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GHTF/SG3/N99-10:2004 (Edition 2)

GHTF

FINAL DOCUMENT

Title:  Quality Management Systems - Process
Validation Guidance

Authoring Group: SG3

Endorsed by: The Global Harmonization Task Force

Date: Edition 2 - January 2004

Taisuke Hojo. GHTF Chair

The document herein was produced by the Global Harmonization Task Force, a voluntary
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of any Kind by the Global Harmonization Task Fores

GHTF/SG3/N99-10:2004
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R 52 EEHl(Interactive change management)

R B A4 (Interactive risk analysis)

REF : ISO/TR 80002-2 Figure 1 — Life-cycle controls; ZF{& %0 (2021)
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REF : ISO/TR 80002-2 Figure 2 — Life-cycle controls work stream; Z¥{& 34/ (2021)

Copyright 2021ITRI T2 fiifF 750




TRk

|dt al Technology
rch Institute

O REESTH 2 == [ g4 Bel 72n 75
AMME BIx> \n‘ﬁ EE.HEﬁAEEﬁEXQ
i REREBAON | EIUREIEEE G BN
: —
| | |
! v
! AR :
PR > et BB -
AR AT 2
: 2 BBz !
I I
= = ohE il —¥
es | 1 HRBE ---t——-- »| BHAE [-- 2 - REEHGE
S [ ---- B B% -
= 2E )
E\:_Et Q\ﬂ:%
{tﬁn mA
= , — |
S8 BB E I S
MR . v
CEERAIR e gl ---s mEEG
th 647 B 24N
Bt Rl B L l

REF : ISO/TR 80002-2 Figure 2 — Life-cycle controls work stream; Z¥{& 34/ (2021)
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REF : ISO/TR 80002-2 Figure 2 — Life-cycle controls work stream; Z¥{& 34/ (2021)
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Definition of the process
o FERETREE:

1. EXNERFNEEFRE -

2. ERERAERETH -

3. EEFREPWMA=IRMRE -
4. RIBEREBAERERMARNLIRE -
5

Definition of the intended use
o BEFREBHKA-—E@MANALEZEE FAE—REAE  RERBZBEBMEE
mMIEmMBRBETIER  TEREEFoRERIEEK - W FMCEE

REF : ISO/TR 80002-2 Annex C Examples
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Risk analysis

o HREEEHREMERSASEERLERERHE - DUREEMIEL LM
MR A GRS - BEIERIER/) - (NSHEHBENEMES -

o TEASBEMNERRE -

o BERESHUNENMERNEKXN  RASUREFEPEH F AERNEYE &
SRARBET RIRER - MEBUARZSHEREMIE MR -

o QI - RRIEEFRERET - EfliER - FE1FFE - Al Z&EY - IR
FHfE R

REF : ISO/TR 80002-2 Annex C Examples
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Validation planning

o EDAEETE KRG R XX -

o BEVANNMRAGER  WERmEREAMBEIES -

* BHARIMER  ME—HEESNREREEBESAEER -
» RIMBERSHEEBRE -

Risk control measures

ﬁﬂém%¥%$mTﬁbE% . BEBYSRGEHNETES -
EPRYKE - . YEIEIRABER LI E AT AT
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REF : ISO/TR 80002-2 Annex C Examples
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Validation tasks

o MEJFAAITIEE G155

1. BFRIEFTEIE ;
FRIEBEEINE ;

2

3. BUUMUEEINRE (FEERE) ;

4. BIEWAMBIRE (nFRHEE EmEEEal - \ERE ) |
5

o ABFRE—RE
o BERBAMHEE  MHESE
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Deployment

o MREEBEZMZA - BB ECSTA - BHEEPIRIEAETNE M
HThR 2 4 AV B8 75 (Operator certification) ©

Maintenance
o EmMMRIEEE oS Emis - Bl EEFRE -

o DIEERAIREAIGIEHEZRGEE - WERHIBEEATHIREFRE -
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o ZETEIREIINEI BB RS (BIMNEEEE TR - 88 - EHEE) -

REF : ISO/TR 80002-2 Annex C Examples
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GHTF/SG3/N99-10:2004 (Edition 2)

GHTF

FINAL DOCUMENT

Title:  Quality Management Systems - Process
Validation Guidance

Authoring Group: SG3
Endorsed by: The Global Harmonization Task Force

Date: Edition 2 - January 2004

Taisuke Hojo, GHTF Chair

‘The document herein was produced by the Global Harmonization Task Force, a voluntary

g;-onp of representatives from medma] dewce regu]aton agenmes and the regulated mdush-y
is intended

in '.he regulation of med.\ca] devlces and has been sub]mt to consu]latmn throughout if us

development.

There are no icti the duction, distribution or use of this d: however,
incorporation of this document, in part or in whole, into any other document, or its
translation into la es other than English, does not convey or represent an endorsement

‘ of any kind by the Global Harmonization Task Force.

