=7) SaaS: FIHHIZIE
s omElL, 7 IV KDA T T AT I F
¥2 ETEHL WL m AL X HkOT 7Y 7
—2arThsb, 77V r—va il 794
TV MO IREEBNG, v T TR LD
BRI IAT MU —T oA A (%
X, V=T AN | FREF TR ST AL H—
T2 ADNTNNEBLTCT 7 AT S, 22—
PIIEBRICHDEA T TANT I F v a2, Xy b
J—7Thil, —"—Thil, XL —FT 1
TYVAT A THIL, AL —UThiv, 77
r—va HRETT L, HELIEY 3 hr—L
LT LiF72n, 2720, 2—FIZEHFD
TV = a DO EILE DFIS L 72
A9 12,

12 1d.
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V. Computer Software Assurance (2 E =2 —#% YV 7 N U = T{R3E)

Computer software assurance is a risk-based
approach for establishing and maintaining
confidence that software is fit for its intended use.
This approach considers the risk of compromised
safety and/or quality of the device (should the
software fail to perform as intended) to determine the
level of assurance effort and activities appropriate to
establish confidence in the software. Because the
computer software assurance effort is risk-based, it
follows a least-burdensome approach, where the
burden of validation is no more than necessary to
address the risk. Such an approach supports the
efficient use of resources, in turn promoting product

quality.

In addition, computer software assurance establishes
and maintains that the software used in production or
the quality system is in a state of control throughout
its life cycle (“validated state™). This is important
because manufacturers increasingly rely on
computers and automated processing systems to
monitor and operate production, alert responsible
personnel, and transfer and analyze production data,
among other uses. By allowing manufacturers to
leverage principles such as risk-based testing,
unscripted testing, continuous performance
monitoring, and data monitoring, as well as
validation activities performed by other entities (e.g.,
developers, suppliers, cloud service providers), the
computer software assurance approach provides
flexibility and agility in helping to provide assurance
that the software maintains a validated state

consistent with applicable quality system obligations.

A= F YT MU =TIRGES I, VYT FU =
TMEXLEHBIZHEALTWD EWIEH%E
WSt U, #EFFEFLT D720 D) A7 R_R—A 7 7'
—FThHDbH, ZOT77Ta—FTiH, (Y7Ihu=
TREKBEY ICHEREE LR RoTc L & D) ERHE
ROLEME, LY (L) MERELbLD Y X
I HFEZ, VT N =TT HEHEHRLT D
7o OB 72 PRAED HL O fL 2 « TEE) L~V 2 IR E
T5, A Ea—% Y7 N7 =T IRIEOY fH A
TV A7 SO TH D0, b AHEID
BT T rn—FIH, Thbb, NUTF—Ta
YOAMITY AT ITHHLT B T2 O I e B AR R
RbDLTAhH, ZOLHRTFa—FIckn, U
V= AENRANMHTE D LI 0| KR
IR O E DA R D,

IHiZ, aryva—% Y7 My = TRFEIC L
%%VX%A/%E/XTAT@%én5/7
N7 =TE, TATHA T NAERITHIZ-T, 2
v ha— L SITRE N S, HERFEBES L
Do BOUEFEE N, BUEOBETIORIE, ﬁ%%«@
HEME, 85ET — X OB E D=0
yt;~&%5%ﬂﬁyx%A:i#i¢Wﬁ
THEIITR-oTND I END, ZHTEERD
EThHhD, WEEENY AT X—=2FT A~ R
2T T AN, JEGHI ST —v o R T
— RO E 2 J7, S BT (B BAFE .
fithiaE., 77U Rh—EeX7 mqg ) 2k
V7 —va i E#ha ) E<EHRAT LTy
Ba—% Y7 Ny 7RGET 70— F 1L
HWRbo Ll | @S5 quality system
ST, N TF— g UEFEADIREE
EHEFFEET 5 2 & ORGEICENLOTH A ),

obligations (2
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Software that is fit for its intended use and that
maintains a validated state should perform as
intended, helping to ensure that finished devices will
be safe and effective and in compliance with
regulatory requirements (see 21 CFR 820.1(a)(1)).
Section V outlines a risk-based framework for

computer software assurance.

BRI LEASICEAEL, N T—Ya ViEROIR
BEDHERFE RS NL- Y 7 h o =7, BXEY I
BE L, AR 2N 22 2 D 2h BT I A
(21 CFR 820.1(a)(1) #&M) &7 5 2 & &k
RIZTHTHAI, VETIE, avta—4V7
Ny 2T HRAEDTZDOD Y AT RXR—RAT L— AU
— 7 ZOW TR 5,

A. Computer Software Assurance Risk Framework
(BYE2—FYT7 N =2TRAED Y R 7 7L —LTU—7)

The following approach is intended to help
manufacturers establish a risk-based framework for
computer software assurance throughout the
software’s life cycle. The approach outlined can be
applied, but is not limited, to automation tools (e.g.,
BOTS or automatic workflows), data analytic tools,
artificial intelligence/machine learning tools, and
cloud computing when used as part of production or

the quality system. '3

Examples of applying this risk framework to various
computer software assurance situations are provided

in Appendix A.

UTFIORT T 7e—FiF, fEEENY 7 hrx

TIATHA I NVERIZDIE>Taryta—4

VTR 2THRAEDY AT R—=A T L — AT —

JEMENLT D LSBT HIDDEDTH 5.

ZoT7u—FiE, UTICEHMETH LN, Z

IHITRESND & DO TR 1,

e HEWLY—/L (BOTSHEHTY—7 71—
%)

o T—HLHTY—IL

o NTHNBE/MEM:E Y — . KDY

o BLET AT L/ WE Y AT LO—H L LCE
Hans/770 Rara—740

A, ZOV R T —AT—T % vt

2—HX YT "N = TREEIT) S ESE G
V2 3 B & R,

13 Cloud computing used as part of production or the quality system, including when supporting associated
recordkeeping and manufacturing activities, is within the scope of this guidance. Cloud computing used as part of
device software functions are not in the scope of this guidance.

By sy Rarvta—T 40 7 %8ES 2T L/ WEY

AT LD~ E LTHERT 256 (BhET 5

HROREERH OV RN — FE2ELe) 13X, AVA X ANEHSND, 7770 Rarva—7 17 ERES
Y7 U= THRED EE LT 55813, AVA F U AOmEMFEHA TH 5,
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(1) Identifying the Intended Use (B X U 7= F& D HrE(L)

The regulation requires manufacturers to validate
software that is used as part of production or the
quality system for its intended use (see 21 CFR
820.70(1)). This includes various cloud computing
models related to computerized systems, such as

IaaS, PaaS, and SaaS.

To determine whether the requirement for validation
applies, manufacturers must determine whether the
software is or will be used as part of production or
the quality system (whether directly or to support

production or the quality system).

Software with the following intended uses is
considered to be used directly as part of production

or the quality system:

o Software intended for automating production
processes, inspection, testing, or the collection and

processing of production data; and

e Software intended for automating quality system
processes, collection and processing of quality
system data, or maintaining a quality record
established under applicable quality system

obligations.

Software with the following intended uses is
considered to be used to support production or the

quality system:

BililL, BEEES, BBV X T L/ REV A
TAO—EE L THERAIND Y 7 NV =T &%
DEX LRI L TN T =23 &2(7H
Z L ERDTUVD (21 CFR 820.70(1) % &),
Z3UZiX, laaS. PaaS. SaaS EWo/fma B
— b AT MIEHET A I EIERI TR
a2 —T 4 U TETIANEGEND,

NYF = a3 UINKEENE D AT 5720
2, BEREEIL, 20 Y7 by =T RRE SR
TLSWEYAT LO—EE LTER ST
D, IR TER S D0 (BEEERN, £
NELHES AT L WE Y AT h~DY R —
MEHD) ZHETT 50BN DD,

VI =T OEMUTERAENRUT TH LY
B BE AT L WEV AT LO—HE LT
DEBFEHTHD ERREND,

o T HER, BE., T A MOHBME, XX
G — 2 DINECUF A BEX LY 7 b
=7,

o WEVATLAOTmEADABNL, META
T LT —Z OPURRCE, SUTEH S b
quality system obligations (27 > TIER S 4172
B LR OMERIE A BEX LY 7 hU =
7

V7 N 2TOEXLT-HENLL T THHH
G, WE AT LS WWE VAT DO R— B
BFRTHD ERRENS,
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e Software intended for use as development tools
that test or monitor software systems or that
automate testing activities for the software used as
part of production or the quality system, such as
those used for developing and running scripts or
software embedded in the production equipment

(e.g., firmware); and

e Software intended for automating general record-
keeping for production or the quality system that
is not part of the quality record.

Both kinds of software are used as part of production

or the quality system and must be validated under 21

CFR 820.70(i). However, as further discussed below,

supporting software often carries lower risk, such
that under a risk-based computer software assurance
approach, the effort of validation may be reduced

accordingly without compromising safety.

On the other hand, software with the following
intended uses generally is not considered to be used
as part of production or the quality system, such that
the requirement for validation in 21 CFR 820.70(i)
would not apply:

o Software intended for management of general
business processes or operations not specific to
production or the quality system, such as email or
accounting applications; and

o Software intended for establishing or supporting
infrastructure not specific to production or the
quality system, such as networking, user
authentication, or continuity of operations (e.g.,

backup and restore).

o VI NUT VAT LET A MITERT S
fFY — L LTSNS Y 7 b =T,
XIFES AT L WEY AT AO—HE L
THEREND Y7 b =7 D7 X ME#Z H
b+ DY —LE LTHERSNS Y7k
v (f]: A7 VT FOBA%E « FEITITHW
6%6?7%7:7) XL (Zr—bU=x

EHD) BERMEICHAAENTZY 7 U =
7o

o WMERBKIZEEN, BE AT A NE
AT L O— R O B E LA BN
L=V 7k 0T,

WTHOREOY 7 by =T b, fIEVAT A
E AT LAO—FHE L THEHINTEY,
21 CFR 820.70(i) (ZHESNWTARY F—v g %
Tt by, =720, LUF T4
L9, YR—=FYT7 b= TIRY 27K
w:&ﬁgwtw YA R—=ADALE 2—
27 N2 TREAET T a—F T, BetEEiE
&9:&&<\Ux7:mtTAU?—v5y

DHFNEREST 2 Z ENTE D,

Fh, Y7 by =T OB LIZARBUTTH
L%a. —ICELE S X T A BV AT A
O—E LTHEMASND LTRSS RV
¥, 21 CFR 820.70(1) TRKHHNY F— 3
IIARETH B,

o B A—NREHT TV r—va s Zo, @
EYAT L E Y AT DAZEEE L 22U
EYRARATuR RS EHEOEREEX LT
Z N7

o WHEL AT L/ WE Y AT LTI ARWA
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U A R T5E),
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FDA recommends manufacturers focus on the
intended use of the software when considering cloud
computing models, as not all cloud computing models
are “directly” used as part of production or the quality
system. For example, an laaS cloud storage solution
falls into the category of infrastructure, but may be
used to store quality records established under
applicable quality system obligations, in which case
the TaaS cloud storage solution would be considered to
be used directly as part of production or the quality
system. In this example, FDA recommends
manufacturers focus the assurance effort on the
features or functions relevant to the integrity of the
records and 21 CFR Part 11 requirements applicable

to the records intended to be stored.