GHTF/SG3/N99-10:2004
Process Validation Guidance
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GHTF/SG3/N99-10:2004 Process Validation Guidance
ZREE(Q) - BIEEEE(0Q) « HEEiE(PQZER :

+ Installation qualification (1Q):
BEERE  ERREREREHNRAFAREENWIEREERETaRE
BFTEIRE - FERNESZSZ=BERERGNES -
¢ Operational qualification (OQ):
HBEHRE ; BRREEH ZREIAITERE  [EMmEEmmEMERER
¢ Performance qualification (PQ):

MBEHEE BN EERBRGE N - R —BUtEESR mEPIBTRE
SKRVEm °
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6. Z17 FHEWETE(Validation . FEEEEET

Master Plan)

REF : GHTF/SG3/N99-10:2004 Process Validation Guidance %
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By inspection
and/or testing

validate the
process

A
|s Process
Output

Ly

— Verifiable

PR ERFY

B
Is Verification
Sufficient &
Cost Effective

Yes i

Validate

E
Redesign
Product

and/or
Process

Copyright 2021ITRI T2 fiifF 750

REF : GHTF/SG3/N99-10:2004 Process Validation Guidance

Cc
Verify &
Control the
Process

Y es -

To reduce verified and
unacceptable the process
risk should be
appropriately
controlled

A change in a manufacturing

process may
result in the need for
process validation
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REF : GHTF/SG3/N99-10:2004 Process Validation Guidance
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¢ GHTF SG3/N99-10 (Edition 2): 2004 Quality Management Systems -

Process Validation Guidance
¢ GAMP guidance — Good automated manufacturing practice (GAMP)
o EmEYEEENSHEARNFM
v B RFEMIEERETFM
v B ERFEIFEEEFM
v HRREIFEREFM
v KB FRIEE T
v BRRAEMESEFM
v DTRAEMIEERE T
v OHEBEREMIEERETFMH

X]

REF : ISO/TR 80002-2 Annex C Examples
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¢ [ISO 11135:2014/AMD 1:2018 Sterilization of health-care products — Ethylene
oxide — Requirements for the development, validation and routine control of a
sterilization process for medical devices — Amendment 1: Revision of Annex E,
Single batch release

¢ 1SO 11137-1:2006/AMD 2:2018 Sterilization of health care products — Radiation —
Part 1: Requirements for development, validation and routine control of a sterilization
process for medical devices — Amendment 2: Revision to 4.3.4 and 11.2

¢ 1S0O 11137-2:2013 Sterilization of health care products — Radiation — Part 2:
Establishing the sterilization dose

¢ 1SO 11137-3:2017 Sterilization of health care products — Radiation — Part 3:
Guidance on dosimetric aspects of development, validation and routine control

¢ [ISO 11139:2018 Sterilization of health care products — Vocabulary of terms used in

sterilization and related equipment and process standards
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¢ IS0 14160:2020 Sterilization of health care products — Liquid chemical sterilizing
agents for single-use medical devices utilizing animal tissues and their derivatives —
Requirements for characterization, development, validation and routine control of a
sterilization process for medical devices

¢ 1S0O 17665-1:2006 Sterilization of health care products — Moist heat — Part 1:
Requirements for the development, validation and routine control of a sterilization

process for medical devices

¢ ISO/TS 17665-2:2009 Sterilization of health care products — Moist heat — Part 2:
Guidance on the application of ISO 17665-1

¢ 1S0 20857:2010 Sterilization of health care products — Dry heat — Requirements for
the development, validation and routine control of a sterilization process for medical

devices :
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TRk

Industrial Technology
Research Institute

44

>k
T

HEMENEBEERRERGE

&S0

S

\

SZHFRE (48)
¢ SO 11138-1:2017 Sterilization of health care products — Biological indicators —

Part 1. General requirements

¢ SO 11138-2:2017 Sterilization of health care products — Biological indicators —

Part 2: Biological indicators for ethylene oxide sterilization processes

¢ SO 11138-3:2017 Sterilization of health care products — Biological indicators —

Part 3: Biological indicators for moist heat sterilization processes

¢ [ISO 11138-4:2017 Sterilization of health care products — Biological indicators —

Part 4: Biological indicators for dry heat sterilization processes

¢ SO 11138-5:2017/AWI AMD 1 Sterilization of health care products — Biological
indicators — Part 5: Biological indicators for low-temperature steam and
formaldehyde sterilization processes — Amendment 1: Annex C: Alternative method

for determining the D-value of LTSF SCBI

Copyright 2021ITRI T2 fiifF 750



TREXMTh

Industrial Technology
Research Institute

44

HEMENEBEERRERGE

>k
T

hNZ X4

S

\
\

SEEPRRE (8)
¢ I1SO 11138-7:2019 Sterilization of health care products — Biological indicators —

Part 7: Guidance for the selection, use and interpretation of results

¢ IS0 11138-8:2021 Sterilization of health care products — Biological indicators —

Part 8: Method for validation of a reduced incubation time for a biological indicator

+ ISO/AWI 11138-6 (Under development) Sterilization of health care products —
Biological indicators — Part 6: Biological indicators for hydrogen peroxide sterilization
processes