Conversely, an TaaS cloud storage solution may
support infrastructure to store production and process
data; this would not be considered an established
quality system record. In this example, the [aaS
cloud storage solution does not support production or
the quality system, and the requirement for
validation in 21 CFR 820.70(i) would not apply.
When storage of data in the cloud is independent of
whether or not the data is part of the quality record, it
is the manufacturer’s obligation to determine what
the appropriate level of risk is for that application.
Manufacturers may consider a least-burdensome
approach to assuring the IaaS cloud storage solution

is adequate for their business.

TRCHOI TRy Ea—T 4 TET IR,
HEAT L WEVAT LO—HE LT [E
P2 R S5 DT Tlidanizw, FDA (3HE¥E
Flixt L, 77y KarvCa—T 4V ITETNVE
BT 08Iy 7 by =T OBEM L HiEICE
REBS ZEE2HET S, flxiL, laaS 7 7 U K
ARLb—=UYVa—valii,. A VT TARNTT
Fx & LTHEINLD, BHEd 5 quality system
obligations N CERL S L7z iE iz RAFT 572
OIEH SN2 568086 5, ZO%E, laaS 7 7
URARL—=U VY a—a i, Bl 2T A
SREVAT AO—FE L THEFHAIND b
DERRIND, 2O KD 755, FDA 13EHE
FITHR L, FLdkDA > T 7V T 4 OfERIZA R 72
PEREZER I THERE & . FEWIR R o RRERICE ] S
% 21 CFR Part 11 BRIZORFED LY fL A & £
SED L HHELET B,

W, laaS 7 I U RARL—Y VY 2—2 g
DY R—R TDHA LT TANT T FHITHEMS
NHTF—2n8E - Tt AT—42THHY
By AU SN E v AT Atk E 1T
RENIR, ZOFITIE, TaaS 7 7T KA ML
—V VY a—Ta NIET AT A E VA
T LEYAR— R LTV, 21 CFR
820.70(1)) TRDH NV F—Ta FIARELR
b, T—HEWEREKO I THDLINE I
IFERIRIZ T U RS T2 5a, 77
Uhr—aDU A7 L2 MYNIRiET 5
ZLITERERORBE CTh D, HIEEHIL.
laaS 7 77 RA ML=V Y 2—3a UinEiL
DEVRAZHE L TWNWDZ & ERIET 57201
BB LD DT e —FEBRHALTX
VY,
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FDA recognizes that software used in production or
the quality system is often complex and comprised of
multiple features, functions, and operations;'4
software may have one or more intended uses
depending on the individual features, functions, and
operations of that software. In cases where the
individual features, functions, and operations of the
software have different roles within production or the
quality system, they may present different risks with
different levels of validation effort. FDA
recommends that manufacturers examine the
intended uses of the individual features, functions,
and operations to facilitate development of a risk-
based assurance strategy. Manufacturers may decide
to conduct different assurance activities for
individual features, functions, or operations as

related to the intended use.

FDA I%, ®iEs 27 A/ WEY AT LA CHERS
N7 ho=7RUIEUIZHEETH Y, HEK
DOFEREZIFR - HERE - EB TH SN TS 2 L
EERERL TV U VT by =T Offl 2« DF%RE
HF - BERE - EBIEU T, YT b= TITE
1 SXIENL EOBEM LR 5, V7
U =T Ol x OFEREEIFE - BERE - EH S, T
AT b WWE Y AT DR TR D HE
ERETHE. bbb U A7 IEEREN
TRt NYTF—a VORDY
MABDL~XIRR DD ERDTHA D,
FDA (I, BLEFEE, 4 OseEER - fhae -
(BEOBRKLICH@EEREL, UAIZX—2D
PREFEEIE 2 7R LTV Z & 2/ %, BN
L7 HRITIs T, pRREZEER BERE (B 2 &
ICER 7 DG HEBI O FEM AR ET 2H G b H D
ThAH9,

14 That is, software is often an integration of “features,” that are used together to perform a “function” that provides a
desired outcome. Several functions of the software may, in turn, be applied together in an “operation” to perform

practical work in a process.

47 by =7 I13% < O%E TBEREER (feature) ] A SNTEHDOTH Y, [HEREEFR (feature)] NEHEFE -
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SOOT vt R IBITHERNEEE R,

HwASHt & 16

2
BZLib-141 CSA(final) r2.docx




FDA

Computer Software Assurance for Production and Quality System Software

No. BZLib-141

For example, a commercial off-the-shelf (COTS)
spreadsheet software may be comprised of various
functions with different intended uses. When
utilizing the basic input functions of the COTS
spreadsheet software for an intended use of
documenting the time and temperature readings for a
curing process, a manufacturer may not need to
perform additional assurance activities beyond those
conducted by the COTS software developer and
initial installation and configuration. The intended
use of the software, “documenting readings,” only
supports maintaining a record of the process
information and poses a low process risk. As such,
initial activities such as the successful vendor
assessment and software installation and
configuration may be sufficient to establish that the
software is fit for its intended use and maintains a
validated state. However, if a manufacturer also
utilizes built-in functions of the COTS spreadsheet to
create custom formulas that are directly used in
production or the quality system, then additional
risks and data integrity considerations may be
present. For example, if a custom formula
automatically calculates time and temperature
statistics to monitor the performance and suitability
of the curing process, then additional validation by

the manufacturer might be necessary.
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For the purposes of this guidance, we describe and
recommend a computer software assurance
framework where manufacturers examine the
intended uses of the individual features, functions, or
operations of the software. However, in simple cases
where software has only one intended use (e.g., if all
of the features, functions, and operations within the
software share the same intended use), manufacturers
may not find it helpful to examine each feature,
function, and operation individually. In such cases,
manufacturers may develop a risk-based approach
and consider assurance activities based on the

intended use of the software overall.

FDA recommends that manufacturers document their
decision-making process for determining whether a
software feature, function, or operation is or will be
used as part of production or the quality system

through their quality management system.

KITA B ATIE, WEEENRY 7 by =T O
%« OREREZER HeRe,EB OB LI iz
BETDH, a2 Ea—F Y7 N2 TRIET
—LAT—7EFHBAL, hoHERT D, L,
V7 by =T OREKLUTZHEN 1 DL
fiZpr—2 B V7 b =T NOTRXTOR
REZEFE - BRRE - 208, RIUEX L Migadt
ALTWDHE) Tl WRBZFE - e - 265
ZEBNTHEET 2 BHRITZ2 VS Liten, Z
DL 7t BUE¥ERIT, VAT R—RT
n—FEFEML, V7 =T E2EOEK LT
MBI ESWTRGEEBN 21T 9 Z L A MET L T
HLENWTHA D,

FDA (I, & EHENENT-HOMEEH L AT
LZR->TY 7 by =7 OMREE SR/ Hite /¥
BWBLES AT L/ WEY AT LO—HE LT
EHENTWDE2, UIEH SN TETHD
NEIDEHWTH - 0OERIRET 0 2%
LENTDHZ L EHLET S,

(2) Determining the Risk Based Approach (U R 7 X— X7 70 —F DIE)

Once a manufacturer has determined that a software
feature, function, or operation is or will be used as
part of production or the quality system, FDA
recommends using a risk-based analysis to
determine appropriate assurance activities.
Broadly, this risk-based approach entails
systematically identifying reasonably foreseeable
software failures, determining whether such a failure
poses a high process risk, and systematically
selecting and performing assurance activities
commensurate with the medical device or process
risk, as applicable. Manufacturers should select an
appropriate frequency for performing assurance
activities based on their risk-based analysis and
accounting for their processes and procedures, as

appropriate for the software and assurance activities
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being performed.

Note that conducting a risk-based analysis for
computer software assurance for production or
quality system software, as described in this
guidance, is distinct from performing a risk analysis
for a medical device as described in the International
Organization for Standardization (ISO) 14971:2019
— Medical devices — Application of risk management

to medical devices.

The risk-based analysis for production or quality
system software focuses on those factors that may
impact or prevent the software from performing as
intended, such as proper system configuration and
management, security of the system, data integrity,
data storage, data transfer, or operation error. A risk-
based analysis for production or quality system
software should consider which failures are
reasonably foreseeable (as opposed to likely) and the
risks resulting from each such failure. For example,
in a risk-based analysis a manufacturer may consider
the risks resulting from a power outage, which may
not be likely to occur but is reasonably foreseeable to
occur over the life cycle of a production or quality
system. This guidance discusses both process risks
and medical device risks. A process risk refers to the
potential to compromise production or the quality
system. A medical device risk refers to the potential
for a device to harm the patient or user. When
discussing medical device risks, this guidance
focuses on the medical device risk resulting from a

quality problem that compromises safety.

Specifically, FDA considers a software feature,
function, or operation to pose a high process risk

when its failure to perform as intended may result
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in a quality problem that foreseeably
compromises safety, meaning a medical device
risk. This process risk identification step focuses
only on the process, as opposed to the medical
device risk posed to the patient or user. Examples of
software features, functions, or operations that are

generally high process risk are those that:

e Maintain process parameters (e.g., temperature,
pressure, or humidity) that affect the physical
properties of product or manufacturing processes

that are identified as essential to device safety;

e Measure, inspect, analyze and/or determine
acceptability of product or process with limited or

no additional human awareness or review;

e Perform process corrections or adjustments of
process parameters based on data monitoring or
automated feedback from other process steps

without additional human awareness or review;

e Produce instructions for use or other labeling
provided to patients and users that are necessary

for safe operation of the medical device; and/or

e Automate surveillance, trending, or tracking of
data that the manufacturer identifies as essential to

device safety (e.g., cybersecurity) and quality.

In contrast, FDA considers a software feature,
function, or operation not to pose a high process risk
when its failure to perform as intended would not

result in a quality problem that foreseeably
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compromises safety. This includes situations where
failure to perform as intended would not result in
a quality problem, as well as situations where
failure to perform as intended may result in a

quality problem that does not foreseeably lead to

compromised safety. Examples of software features,

functions, or operations that generally are not high

process risk include those that:

e Collect and record data from the process for
monitoring and review purposes that do not have a
direct impact on production or process

performance;

e Are used as part the quality system for Corrective
and Preventive Actions (CAPA)routing, automated
logging/tracking of complaints, automated change
control management, or automated procedure

management;

e Are intended to manage data (process, store,
and/or organize data), automate an existing
calculation, increase process monitoring, or
provide alerts relevant to managing data when an

exception occurs in an established process; and/or

e Are used to support production or the quality

system, as explained in Section V.A.1 above.

FDA acknowledges that process risks associated
with software used as part of production or the
quality system are on a spectrum, ranging from high
process risk to low process risk. Manufacturers
should determine the risk of each software feature,
function, or operation as the risk falls on that
spectrum, depending on the intended use of the

software. FDA is primarily concerned with the
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review and assurance for those software features,
functions, and operations that are high process risk
because a failure also poses a medical device risk.
For the purposes of this guidance, FDA is presenting
the process risks in a binary manner, “high process
risk” and “not high process risk.” A manufacturer
may still determine that a process risk is, for
example, “moderate,” “intermediate,” or even “low”
for purposes of determining assurance activities; in
such a case, the portions of this guidance concerning
“not high process risk” would apply. As discussed in
Section V.A.4 below, assurance activities should be
conducted for software that is “high process risk”
commensurate with the medical device risk and “not
high process risk” commensurate with the process

risk.

Example: An Enterprise Resource Planning (ERP)
Management system contains a feature that
automates manufacturing material restocking. This
feature automates material ordering and delivery to
appropriate production operations. However, a
qualified person checks the materials before their use
in production. The failure of this feature to perform
as intended may result in a mix-up in restocking and
delivery, which would be a quality problem because
the wrong materials would be restocked and
delivered. However, the delivery of the wrong
materials to the qualified person should result in the
rejection of those materials before use in production;
as such, the quality problem should not foreseeably
lead to compromised safety. The manufacturer
identifies this as an intermediate (not high) process
risk and determines assurance activities
commensurate with the process risk. The
manufacturer has performed an evaluation of the

ERP vendor, the ERP system information, and has
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configured the ERP system for its operations. The
manufacturer implements any remaining assurance
activities associated with the material order and

delivery automation.

Example: A similar feature in another ERP
management system performs the same tasks as in
the previous example except that it also automates
checking the materials before their use in production.
A qualified person does not check the material first.
The manufacturer identifies this as a high process
risk because the failure of the feature to perform as
intended may result in a quality problem that
foreseeably compromises safety. As such, the
manufacturer will determine assurance activities that
are commensurate with the related medical device
risk. The manufacturer has previously performed
assurance activities on the material identification
data system, the automated material scanning
systems (barcode scanners), evaluated the ERP
vendor/information, and has configured the ERP
system for their operations. The manufacturer
implements any remaining assurance activities
associated with the ordering and delivery

automation.

Example: An ERP management system contains a
feature to automate product delivery. The medical
device risk depends upon, among other factors, the
correct product being delivered to the device user. A
failure of this feature to perform as intended may
result in a delivery mix-up, which would be a quality
problem that foreseeably compromises safety; as
such, the manufacturer identifies this as a high
process risk. Since the failure would compromise
safety, the manufacturer will next determine the
related increase in medical device risk and identify

the assurance activities that are commensurate with
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the medical device risk. In this case, the
manufacturer has not already implemented any of the
identified assurance activities, so the manufacturer
implements all of the assurance activities identified

in the analysis.

Example: An automated graphical user interface
(GUI) function in the production software is used for
developing test scripts based on user interactions and
to automate future testing of modifications to the
user interface of a system used in production. A
failure of this GUI function to perform as intended
may result in implementation disruptions and
software updates to the production system being
delayed, but in this case, these errors should not
foreseeably lead to compromised safety because the
GUI function operates in a separate test environment.
The manufacturer identifies this as a low (not high)
process risk and determines assurance activities that
are commensurate with the process risk. The
manufacturer already undertakes some of those
identified assurance activities so implements the

remaining identified assurance activities.
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(3) Production or Quality System Software Changes

@EERT L WEVATADY 7 b =T DER)

For devices with approved premarket approval
applications (PMA) or humanitarian device
exemptions (HDE), PMA/HDE supplements are not
required for changes to the manufacturing procedure
or method of manufacturing that do not affect the
safety or effectiveness of the device if they are
reported to FDA in a periodic report (usually referred
to as an annual report).'> PMA/HDE supplements
also are not required for modifications to
manufacturing procedures or methods of
manufacture that affect the safety and effectiveness
of the device; these are submitted in a 30-day
notice.!® Changes to the manufacturing procedure or
method of manufacturing may include changes to
software used in production or the quality system.
For an addition or change to software used in
production or the quality system of devices with
approved PMAs or HDEs, FDA recommends that
manufacturers apply the principles outlined above in
Section V.A.2 in determining whether the change
may affect the safety or effectiveness of the device.
In general, if a change may result in a quality
problem that foreseeably compromises safety, then it
should be submitted in a 30-day notice. If a change
would not result in a quality problem that
foreseeably compromises safety, then the change

may be appropriate to report in an annual report.!”
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1521 CFR 814.39(b), 814.108, and 814.126(b)(1), and the “Annual Reports for Approved Premarket Approval
Applications (PMA)” guidance.

1621 CFR 814.39(f), 814.108, and 814.126(b)(1). Changes in manufacturing/sterilization site or to design or
performance specifications do not qualify for a 30-day notice, see 21 CFR 814.39(a).
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17 Manufacturers should also consult the “Enforcement Policy for Certain Supplements for Approved Premarket
Approval (PMA) or Humanitarian Device Exemption (HDE) Submissions” guidance...
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For example, a Manufacturing Execution System
(MES) may be used to manage workflow, track
progress, record data, and establish alerts or
thresholds based on validated parameters, which are
part of maintaining the quality system. Failure of
such an MES to perform as intended may disrupt
operations but not affect the process parameters
established to produce a safe and effective device.
Changes affecting these MES operations are
generally submitted in annual reports. In contrast, an
MES used to automatically control and adjust
established critical production parameters (e.g.,
temperature, pressure, process time) may be a change
to a manufacturing procedure that affects the safety
or effectiveness of the device. If so, changes
affecting this specific operation would be submitted

in a 30-day notice.
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(4) Determining the Appropriate Assurance Activities (B8] 72 PR EETE B) D IR E)

Once the manufacturer has determined whether a
software feature, function, or operation poses a high
process risk (a quality problem that may foreseeably
compromise safety), the manufacturer should
identify the assurance activities commensurate with
the medical device risk or the process risk. In cases
where the quality problem may foreseeably
compromise safety (high process risk), the level of
assurance should be commensurate with the medical
device risk. In cases where the quality problem may
not foreseeably compromise safety (not high process
risk), the level of assurance rigor should be
commensurate with the process risk. In either case,
heightened risks of software features, functions, or
operations generally entail greater rigor for assurance
efforts (i.e., a greater amount of objective evidence).

Conversely, relatively low risk (i.e., not high process
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risk) of compromised safety and/or quality generally
entails less collection of objective evidence for the

computer software assurance effort.

A software feature, function, or operation that could
lead to severe harm to a patient or user would
generally be high medical device risk. In contrast, a
feature, function, or operation that would not
foreseeably lead to severe harm would likely not be
high medical device risk. In either case, the risk of
the software’s failure to perform as intended is

commensurate with the resulting medical device risk.

If the manufacturer instead determined that the
software feature, function, or operation does not pose
a high process risk (i.e., it would not lead to a quality
problem that foreseeably compromises safety), the
manufacturer should consider the risk relative to the
process (i.e., production or the quality system). This
is because the failure would not compromise safety,
so the failure would not introduce additional medical
device risk. For example, a function that collects and
records process data for review would pose a lower
process risk than a function that determines

acceptability of product prior to human review.

Types of manual or automated testing that may be
considered as part of the assurance activities
commonly performed by manufacturers include, but

are not limited to, the following:

e Unscripted testing: Dynamic testing in which the
tester’s actions are not prescribed by written

instructions in a test case.!® It includes:
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18 TEC/IEEE/ISO 29119-1 Second edition 2022-01: Software and systems engineering — Software testing - Part 1:
General Concepts, Section 3.133
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Scenario Testing (Also referred to as Ad-
Hoc Testing): A specification-based test case
design technique based on exercising
sequences of interactions between the test
item and other systems.'® (Users are
considered to be other systems in this

context.)

Experience-based testing: Class of test case
design techniques based on using the
experience of testers to generate test cases.?’
Experience-based testing can include
concepts such as test attacks, tours, and error
taxonomies which target potential problems
such as security, performance, and other

21

quality areas,”' and can include:

- Error-guessing: A test design technique
in which test cases are derived on the
basis of the tester’s knowledge of past
failures or general knowledge of failure
modes. The relevant knowledge can be
gained from personal experience, or can
be encapsulated in, for example, a

defects database or a “bug taxonomy.”??

- Exploratory testing: Experience-based
testing in which the tester spontaneously
designs and executes tests based on the
tester’s existing relevant knowledge,
prior exploration of the test item
(including results from previous tests),
and heuristic “rules of thumb” regarding

common software behaviors and types of
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19 1d. at Section 3.72.
20 Id. at Section 3.36.
2l Id. at Section 4.4.5.
22 Id. at Section 3.32.
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failure. Exploratory testing looks for
hidden properties, including hidden,
unanticipated user behaviors, or
accidental use situations that could
interfere with other software properties
being tested and could pose a risk of

software failure.?

e Scripted testing: Testing in which test cases are
recorded (e.g., document in a test management
tool or in a spreadsheet) and can then be executed
manually or executed automatically using an
automated testing tool. The level of detail required
for each test case and the evidence necessary to
establish the software feature, function, or
operation performs as intended depends on the
risk posed by the software feature, function, or
operation. For example, depending on the intended
use, a more robust scripted testing where the test
cases and evidence may include detailed
requirements for repeatability, traceability, or

auditability may be appropriate.

This guidance describes a risk-based approach
manufacturers may consider in meeting regulatory
requirements. It is not an exhaustive list of software
testing methods and principles. FDA recognizes that
there are software testing methods and approaches,
beyond those referenced in the guidance, that

manufacturers have the flexibility to consider and

utilize, as appropriate.?*
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2 See id. at Section 3.37.

24 For additional resources on current software testing methods and validation approaches, manufacturers may refer to
various software standards and industry guidance, such as, but not limited to GAMP5 — A Risk-Based Approach to

Compliant GxP Computerized Systems (Second Edition).
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For example, the “Cybersecurity in Medical Devices:

Quality System Considerations and Content of

Premarket Submission” guidance, which is applicable

to devices with cybersecurity considerations and
describes recommendations regarding the
cybersecurity information to be submitted for devices
under certain premarket submission types, includes
recommendations for cybersecurity testing used to
demonstrate the effectiveness of design controls.
Manufacturers may consider utilizing the
cybersecurity testing methods described in that
guidance when conducting the assurance activities

described in this guidance, as appropriate.