¢ [|SO 11607-1:2019 Packaging for terminally sterilized medical devices — Part 1:
Requirements for materials, sterile barrier systems and packaging systems

¢ [|SO 11607-2:2019 Packaging for terminally sterilized medical devices — Part 2:

Validation requirements for forming, sealing and assembly processes
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Table 1 - Sample size code letters (see 10.1 and 10.2)

Lot size Special inspection levels General inspection levels

51 s-2 $-3 S-4 | ] i

2to 8 A A A A A A B

gto 15 A A A A A B c

16 to 25 A A B B B c D

26 to 50 A B B Cc C D E

51 to 90 B B C Cc Cc E F

g1 to 160 B B Cc D D F G

151 to 280 B Cc D E E G H

281 to 500 B Cc D E F H J
501 to 1200 c Cc E F G J K
1201 to 3200 C D E G H K L
3201 to 10 000 C D F G J L M
10001 to 35 000 c D F H K M N
35001 to 150 000 D E G J L N P
150 001 to 500 000 D E G J M P Q
500 001 and over D E H K N Q R

REF : 1SO 2859-1:1999
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Table 2-A — Single sampling plans for normal inspection (Master table)

Acceptance quality limit, AQL, in percent nonconforming items and nonconformities per 100 items (normal inspection)

Sample

size | Sample

code size 0,010] 0,015 0,025 0,040 0,065| 0,10 | 0,15 | 0,25 | 040 | 0,65 1.0 1.5 2.5 4,0 6,5 10 15 25 4 313 100 150 250 400 a50 | 1000
letter

e| Ac Re| Ac Ra| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re

A
A 2 T1ntnlrntnliorntnlnton A 3|3 4|5 6|7 8101114 15/21 22|30 31
B 3 ﬂo‘l 4} 1212 3|3 4|5 8|7 B 1101114 1521 22|30 31|44 45
01 <
D 8 01| 4
AV

=
-
-
na
ha

AcRe| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Be| Ac Re| Ac
1212 3|3 4|5 6|7 8110 1114 15|21 22|30 31|44 45

A==k d=d et == d =t =| | =A==+

e? 1212 3|13 4)5 67 810 11)14 15|21 22|30 31|44 45 4

1] 4>

10 1] 14 15|21 22|30 31|44 45 EaS

m
-
L
(=1
L4
L
(2]
[~
=
(L]
o
i
o

F 20 o G ‘0‘ 1212 3|3 4|56 ?310111:‘1152122A an| 4

G 32 IIERIERIERIERIER .------V- a1 G & 122 3|3 4|6 6|7 8|10 1114 15]21 22 4 RiERIERIERIERIERIE
H 50 A U 0 ‘G’ 1212 3|3 4|56 ?310111:1]52122A

J 80 e 4}“ {} 1223|3458 ?8101114152122A

K 125 T T -v- o1 G 'c' 1 212 3|3 45 67 8|10 11)14 15|21 22 {T HTUTUHTUT T T
L | =200 lot| & l12|z3|aalse|7 8|05z 22 g

M| a5 Gl12|23|sa|s6|78[w0n|uisla 2 4p

%
S

N 500 |01 G‘ 1T 2|2 3|3 4|5 617 8101114 15|21 22

P 200 |01 4}5 'C’ 1212 3|3 4|5 6|7 8101114 15|21 22

Q 1250 | 0 1 ‘{} 12|12 3|3 4567 8|10 11|14 15]/21 22

R 2000 4} i 1212 3|3 4|5 6|7 810 11)14 15|21 22 {} 17U ‘—-_-- ___'-__ h_-_h —____..h_”"-_ ----_ﬂ--“-‘-- -----d---

<% = Use the first sampling plan below the arrow. If sample size equals, or exceeds, lot size, carry out 100 % inspection.
4} = Use the first sampling plan above the arrow.
Ac = Acceptance number

He = Rejection number

REF : 1SO 2859-1:1999
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1. BREEX |FhATNKF REXERRICESHERTEH ZEERERIFSE -
ZORERE | UBBRITIERLEZHERE -
VIR HEm AIRFEZERF - REXE2RUEAEL -
TEMERE FIREARBZER - BEE NIRE
FhBZ2EE | —  YIREAHR - DB Z BRI B IRER LN ERE ;| HAPERE

% ROERPIEAZRENERER - RERAR - MEEHRRZ -
*RIESERER - TLUMBEZREE  BREHSUERALRE -
* RIEMRBEFLIRIR -
CIRE - MRS RERBIRIEE BT
FEFERKE_IRER - TR - BER%HEE - WHIFAHF
RRFEER -
FIERBEATEFIEREE  REFERBESAGERET
BAUERHE - WAeEEZ ; ZRBERZFEZEm - BRIEZEET -
HEXERLUEHI EEEAEARERNRESBE T ZEWNER -
WHRERBSBEART - SUKBERANT R AR E BT - SThER -
AIIRERAS 2R - EIKZBS AR - EEBE A EE
2, HER  EBRZGWRBREZLVETY - BRIFCHLRST -
AR - SR EREEMERTAARENZEE
1ISO 13485 2016: /7.6
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