In general, FDA recommends that manufacturers
apply principles of risk-based testing in which the
management, selection, prioritization, and use of
testing activities and resources are consciously based
on corresponding types and levels of analyzed risk to
determine the appropriate activities. For high process
risk software features, functions, and operations,
manufacturers may choose to consider more rigor
such as the use of scripted testing or a hybrid
approach of scripted testing and unscripted testing,
scaled as appropriate, when determining their
assurance activities. In contrast, for software
features, functions, and operations that are not high
process risk, manufacturers may consider using
unscripted testing methods such as scenario testing,
error-guessing, exploratory testing, or a combination
of methods that is suitable for the risk. The testing
examples discussed for high process risk and not
high process risk are not exclusive to those
categories. Manufacturers should apply the
principles of risk-based testing to determine the
appropriate type of testing to perform. For example,

unscripted testing may be better suited to assure the
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software performs as intended even for high process
risk features, functions, and operations. Conversely,
a manufacturer may find it more effective and
efficient to develop scripted testing and automate it
for not high process risk features, functions, and

operations.
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(5) Additional Considerations for Assurance Activi

ties (FRAETEBNZ B 2B DE EFIEH)

When deciding on the appropriate assurance
activities, manufacturers should consider whether
there are any additional controls or mechanisms in
place throughout the quality system that may
decrease the impact of compromised safety and/or
quality if failure of the software feature, function or
operation were to occur. For example, as part of a
comprehensive assurance approach, manufacturers
can leverage the following to reduce the effort of

additional assurance activities:

e Activities and established processes that provide
control in production or fully verify processes in
which software is involved. Such activities may
include procedures to ensure integrity in the data
supporting production, subsequent inspection or
testing, or software quality assurance processes

performed by other organizational units.
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Established purchasing control processes for
selecting and monitoring software vendors. For
example, the medical device manufacturer could
incorporate the software development practices,
validation work, and electronic information
already performed by developers of the software
as the starting point and determine what additional
activities may be needed. For some lower-risk
software features, functions, and operations, this
may be all the assurance that is needed by the

manufacturer.

Additional process controls, including activities to
reduce cybersecurity exposure,? that have been
incorporated throughout production. For example,
if a process is fully understood, all critical process
parameters are monitored, and/or all outputs of a
process undergo verification testing, these controls
can serve as additional mechanisms to detect and
correct the occurrence of quality problems that
may occur if a software feature, function, or
operation were to fail to perform as intended. In
this example, the presence of these controls can be
leveraged to reduce the effort of assurance

activities appropriate for the software.
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25 See the “Cybersecurity in Medical Devices: Quality System Considerations and Content of Premarket Submission”

guidance.
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The data and information periodically or
continuously collected by the software for the
purposes of monitoring or detecting issues and
anomalies in the software after implementation of
the software. The capability to monitor and detect
performance issues or deviations and system
errors may reduce the risk associated with a failure
of the software to perform as intended and may be

considered when deciding on assurance activities.

The use of tools supporting software development
and system life cycle activities (e.g., bug, anomaly
tracking, requirement traceability tools) for the

assurance of software used in production or as part

of the quality system whenever possible.

The use of testing and results done in iterative
cycles and continuously throughout the life cycle
of the software used in production or as part of the

quality system.

FDA recognizes that manufacturers may have limited
access to information from the software vendor as part
of an assessment and recommends manufacturers
establish and apply a risk-based analysis of the
software vendor as part of their assurance approach.
The manufacturer’s assessment may consider various
sources of information when deciding the appropriate
level of control for the software vendor (e.g.,
purchasing controls). To evaluate the vendor’s
capabilities, whether cloud-based, on premise, or a
hybrid, the manufacturer may consider activities

including but not limited to:
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Onsite audits of the vendor, if applicable. FDA
acknowledges that it may not be feasible or
appropriate for a device manufacturer to audit the
software vendor. Manufacturers may consider any
alternative combination of information, as
applicable, in a risk-based analysis of the controls

and capabilities of the software vendor;

Review of the vendor’s accreditations and
certifications (e.g., Service Organization Controls
reports), and industry standard certifications (e.g.,

ISO certifications);

Review of the vendor’s practices and
documentation for software development,
software quality assurance, cybersecurity (e.g.,
security risk assessments, threat modeling,
security design reviews, software bill of materials

(SBOM), and testing) and risk mitigation; and

Review of the vendor’s or software’s data integrity

capabilities or controls such as, but not limited to:

¢ Retaining records, archiving data, and
generating accurate and complete copies of

records;

¢ Securing data at rest and in transit (i.e.,
maintaining secure, computer-generated,
time-stamped audit trails of users’ actions and

changes to data, encrypting data); and/or

¢ Establishing and maintaining access controls,
electronic signature controls and

authorization checks for users’ actions.
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A manufacturer should establish and maintain within
its procedures the requirements it has for suppliers
on the basis of their ability to meet specified
requirements and define the type and extent of
control to be exercised over the product, services,
and suppliers. Manufacturers should consider
appropriate sources of information regarding the
vendor in their evaluation decision. FDA
recommends that manufacturers establish a risk-
based approach to the evaluation of the vendor of
software or service, the evaluation activities, and the

appropriate objective evidence to retain.

For example, supporting software, as referenced in
Section V.A.1, often carries lower risk, such that the
assurance effort may generally be reduced
accordingly. Because assurance activities used
“directly” in production or the quality system often
inherently cover the performance of supporting
software, assurance that this supporting software
performs as intended may be sufficiently established
by leveraging vendor evaluation and validation
records, software installation, or software
configuration, such that additional assurance
activities (e.g., scripted or unscripted testing) may be

unnecessary.
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Example: A CAPA automation system is being
written in Java script and a debugger tool is used to
set up breakpoints and step through the code. Once
the code is debugged, all the debugger content is
removed prior to implementation. In this situation,
the debugger tool is used to assist a software
developer during the coding of a quality system but
is not subject to quality system obligations because
the COTS tool, which is not integrated with
production or the quality system, is not used as part
of production or the quality system. FDA
recommends manufacturers establish a least-
burdensome approach to ensure the tool performs as

intended.

Example: A manufacturer is using a cloud storage
solution for production data. The system has a
network load specification, and a parameterization
tool is used to simulate anticipated peak load of the
production system. The load testing results shows
objective evidence that the system can absorb the
required user load and becomes part of the validation
package. The parameterization tool is not the system
of record of the testing result because it does not
alter the code within the production system and the
testing does not add any data to the production
system. FDA recommends manufacturers establish a
least-burdensome approach to ensure the tool

performs as intended.
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HRRICHE S & T A—=ZbYy— & L
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Ralb—hT5, AMTARNTIEH, VAT LN
VB — AR AZRINTE D 2 & NEBINZR
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(ZDOXHRYGE) T A—=2{Yy—iX, 7
A MEREFIRT H VAT AL TR SN
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Manufacturers are responsible for determining the
appropriate assurance activities for ensuring the
software features, functions, or operations maintain a
validated state. The assurance activities and
considerations noted above are some possible ways
of providing assurance and are not intended to be
prescriptive or exhaustive. Manufacturers may
leverage any of the activities, or a combination of
activities, that are most appropriate for risk

associated with the intended use.

ROEEE T, V7 MU =T OMREEER e
EBDBNY T =2 a UEHORRE A MRS B
%L EHARRET D 720 DY) 2 AR B A T E
THEEEFFD, RO E) & BEHEE
X, RAEZIRIET 27200, W OO HEER
FETHY | AEEAZMNIHET 2O Tidk
<. FEMERTHRRY, BEEFIT BXL
THARICEEST D U A7 1T bl L iEE & —
OS5, IHMAGDOE TEHT S & LU,

(6) Establishing the Appropriate Record (EY) 725k DIERK)

When establishing the record, the manufacturer
should capture sufficient objective evidence to
demonstrate that the software feature, function, or
operation was assessed and performs as intended. In
general, FDA recommends the record include the

following:

e The intended use of the software feature, function,

or operation;

o The result of the risk-based analysis of the

software feature, function, or operation; and

¢ Documentation of the assurance activities

conducted, including:

¢ A description of the testing conducted based

on the assurance activity.

¢+ Issues found during testing (e.g., deviations,

defects, and/or failures).

ROEEH DR AERLT DB, Y7 by =T O
PRRETESR (HRRE KB AT B A A L. BIY
WY IZENE LT 2 & 2R o R B BRIEEN &
Bf54 208013 H 5, FDA X, — AU, Fodk
WZIIRONEZ GO D5 T L2 HEET 5,

o V7 MU =T OIREEE HKEEEH ORI

L7z &,

o VT MU T OMREHER HEEEH DY A

7 N AT DR

o FEfi SN IRFEEENOCEEEL, LT aaE
e

o PRAEEENCIEESNTHEBL7ZT X MO
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+ A conclusion statement declaring ¢ BRLZEHBICHLTY 7 by =T h%
acceptability of the software for its intended AFRETHD Z LA EET Dt s
use. If issues were found, FDA recommends NROM- 7286 FDA 1L, fEimD—4h
including resolution of issues found as part of E LT, RO i BEOFRK %25 8
the conclusion statement. The manufacturer DT EEHRET D, RIEEEIT. ROV
may consider including process controls ThNEEZDDHZ LR 5,
implemented to address any impact from the - ZOHENEMULIZHRIZE X 5%
issues to the intended use or appropriate risk BT Sl EINT 7 e
justification addressing why the issues found tRxar br—, XX
will not impact the intended use. - IREIERA S NCREDER U R

(B LRV ON 57 )
27 DE B 723

+  Record of who performed testing/assessment ¢ TANTERAAVNFElE, KOT A B
and date the testing/assessment was /7 A A NI H AT OFLER,
performed.

+ Established review and approval when ¢ NS Ea— - KR (B MEEIC
appropriate (e.g., when necessary, a signature iU, BAMREDEL & A (GE
and date of an individual with signatory B2 6 D),
authority).

Documentation of assurance activities need not PRANERN O SCEEEHNC S O AT, BE S
include more evidence than necessary to show that VAR LTY 7 b =7 OEEESRE /1
the software feature, function, or operation performs | B,/ EBNEXEV IZIWET A2 Z L 2R T 729
as intended for the risk identified. FDA recommends | (202726 OLISMIAE TH S, FDA X, Fiek
the record retain sufficient details of the assurance (PRAEEBN O+ 3t A RS D JATe L D12 L,
activity to serve as a baseline for improvements oras | LED = HDX— R T A OB ERFO SR
a reference point if issues occur.?® WCHWHZ ENTEDL L HICTH T & AHELES
% 2,

26 For the Quality System regulation’s general requirements for records, including record retention period, see 21 CFR
820.180.

2 FLERCRAT IR 2 BT, RRERICBT DA E v AT AHAIO R EFIZ OV TIE, 21 CFR 820.180 ZZ M0 =
k o
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Advances in digital technology may allow for
manufacturers to leverage digital retention of results,
automated traceability, automated testing, and
electronic capture of work performed as objective
evidence, reducing the need for manual or paper-
based documentation. As a least-burdensome
approach, FDA recommends incorporating the use
of digital records, such as system logs, audit trails,
and other data generated and maintained by the
software, as opposed to paper documentation,
screenshots, or duplicating results already digitally
retained by the software when establishing the record
associated with the assurance activities. When using
digital records, FDA recommends manufacturers
consider the intended use and the need for accuracy,
reliability, integrity, availability, and authenticity of
the record as part of the risk-based assurance

approach established.

Table 1 provides some examples of ways to
implement and develop the record when using the
risk-based testing approaches, including testing
approaches identified in Section V.A.4 above.
Manufacturers may use alternative approaches and
provide different documentation so long as their
approach satisfies applicable legal documentation

requirements.

FOLNEROESIC LY | BLEEE N, FER
DT CENMRAE, BB N L—HE YT ¢ BHE)
T AN, ROEBINRGE & L COFEMIEED
BIX¥ Y 7T Z2IEHATELL9120, FE
TN — 2 D ICEAC D BT > T &
72 FDA X, L AHND W T T —F L L
T, BUEEE DMRIETE BN BT 5 Fisk A TERL
TOBRZ, MOFEER, A7V —rvay
F, IV 7 b =TIk o TBRIZCT VX VI
X CHRE SN TV DREROERORD Y IT,
(VAT rmr, BEFH, ROV 7 hy=T
WX o TERRUHERERIND ZDMDOT —
%, BD) TULNEEGOEAE RILEE)
IZ) MBIATe T L RS D, T UX TR E
9 256, FDA (X, ML Snz) 27 ~—
AEFET TR —F O—E LT, BEEENRT
THNVFEEROREK LT ik, R OVEfEE
(accuracy), 1E#EM: (reliability), £ > 7 27 VT
+ . A (availability), HIEP% (authenticity)
DVLENEEEETDHZ L2 HERT D,

11X, FREVA4AETRHRESNLZT AT
n—F &g, VAIR—ZADT AT T u—
FEMERT DT (T A &) EhgL, ks
VERRT 2 FIEOH Z WL D2vr LT 5, fliE
KA, ZUT L CEERNIET AN A
7z 3Ry, T &R T 7 v —F 2 H]
L. BIF LR CEERZ/ER L TH LW,
[FRiE] Ad o7z, ROPITRILAFLHE
TUZ, JTCORDIRIZER LK A HelT 72, Tablel O
UL TR 1 - (RAEES) & GLER OB B,
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Table 1 - Examples of Assurance Activities and Records

Assurance

Activity Test Plan Test Results Record (Including Digital)
Scripted Test objectives Result record Intended use
Testing: Test cases (step- obtained for each Result of risk-based analysis
by-step procedure) test case Detailed report of testing performed
Robust Expected results Details regarding Result for each test case
Independent any Issues found
review and failures/deviations Conclusion declaring acceptability of
approval of test found the software for its intended use,
plan when including the resolution or appropriate
appropriate risk justification of issues found
Record of who performed testing and
the date the testing was performed
Established review and approval when
appropriate
Scripted Limited test cases Result record Intended use
Testing: (step-by-step obtained for each Result of risk-based analysis
procedure) test case Summary description of testing
Limited identified Details regarding performed
Expected results any Result for each test case
for the test cases failures/deviations Issues found
Identify found Conclusion declaring acceptability of
unscripted testing the software for its intended use,
applied including the resolution or appropriate
Independent risk justification of issues found
review and Record of who performed testing and
approval of test date the testing was performed
plan when Established review and approval when
appropriate appropriate
Unscripted Testing of features Details regarding Intended use
Testing: and functions with any Result of risk-based analysis
no test plan failures/deviations Summary description of features and
Scenario found functions tested, and testing performed
Testing Issues found

Conclusion declaring acceptability of
the software for its intended use,

including the resolution or appropriate
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Assurance
Activity

Test Plan

Test Results

Record (Including Digital)

risk justification of issues found
Record of who performed testing and
date the testing was performed
Established review and approval when

appropriate

Unscripted
Testing:

Error

guessing

o Testing of failure-

modes with no test

plan

e Details regarding

any failures/

deviations found

Intended use

Result of risk-based analysis
Summary description of failure-modes
tested, and testing performed

Issues found

Conclusion declaring acceptability of
the software for its intended use,
including the resolution or appropriate
risk justification of issues found
Record of who performed testing and
date the testing was performed
Established review and approval when

appropriate

Unscripted
Testing:

Exploratory
Testing

Establish high
level test plan
objectives with
pass/fail criteria
for each objective
(no step-by-step
procedure is

necessary)

Details regarding
any
failures/deviations

found

Intended use

Result of risk-based analysis
Summary description of the objectives
tested, and testing performed

Issues found

Conclusion declaring acceptability of
the software for its intended use,
including the resolution or appropriate
risk justification of issues found
Record of who performed testing and
date the testing was performed

Established review and approval when

appropriate
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The following is an example of a record of assurance
in a scenario where a manufacturer has developed a
spreadsheet with the intended use of collecting and
graphing nonconformance data stored in a controlled
system for monitoring purposes. In this example, the
manufacturer has established additional process
controls and inspections that ensure non-conforming
product is not released. In this case, failure of the
spreadsheet to perform as intended would not result
in a quality problem that foreseeably leads to
compromised safety, so the spreadsheet would not
pose a high process risk. The manufacturer
conducted rapid exploratory testing of specific
functions used in the spreadsheet to ensure that
analyses can be created, read, updated, and/or
deleted. During exploratory testing, all calculated
fields updated correctly except for one deviation that
occurred during the testing of the update. In this
scenario, the record would be documented as

follows:

LR, A7 vy Ro—N2HET LTV A
DRGSR OB TH D, ZOFITIEL, BRI L
HA®RIL, a3 b — L ENTER T AT ATk
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FREARER Y V) —AZNR2NE T DD
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WOIZEMELZRLS T, Lt Bibi s &
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Intended Use: The spreadsheet is intended for use
in collecting and graphing nonconformance data
stored in a controlled system for monitoring
purposes; as such, it is used as part of production
or the quality system. Because of this use, the
spreadsheet is different from similar software used

for business operations such as for accounting.

Risk-Based Analysis: In this case, the software is
only used to collect and display data for
monitoring nonconformances, and the
manufacturer has established additional process
controls and inspections to ensure that
nonconforming product is not released. Therefore,
failure of the spreadsheet to perform as intended
should not result in a quality problem that
foreseeably leads to compromised safety. As such,
the software does not pose a high process risk, and
the assurance activities should be commensurate

with the process risk.

Tested: Spreadsheet X, Version 1.2

Test type: Unscripted testing — exploratory testing

Goal: Ensure that analyses can be correctly

created, read, updated, and deleted

BRLEZHA®Z : 27y Ro— M, v b
B SRR AT DM STV D
REET —ZEZWNELTT 7 7T 57D
fFEATL2ZEABKLTEY, Mg 2T A
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T A PR : Spreadsheet X, Version 1.2
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Testing objectives and activities:
¢ Create new analysis: Passed

¢+ Read data from the required source: Passed

¢+ Update data in the analysis: Failed due to
input error, then passed re-test

¢+ Delete data: Passed

+  Verify through observation that all calculated
fields correctly update with changes: Passed

with noted deviation

Deviation: During the testing of the update, when
the user inadvertently input text into an updatable
field requiring numeric data, the associated row

showed an immediate error.

Conclusion: The spreadsheet is acceptable for its
intended use. Incorrectly inputting text into the
field is immediately visible and does not impact
the intended use. A new validation rule was placed
on the field to permit only numeric data inputs.
The testing was performed again with the
validation rule and the update passed all testing
objectives. No additional errors were observed in
the spreadsheet functions after the validation rule

was implemented.

When/Who: July 9, 2024, by Jane Smith
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B. Considerations for Electronic Records Requirements (& 7 ek EHHICEHT 2B K)

Manufacturers have expressed confusion and
concern regarding the application of 21 CFR Part 11,
Electronic Records; Electronic Signatures, to
computers or automated data processing systems
used as part of production or the quality system.

Manufacturers should refer to the “Part 11

Electronic Records; Electronic Signatures - Scope

and Application” guidance (hereafter referred to as

the “Electronic Records guidance”), when

determining whether and how to apply 21 CFR Part
11 (hereafter referred to as “Part 117).

The regulations in Part 11 set forth the criteria under
which FDA considers electronic records, electronic
signatures, and handwritten signatures executed to
electronic records to be trustworthy, reliable, and
generally equivalent to paper records and
handwritten signatures executed on paper (see 21
CFR 11.1(a)). In general, Part 11 applies to records
in electronic form that are created, modified,
maintained, archived, retrieved, or transmitted under
any records requirements set forth in Agency
regulations (see 21 CFR 11.1(b)). Part 11 also
applies to electronic records submitted to the Agency
under requirements of the FD&C Act and the Public
Health Service Act (PHS Act), even if such records
are not specifically identified in Agency regulations
(see 21 CFR 11.1(b)). The underlying requirements
set forth in the FD&C Act, PHS Act, and FDA
regulations (other than Part 11) are referred to as
“predicate rules.” In addition, where electronic
signatures and their associated electronic records
meet the requirements of Part 11, FDA will generally
consider the electronic signatures to be equivalent to

full handwritten signatures, initials, and other general

3513, 21 CFR Part 11, Electronic Records;
Electronic Signatures O & A7 A/ 'E o A
TAO—HE LTHER SN 2 Ea—4 T
HET — X UEL Y 2T A~ DV THRAL
LR AERP L TE, 21 CFRPart 11 (BAF,

Part 11) ) WM ESNDDNE I, Fl2E
DEITHEHA SN D NERET LB, [Part
11, Electronic Records:; Electronic Signatures -
(LLF, B ¥
YRA) BBRIRETHD,

[FR7E] Part 11 2O Scope and Application 7 A
K ADFIERIZ DUV T, https://bunzen.co.jp/
Z

Scope and Application |

Part 11 B TlE, Bk, B4, KUE
FRLERIC R SN FEEEBL D, AN
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signings as required by agency regulations (21 CFR
11.1(c)).

For computer software used as part of production or
the quality system, the applicable predicate rules
include those under Part 820. A document required
under Part 820—including, but not necessarily
limited to, a document Part 820 requires to bear a
signature—and maintained in electronic form would
generally be an “electronic record” under Part 11
(see 21 CFR 11.3(b)(6)). To determine when a
record is required under Part 820, manufacturers
should consider, among other things, whether the
record would be necessary as evidence to document
required validation. If a manufacturer maintains in
electronic form a document required under Part 820,

then Part 11 generally applies.

Example: Documentation demonstrating that a
management enterprise system correctly and reliably
automates checking materials before use in
production would generally be necessary as evidence
for a manufacturer to support a validated state. In
this example, Part 11 would generally apply to the

documentation if in electronic form.

Example: Upon application startup, a COTS
automatically saves routine activity logs. However,
in this case, these activity logs are not necessary as
evidence for a manufacturer to support a validated
state. In this example, Part 11 would not apply to the

activity logs.

As discussed in the Electronic Records guidance,
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I S e,

Electronic Records guidance Tl ST\ 5 &

FDA intends to exercise enforcement discretion
regarding specific Part 11 requirements for
validation of computerized systems used to create,
modify, maintain, or transmit electronic records (see

21 CFR 11.10(a) and 11.30). But the enforcement

912, FDA I%, B 1R8O ER. EIE, MEFFE
B, XIEERASR a2y Ea—2 bR
T LD F = g AT DHEFED Part 11 3
RIZR L, BUTA#ET S (21 CFR 11.10(a) X
W 11.30 #& M), LU, Electronic Records

% HKASH & 48

2
BZLib-141 CSA(final) r2.docx



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application

FDA

Computer Software Assurance for Production and Quality System Software

No. BZLib-141

discretion policy described in the Electronic

Records guidance (concerning validation of
computerized systems used to create, modify,
maintain, or transmit electronic records) expressly
does not apply to the validation requirement for
computer software used as part of production or the

quality system arising under 21 CFR 820.70(1).

This guidance recommends that manufacturers base
their approach to computer software assurance on a
justified and documented risk assessment and a
determination of the potential of the system to affect
product quality, patient safety, and record integrity.
Manufacturers may utilize a least-burdensome, risk-
based approach outlined in this guidance to provide
assurance that the software that maintains electronic

records subject to Part 11 performs as intended.

guidance |ZFRH STV A HITEHER Y v —
(FEFRLERDIERL, BIE, MERFE R, X sk
RSN a2 Ea—F b AT DN T
—va BT b D) X, 5N 21 CFR
820.70(1) TEDDHIET AT L/ SWE Y AT b
OD—F L LTERENLGa s Ea—F YT Y
=7 DN T = a CERICIEEE SR,
KA L AT, WEEENa L oY
7 MU =T RAEASOT T u—F o, SEEICH
HARECE SN2V AT TEARA R &
VAT AP OWE, BEOZEM, FiEko
AT 7 VT 4\ E 5 2 5 ATREME DT
HEONWTTH Z L aiili o, "ERHT, 2
DAA X AT SN TWD, AERELD
WY AT R—=ZADT Fu—FZFHL T,
Part 11 DXIG & 72 2 B ildk MR E LT 5 Y
TRy =T RER L EBYICEETAZ L E
PREET D Z &M TE S,

Footnotes (JI1¥)
Footnote 17

Manufacturers should also consult the “Enforcement
Policy for Certain Supplements for Approved
Premarket Approval (PMA) or Humanitarian Device
Exemption (HDE) Submissions” guidance, which
describes FDA’s general recommendations for
limited modifications to devices required to have an
approved PMA or HDE to help address
manufacturing limitations or supply chain

disruptions.

BEZEA 1L [Enforcement Policy for Certain
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Appendix A. Examples (ff#& A. #1)

The examples in this section outline possible application of the principles in

this guidance to various software assurance situations.

ZOETHETLHNE, SEIERY T MY =T RIEEITHHHE T, K
HA B ATRYFRAZ ED L DICHEATE 202 T2 b0 TH
Do

Example 1: Nonconformance Management System (%] 1 : FEASEHE T X

7 1)

their nonconformance process and is applying a risk-based approach for

manage the nonconformance process electronically.

As part of the assurance activities, the manufacturer performs a thorough
assessment of the software vendor that includes:

¢ Evaluation of the vendor’s software development life cycle,

e Review of the vendor’s quality management system and relevant

certifications, and

plans as well as relevant certifications.

A manufacturer has purchased and configured COTS software for automating

computer software assurance in its implementation. The software is intended to

e Review of vendor’s cybersecurity documentation and life cycle management
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Based on the manufacturer’s established SOP for evaluating suppliers, the ESL ST AR E M D SOP 12D & | N ¥ NRULESER OB A
vendor’s capability to meet the manufacturer’s requirements are deemed FHeE, Y7 b =T ORK LRI L TR AMREREEZD
acceptable for the software’s intended use. The manufacturer maintains a N5, BLEEF X, ML SR = e — L RBIEICHE S TRl
record of the evaluation according to their established purchasing control RUER A AHERFE PR D,
procedures.
The following features, functions, or operations were considered by the BUEEFIL, U R T RX— XA DRI 2 T 223 5 TLL T ORRE R
manufacturer in developing a risk-based assurance strategy: S HERE S EG AT LT,
[FRIE] B & D), ROPICRILZEHETIC, TORORKIC
R LT 2R 72, Table2 OFRIE TR 2. REGEEIR S AT LD
A=Y T MY = TIRAEDE]] SR,
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Table 2. Computer Software Assurance Example for a Nonconformance Management System

Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

Nonconformance Initiation

Operations:
¢ A nonconforming event results in

the creation of a nonconformance

record.

The necessary data for initiation

are recorded prior to completion

of a nonconformance initiation
task.

A Nonconformance Owner is
assigned prior to completion of
the nonconformance initiation

task.

The intended uses of the
operations are to
manage the workflow of
the nonconformance
and to error-proof the
workflow to facilitate
the work and a
complete quality record.
These operations are
intended to supplement
processes established by
the manufacturer for
containment of non-

conforming product.

Failure of the
nonconformance initiation
operation to perform as
intended may delay the
initiation workflow, but
would not result in a quality
problem that foreseeably
compromises safety, as the
manufacturer has additional
processes in place for
containment of non-
conforming product, which
include separation of
affected product, alerting
line management, and
labeling the affected
product. As such, the
manufacturer determined
the nonconformance
initiation operations did not

pose a high process risk.

The manufacturer has
performed an assessment of
the system capability,
supplier evaluation, and
installation activities. In
addition, the manufacturer
supplements these activities
with exploratory testing of
the operations. High level
objectives for testing are
established to meet the
intended use and no

unanticipated failures occur.

The manufacturer documents:

e the intended use
o result of risk-based analysis

e summary description of the

operations tested

e the testing objectives and if

they passed or failed

e any issues found

e conclusion declaring

acceptability including

resolution of issues

e record of who performed

testing and date the testing

was performed
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Electronic Signature Function:

.

o The electronic signature
execution record is stored as part
of the audit trail.

e The electronic signature employs
two distinct identification
components of a login and
password.

e When an electronic signature is
executed, the following
information is part of the

execution record:

The name of the person who
signs the record

The date (DD-MM-YYYY)
and time (hh:mm) the
signature was executed.

The role of the signatory
associated with the signature
(such as review, approval,
responsibility, or

authorship).

The intended use of the
electronic signature
function is to capture
and store an electronic
signature where a
signature is required
and such that it meets
requirements for

electronic signatures.

Failure of the electronic
signature function to
perform as intended may
compromise or delay
compliance with regulatory
requirements and
established SOPs but would
not result in a quality
problem that foreseeably
compromises safety. As
such the manufacturer
determined that the
electronic signature function
did not pose a high process

risk.

The manufacturer has
performed an assessment of
the system capability,
supplier evaluation, and
installation activities. To
provide assurance that the
function complies with
applicable requirements, the
manufacturer performs
scenario testing of this
function with users to
demonstrate the function

meets the intended use.

The manufacturer documents:

o the intended use

e result of risk-based analysis

e testing performed

e any issues found

e conclusion declaring
acceptability including
resolution of issues

e record of who performed
testing and date the testing

was performed

Product Containment Function:

This function is

Failure of the function to

The manufacturer has

The manufacturer documents:
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53

2

BZLib-141_CSA(final) r2.docx




FDA

Computer Software Assurance for Production and Quality System Software

No. BZLib-141

Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

¢ When a nonconformance is
initiated for product outside of
the manufacturer’s control, then
the system prompts the user to
identify if a product correction or

removal is needed.

intended to trigger the
necessary evaluation
and decision-making on
whether a product
correction or removal is
needed when the
nonconformance
occurred in product that

has been distributed.

perform as intended would
result in a necessary
correction or removal not
being initiated, resulting in
a quality problem that
foreseeably compromises
safety. The manufacturer
therefore determined that
this function poses high

process risk.

performed an assessment of
the system capability,
supplier evaluation, and
installation activities. The
manufacturer determined
the function is a high
process risk. The
manufacturer performed
assurance activities
commensurate with the
medical device risk and
established a detailed
scripted test protocol to
exercise the possible
interactions and potential
function failures. The
testing also included
appropriate repeatability
testing in various scenarios
to provide assurance that the

function works reliably.

the intended use

result of risk-based analysis
a detailed test protocol
detailed report of the testing
performed

pass/fail results for each test
case

any issues found

conclusion declaring
acceptability including
resolution of issues

record of who performed
testing and date the testing
was performed

the signature and date of the
signatory authority according
to the manufacturer’s

established SOP

KAt X&F

54

2

BZLib-141_CSA(final) r2.docx




FDA

Computer Software Assurance for Production and Quality System Software

No. BZLib-141

£ 2. REALBEESHI AT ADIAL Ea—F Y7 N THREEDH

WREZER HRRE ¥ % . - . _
=1 = ¥ N— N 2 =
BRREEER BRE B PEE L7 R YR 7 _R— 25587 PRAETEEN B2 FRER D VERL
AN G AU B AR SE S - ZOEHBOBEIX LM AN B LB B AR S VAT LRSI DT A A REFRE DIE:
o RiGANY MILY, KiF &I, AEGOY—7 BEXE Y 12 E S g by EERHR, KO | e B LI-MiE

BRCERDMERR S LD,

o RGBS A7 D5ET
A, BRI T — 2 3

REERS LD,

o REHEMIEBALG S A 7 5ET

5 HINZ. Nonconformance

Owner DMEMm SN 5,

Tu—%ERL, U—
7 7a—0xo—%k
EFnZ&icky, 1E
E VRO AT = ik o
ZAREICT HZ L Th
D, ZOXEHIX, RN
AR OIS BRE O
DI ST etk
AEMRETHEEE
XL TWd,

Wa. B Y—27 7
1 — 75D ATHEMEDS
b2, NGRSO
JREEE (P A T
BSOS R, T A v
EHLE ~OF B,
WAL Z T T
AT EET) DT
D OB 7 1t A
DT b TWDT

N7 i S i= AN
BRIBEITFAE LR,
DT, NGB
FRtREES IV ek
A Y AT (7 &
L7z,

A AR L— g EE)
EIEMLT, SHIlT, Z
noOFBOME E LT
EHOBRBT A N EAT
Vo ENLAULDT AR
HigZEw, B LH
wETZ L, BES DK
FERFAE LN E 9T L
77

U R 7 = 25T Dt F
T A b LT B O
T A AR E AR R
R 7=
ZAFRBTHLZ LEEHS
T Diftam (GRE DR 2 5
e)

T A N FEMFE . K OFE A
foFsk

é%;; KAt X&F

55

2

BZLib-141_CSA(final) r2.docx




FDA

Computer Software Assurance for Production and Quality System Software

No. BZLib-141

Do

Do

Do

L4

L4

o BTEAXOFTRAIL, HA
AERO—EB & L TIRFS

o BEAEHIZ, ul AL LR
T— KL 9 2 ODER A
Bla s R—xr NEFEHT

o WIBELNFATESNDE, K
DI WA FATREER D —H & 72

BB
B4 FATHAT (DD-MM-
YYYY) &EiZ| (hh:mm)
BAHIIBITDBAE DX
# (LEa—, KRR H

. TERRE ),

TCR®EIL, BN
LI ATETELE
BfFL, RMFTHZL
Thh, »OEBETEA
DEM -T2 LT
BHb,

DIZENE Lo 7o
B B BRSO N S
A7z SOP ~DYEHLAE
b, By
T 5 FREMED & 5 75,

RN RRbND &
TRTELE ) mE
RIBEICREET 22 LT
RN, EDD, B

BLAERICEW T ok
A Y A7 7 &ofly
L7z,

b BHREREG, RO
A AR L— g UIEE)
7 Efii U7, BERED N T
ENDEITYERL L TV
H T EERFET D720
(2, =R OERED
T VAT AR &
L. BN ER LMk
il L TCWD I EER
L7z,

metems e gy | AR BECRE |y 1) g AR WY RO (R
.7 BB BT ELREOENL | 6T BARENERE | vA7 AENOTEAA | BHEEHOIE

o B L7-Hi&

o U RIR—ZLHrORER

o EfpL7=7T Ak

o RoOodo7-iiE

o TAWRETHLZI LEHEHS
T2 fEwm GREOMR & 5
t2)

o T A NEJaE, KOVEA
froFtek

é%;; KAt X&F

56

2
BZLib-141_CSA(final) r2.docx




FDA

Computer Software Assurance for Production and Quality System Software

No. BZLib-141

BNEIDEWERTDHE )=

W, LEREHE & B

ERBEREET D,

o LW L7e, EREE S

RTS8 T BERR /X | v 2o [RAETER) YRR R
s 2 T COMEOER LR | MESEEED CIE | L AT MENOTEAA | WiEEE 0T E:
. WEEEOTL hooAsk | RS FEELEMRE | LRVBA, REAE | k. BEEEE KO |« BEELANR
X E A TR OARE S REAENEAE LT 5E IE XU A3 B S AVARNL—2a AEE) | o UR T RX—ZAGHTORR
BRAELESE. LAF A | o, BEOEEUIH | . ZAMSEADL | AERLE ZOREC | o AT A LT han
. WROETE UYL | WSBENE 5 bico | BT ERTRTELM | SNTEER YR 55 | o EHLEFA FOHEMEE

o KT ANTr—ADE/ERER

— IR, MR EEBIRT 22 L ST, fE¥EEIE, 2 UAZITG CTRGEHEE) | o ROM ool
THD, DOFERER EmW T 1 R EEML, 2V 558 | o 7 A NENH, KOT Ak
U7 Nd5H EHEL HAF AR 22 e RE Fehti B A oFe ek
72 EL2T A NT L7000 | o BLEFEFNEDHTZ SOP IZ
MigA7 VT vT A RO W T BAMEIREIZ L DE
7a ka3 EER LT, 4. KOVA T
BEREMEEME A b - TH)
ET 5 Z L2 RFET 57
WIZ, TABMIE, &F
SFERTIVHITBITD
MOIRLET A NLED
72
57 %2

% KAt X&F

BZLib-141_CSA(final) r2.docx




FDA
Computer Software Assurance for Production and Quality System Software
No. BZLib-141

Example 2: Learning Management System (LMS) (] 2: ZEEEH Y X7 A (LMS))

A manufacturer is implementing a COTS LMS and is applying a risk-based
approach for computer software assurance in its implementation. The software

is intended to manage, record, track, and report on training.

As part of the assurance activities, the manufacturer performs a thorough
assessment of the software vendor that includes:

o Evaluation of the vendor’s software development life cycle, and

e Review of the vendor’s quality management system and relevant

certifications.

Based on the manufacturer’s established SOP for evaluating suppliers, the
vendor’s capability to meet the manufacturer’s requirements are deemed
acceptable for the software intended use. The manufacturer maintains a record

of the evaluation according to their established purchasing control procedures.

The following features, functions, or operations were considered by the

manufacturer in developing a risk-based assurance strategy:
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Table 3. Computer Software Assurance Example for an LMS

Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

Access Control, User Management,

and Notification Functions:

e Create and manage user log-on
features (e.g., username and

password).

e Assigns trainings to users per the

curriculum assigned by
management.

o The system notifies users of
training curriculum assignments,
completion of trainings, and
outstanding trainings.

o The system notifies users’
management of outstanding

trainings.

These functions are
intended to manage user
access, user workflow,
and user notifications

regarding training.

Failure of these features,
functions, or operations to
perform as intended would
impact the integrity of the
quality system record but
would not foreseeably
compromise safety. As
such, the manufacturer
determined that the features,
functions, and operations do

not pose high process risk.

The manufacturer has
performed an assessment of
the system capability,
supplier evaluation, and
installation activities. In
addition, the manufacturer
supplements these activities
with unscripted testing,
applying error-guessing to
attempt to circumvent
process flow and verify the
access controls of the

system.

The manufacturer documents:

e the intended use

e result of risk-based analysis

e asummary description of the
failure modes tested

e any issues found

e conclusion declaring
acceptability including
resolution of issues

e record of who performed
testing and date the testing

was performed
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Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

Record-keeping and Reporting

Functions:

e The system captures evidence of
users’ training completion.

o The system generates reports on
training curriculum assignments,
completion of training, and

outstanding trainings.

These functions are
intended to capture and
maintain evidence and
records of user training
completion and
generate analytic
reports on the records
for review by the

organization as needed.

Failure of these features,
functions, or operations to
perform as intended would
impact the integrity of the
quality system record but
would not foreseeably
compromise safety. As
such, the manufacturer
determined that the features,
functions, and operations do

not pose high process risk.

The manufacturer has
performed an assessment of
the system capability,
supplier evaluation, and
installation activities. In
addition, the manufacturer
supplements these activities
with unscripted testing to
“break” the system (e.g., try
to delete the audit trail),
verify record integrity, and
the report generating

functions.

The manufacturer documents:

the intended use

e result of risk-based analysis

e asummary description of the
failure modes tested

e any issues found

e conclusion declaring
acceptability including
resolution of issues

e record of who performed
testing and date the testing

was performed
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Example 3: Business Intelligence Applications (] 3: EVRAAL VTV V2V AT Y r—vay)

A medical device manufacturer has decided to implement a commercial b DHEIFRBIRIEREE X, T —F~ A =07 O, KOS EER

business intelligence solution for data mining, analytics, and reporting. The DIEDOEHEYRAAL TV V2 AV Va—va Uy EEATHT

software is intended to better understand product and process performance over | & ZRE L7, TO YV 7 MU =T X, R EG KT a2 20

time, to identify improvement opportunities. TA = A LORSHEMBL, WEORIZWALNITLHILEE

B LTS,

As part of the assurance activities, the manufacturer performs a thorough PREEBIO—BR L LT, BLEXEFITY 7 hU o TR ZTR L TRO

assessment of the software vendor that includes: KO RMMBEIRT BEAA L M FERT D,

e Evaluation of the vendor’s software development life cycle, o NUEDYT MY =TRRETA T A 7L OFHT

e Review of the vendor’s quality management system and relevant o NUHDWEFEMI AT AEBAERIEOL E2— KD
certifications, and o XUHDYAN—tX2 VT AT HLEEGRETA 7V A7V

e Review of vendor’s cybersecurity documentation and life cycle management EREHE, M OBE#ET OWEED L E 2 —

plans as well as relevant certifications.

Based on the manufacturer’s established SOP for evaluating suppliers, the e SE SN TG E R D SOP (XD & | R H S BUESES O FAF 43
vendor’s capability to meet the manufacturer’s requirements are deemed TTRNE, V7 b =27 OBEMUIEHBICH L TZARMREEEZD

acceptable for the software intended use. The manufacturer maintains arecord | 415, BUESEF X, ML IAHEE 2> b r— L RIAICHE > TRHl O
of the evaluation according to their established purchasing control procedures. RUER A AHERFE PR D,

In addition to the vendor assessment, the following features, functions, or NRUBETHAA MIMA T, 8EERIL. VR T RX— X ORGEHIK
operations were considered by the manufacturer in developing a risk-based BNET HHTLL T OMEER AR EB 2 et LT,

—

FRE] AT 2nind, EOFICIR #3112, TDRDOHEIC
SRUT-FZFTI-, Tabled DFRIT [ 4. EVRAAL LTIV
TV —arDarya—2 Y7 My TREEOH] ] B,

assurance strategy:

& 2
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Table 4. Computer Software Assurance Example for a Business Intelligence Application

Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

Connectivity Functions:

o The software allows for
connecting to various databases
in the organization and external
data sources.

The software maintains the
integrity of the data from the
original sources and is able to
determine if there is an issue with
the integrity of the data,
corruption, or problems in data

transfer.

These functions are
intended to ensure a
secure and robust
capability for the
system to connect to the
appropriate data
sources, ensure integrity
of the data, prevent data
corruption, modify, and
store the data

appropriately.

Failure of these functions to
perform as intended would
result in inaccurate or
inconsistent trending or
analysis. This would result
in failure to identify
potential quality trends,
issues or opportunities for
improvement, which in
some cases, may result in a
quality problem that
foreseeably compromises
safety. As such, the
manufacturer determined
that these functions posed
high process risk,
necessitating more-rigorous
assurance activities,
commensurate with the

related medical device risk.

The manufacturer determined
assurance activities
commensurate with the
medical device risk and has
performed an assessment of
the system capability,
supplier evaluation, and
installation activities.
Additionally, the
manufacturer establishes a
detailed scripted test protocol
that exercises the possible
interactions and potential
ways the functions could fail.
The testing also includes
appropriate repeatability
testing in various scenarios to
provide assurance that the

functions work reliably.

The manufacturer documents:

the intended use

result of risk-based analysis
detailed test protocol

a detailed report of the
testing performed

pass/fail results for each test
case

any issues found

conclusion declaring
acceptability including
resolution of issues found
record of who performed
testing and date the testing
was performed

the signature and date of the
signatory authority according
to the manufacturers

established SOP
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o The software provides the user a

help menu for the application.

to facilitate the
interaction of the user
with the system and
provide assistance on
use of all the system

features.

perform as intended is
unlikely to result in a
quality problem that would
lead to compromised safety.
Therefore, the manufacturer
determined that the feature
does not pose high process

risk.

necessitate any additional
assurance effort beyond what
the manufacturer has already
performed in assessing the
system capability, supplier
evaluation, and installation

activities.

Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations
User help Feature: This feature is intended Failure of the feature to The feature does not The manufacturer documents:

e the intended use

assessment and date the

assessment was performed
e conclusion declaring

acceptability including

resolution of issues

KAt X&F
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Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

Reporting Functions:

e The software is able to create and

perform queries and join data
from various sources to perform
data mining.

The software allows for various
statistical analysis and data
summarization.

The software can create graphs
from the data.

The software provides the
capability to generate reports of

the analysis.

These functions are
intended to allow the
user to query the data
sources, join data from
various sources,
perform analysis, and
generate visuals and
summaries. These
functions are intended
for collection and
recording data for
monitoring and review
purposes that do not
have a direct impact on
production or process
performance. In this
example, the software is
not intended to inform

quality decisions.

Failure of these functions to
perform as intended may
result in a quality problem
(e.g., incomplete or
inadequate reports) but, in
this example, would not
foreseeably lead to
compromised safety
because these functions are
intended for collection and
recording data for
monitoring and review
purposes that do not have a
direct impact on production
or process performance.
Therefore, the manufacturer
determined that these
functions do not pose high

process risk.

The supplier of the reporting
software has validated the
ability of the software to
create and perform queries,
join data from various
sources to perform data
mining, perform statistical
analysis and data
summarization, create graphs
and generate reports. Beyond
this, the manufacturer has
assessed the system
capability and performed
supplier evaluation and
installation activities. As
such, the manufacturer
determined that the reporting
functions of the software do
not necessitate any additional
assurance effort beyond these

activities.

The manufacturer documents:

¢ the intended use

o risk-based analysis

e record of who performed the
assessment and date the
assessment was performed

e conclusion declaring
acceptability including
resolution, justification,
and/or process controls
implemented addressing the

impact of the issues
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BB S5 4T A 7 NEEL AT A (PLM))

A medical device manufacturer has decided to implement a SaaS-based
Product Life Cycle Management System (PLM). While the PLM SaaS solution
has the capability to automate the management of various life cycle stages of a
product development, the manufacturer intends to use the solution for broad
project management. The SaaS PLM is intended to automate the intake of
project requirements, develop project plans, monitor/track project execution,
and maintain relevant records, signatures, and deliverables upon project
closing. This intended use of the system does not directly impact patient safety
or product quality but does maintain a quality system record where integrity of
the data is needed. The manufacturer does not need any customization of the
“out-of-the-box™ capabilities of the SaaS product and only needs to perform

basic standard configuration of the SaaS product (e.g., user roles, accounts).

As part of the assurance activities, the manufacturer performs a thorough

assessment of the SaaS vendor that includes:

e Evaluation of the vendor’s software development life cycle,

e Review of the vendor’s quality management system and relevant
certifications,

e Review of vendor’s cybersecurity documentation and life cycle management
plans as well as relevant certifications, and

e Review of the vendor’s infrastructure support including availability and

reliability.

& D EF A ST 1T, SaaS N— RO T A T A J NVEB T X

T Lh (PLM) Z#BATLHZ & ZRE LT, PLMSaaS YV U 2 —3 3 (C
X, WERBOIEIERT A 7 A 7 VEREOEE A AL D8

RENRB L, BEEEIL, oYV a—va BN =7 b

FHIHEHT 52 L 2EM LTS, SaaSPLM (X, m =7 MEff
OEViAHZZAHEMEL L, vy =7 FHEEZREL, Ym Y=/ 3

TEEGAB L, Y=/ oK TRICEEISR, B4, KAWL
HEFFEHT 200 TH D, ZOVATLAOEX LRI, BEOL

EPECRL O MEICEEE RS 525 DO TIIRWR, T—XA T

T VT 4 DB VAT AR EHEFFE PR 5, SaaS #h D Tout-
of-the-box | BEEED I A & <~ A RIARETH Y | SaaS B D FEARH) 724
YWAERRE (=Y —L, ThH U M) 2179 721 T,

RAEEEI O —BE L LT, RUEEFE I SaaS N ZI2x L TRD KL 5 7o il
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Based on the manufacturer’s established SOP for evaluating suppliers, the
vendor’s capability to meet the manufacturer’s requirements are deemed
acceptable for the software intended use. The manufacturer maintains a record
of the evaluation according to their established purchasing control procedures.
The manufacturer also establishes a service agreement with the SaaS vendor
that includes requirements for security, data integrity, privacy, availability,

change management, and business continuity.

Automatic Updates:

The SaaS vendor provides the manufacturer documentation summarizing the
changes, testing, and testing results of all automatic updates made to the SaaS
system functions identified by the manufacturer as part of the service
agreement. The manufacturer performs an assessment of the changes and the
effect they may have on the intended use. The manufacturer performs risk-
based assurance testing of the changes appropriate to the impact identified. The
manufacturer maintains a record summarizing the risk assessment of the

change and any assurance activities performed.

ST SNT-HEEE T D SOP 1T S & | R 2Nl 0B 4
TTRNE, V7 b =T OBEMLUIEHRICH L TZARMREEEZD
o, BUEEFIT, ML ShE = v b o — L RIRICHE > TRHli D
RSk A MEFFE T 5, WEEE L, EX 2 VT4, TH AT
T A TTANT— AR, AEER, RO YR Ak O EL:
Zateh— B ALK % SaaS XU H LEERET D,

H B R

SaaS XU A%, —EREHO—ERLE LT, HEEFNEE LT SaaS
VAT LRI T DT R TOHBY v 7T — MIOWTOER, 7
A b, KOT A MEREZRIET 5 3CEER 2 s T Rt 5,
EEH T, BENFEZNDEXLEHARICGZ D BETEARA Y
F %, BEERIL. ENTNDOEERITOWTHMNI R 5 T2 BTN
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Table 5. Computer Software Assurance Example for SaaS PLM

Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

Project Initiation and Planning
Function:

o The software allows for the
creation of a new project.

e The software is able to assign
team members and roles to the
project as assigned by the
manufacturer’s management.

o The software intakes and updates
project requirements and
specifications.

o The software is able to develop a
project plan, with tasks,
dependencies, milestones, and
deliverables.

o The software monitors changes to
data maintained by the project

record.

These functions are
intended to automate
the creation of a data
record for the project,
maintain user roles,
assign responsibilities
for key project data to
team members, intake
the key data relevant to
the project, maintain the
integrity and
associations of the
project data, and
monitor changes or
updates to the project

information.

Failure of these functions to
perform as intended would
impact the integrity of the
quality system record, but
would not foreseeably
compromise safety. As
such, the manufacturer
determined that the
functions do not pose high

process risk.

The manufacturer has
performed an assessment of
the system capability,
supplier evaluation, and
established service
agreements with the SaaS
vendor. Based on the risk-
based analysis, the
manufacturer performs a
configuration verification
and User Acceptance
Testing (UAT) using
exploratory unscripted

testing.

The manufacturer documents:

e the intended use

o risk-based analysis

e summary description of the
objectives tested, and testing
performed

e any issues found

e conclusion declaring
acceptability including
resolution, justification,
and/or process controls
implemented addressing the
impact of the issues

¢ record of who performed
assessment and date the

assessment was performed
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Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

Electronic Signature Function:

.

o The electronic signature
execution record is stored as part
of the audit trail.

e The electronic signature employs
two distinct identification
components of a login and
password.

e When an electronic signature is
executed, the following
information is part of the

execution record:

The name of the person who
signs the record

The date (DD-MM-YYYY)
and time (hh:mm) the
signature was executed.

The meaning associated with
the signature (such as
review, approval,
responsibility, or

authorship).

The intended use of the
electronic signature
function is to capture
and store an electronic
signature where a
signature is required
and such that it meets
requirements for

electronic signatures.

Failure of the electronic
signature function to
perform as intended may
compromise or delay
compliance with regulatory
requirements and
established SOPs but would
not result in a quality
problem that foreseeably
compromises safety. As
such the manufacturer
determined that the
electronic signature function
does not pose a high process

risk.

The manufacturer has
performed an assessment of
the system capability,
supplier evaluation, and
configuration activities. To
provide assurance that the
function complies with
applicable requirements, the
manufacturer performs
scenario testing of this
function with users to
demonstrate the function

meets the intended use.

The manufacturer documents:

the intended use

o risk-based analysis

e testing performed

e any issues found

o record of who performed
testing and date the testing
was performed

e conclusion declaring
acceptability including
resolution, justification,
and/or process controls
implemented addressing the

impact of the issues
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Features, Functions, or Intended Use of the Establishing the appropriate
>, ’ Features, Functions or Risk-Based Analysis Assurance Activities g pprop
Operations . record
Operations

Access Control and Traceability

Functions:

The function controls user roles,
associated permissions, and
system access (e.g., user log-on).
The function monitors and
maintains records of access and
modifications of the final data
records maintained in the system.
The function produces time
stamped reports of the system
access, authorization, change, and
the associated user for
modifications made to final data
records maintained in the system
as established by the

manufacturer’s procedure for

These functions are
intended to provide
appropriate access
control, establish user
roles, and maintain
individual user
accounts.

The functions are also
intended to monitor,
maintain, and report a
time-stamped logging
of access or changes to
the training records or
electronic signature
events to ensure the
authenticity, reliability,
and integrity of the final

Failure of these functions to

perform as intended has a
significant impact on the
overall intended use and

system operations, and as

such, may result in a quality

system integrity and
compliance issue.

Since these functions are

intended to ensure integrity

of the data record for a

quality system requirement

only, the manufacturer

determines that a failure to

perform as intended would

not foreseeably lead to

compromised safety and

The manufacturer has
performed an assessment of
the system capability,
supplier evaluation, and
established service
agreements with the SaaS
vendor.

Based on the risk-based
analysis, the manufacturer
performs a configuration
verification and develops an
automated test script that
will quickly exercise the
access controls to also
support verification of
future changes.
Additionally, the

The manufacturer documents:

o the intended use

o risk-based analysis

e summary of automated test
cases in the test script (or
electronic version of the test
script) and a summary
description of the objectives
tested, and testing performed

e any issues found and results
of the automated test script

e conclusion declaring
acceptability including
resolution, justification,
and/or process controls
implemented addressing the

impact of the issues

auditing. records established by therefore does not pose a manufacturer performs User | o record of who performed
the manufacturer to be high process risk. Acceptance Testing (UAT) testing and date the testing
maintained. of the reporting capabilities was performed
using exploratory unscripted
testing.
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