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FDA 21 CFR Part 11
Electronic Records; Electronic Signatures

No. BZLib-121

Subpart A--General Provisions
el

§ 11.1 Scope
3 FH i PH

(a) The regulations in this part set forth the criteria
under which the agency 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.

(a) A Part ' (21 CFR Part 11) (278 7= 0,
UTObHDN, ZHMELEEERS Y, OFEk
KOO EOFEZEL LFAEDOHD L FDA 23
R TEEDO—IRHHIR R EZ R LT D,

(b) This part applies to records in electronic form that
are created, modified, maintained, archived, retrieved,
or transmitted, under any records requirements set forth
in agency regulations. This part also applies to
electronic records submitted to the agency under
requirements of the Federal Food, Drug, and Cosmetic
Act and the Public Health Service Act, even if such
records are not specifically identified in agency
regulations. However, this part does not apply to paper
records that are, or have been, transmitted by electronic

means.

(b) A Part (X, FDA OFEHIHNZ T 5 RLEkIZ DN
TOBEIZ IS ZAERL (created), (ETE (modified),
HMEFFAE P (maintained), PR (archived), HUfH
(retrieved), F721HMnE (transmitted) X415 & 11
ROFLEIZHH & D, F72K Part 1%, Federal
Food, Drugand Cosmetic Act GHEFLE A « IS, -
{epEdhik) O Public Health Service Act (/%A
A3E) OELEIZESW T FDA IR SRS BT
R THIIE. T2 L A ZDOFERD FDA DORE R
TEERMIZFFESN TE LT L b NS,

(c) Where electronic signatures and their associated
electronic records meet the requirements of this part,
the agency will consider the electronic signatures to
be equivalent to full handwritten signatures, initials,
and other general signings as required by agency
regulations, unless specifically excepted by

regulation(s) effective on or after August 20, 1997.

(c) ETBALOCENICEHET HETRLENA
Part D E(F 2072 L TV 554, FDA X2 0OE
BA % FDA OFHIHNC Lo CHERk a5 Filx
DINR—LDEL, A=V ¥ /b, TOMD—fE
W72 B4 EREOL D& RRT, HL, 1997 4 8
H 20 HLABRIZHS S 2 Bl CRRCHISN & LT
WA IR T D,

(d) Electronic records that meet the requirements of this
part may be used in lieu of paper records, in accordance
with §11.2, unless paper records are specifically

required.

(d) FROFLERDFFIZER I TWRWER Y A Part
DOEAEEG T LTV D EFRLekIL, §11.2 IZHEW
MOFLERORB L LTHEHT LN TE D,

% BASH XE 1
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FDA 21 CFR Part 11
Electronic Records; Electronic Signatures

No. BZLib-121

(e) Computer systems (including hardware and

software), controls, and attendant documentation
maintained under this part shall be readily available for,

and subject to, FDA inspection.

(e) A& Part ® F CEMfEFFcNHa s Ba—X-
VAT AL (N—RyZT YT NUET EETe)
BEIE, ROHET 5 K% = 2> M X, FDA &
BEZTDOHAENTECVDLZ AR L, &
BORRLRD,

() This part does not apply to records required to be
established or maintained by §§ 1.326 through 1.368 of
this chapter. Records that satisfy the requirements of
part 1, subpart J of this chapter, but that also are
required under other applicable statutory provisions or

regulations, remain subject to this part.

(f) A Part I%, A Chapter ?™§1.326 7>5§1.368 T/E
BE TR E BT D 2 & BN ER I D RLERIC
I35 S 720N, K Chapter @ Part 1 Subpart J (%
FNCHY T 258 TH-Th, hoIEEDLREE
T IR & 3 S 405 5k, A Part IZ9E 9,

[FR7E:] Part 1 1% General Enforcement Regulation,
Subpart J {& Establishment, Maintenance, and
Availability of Records T %,

(g) This part does not apply to electronic signatures
obtained under §101.11(d) of this chapter.

(g) A Part (X, A Chapter ™§101.11(d) " ¢,
ETHRONIZEFBEAIITEA SR,
[3RiE] Part 101 I% Food Labeling T %,

% BASH XE 2
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No. BZLib-121

(h) This part does not apply to electronic signatures | (h) A Part £, A Chapter ®§101.8(d) O % & TH
obtained under §101.8(d) of this chapter. DN EBTBAICITEH SR,
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FDA 21 CFR Part 11
Electronic Records; Electronic Signatures

No. BZLib-121

(i) This part does not apply to records required to be
established or maintained by part 117 of this chapter.
Records that satisfy the requirements of part 117 of this
chapter, but that also are required under other
applicable statutory provisions or regulations, remain

subject to this part.

(i) A Part I%, A% Chapter @ Part 117 WV Rk &
TITHERFE BT 5 2 L N ER S N D ELekIT I
F &7z, K Chapter @ Part 117 OEA}: %4 7=
TR CH - TH, MOEHFEOREE T ITHH B
W S AL HFELERIE. AR Part (IZ7E D,

[FR7:] Part 117 1% Current Good Manufacturing
Practice, Hazard Analysis, and Risk-based Preventive

Controls for Human Food T& 5.,

(j) This part does not apply to records required to be
established or maintained by part 507 of this chapter.
Records that satisfy the requirements of part 507 of this
chapter, but that also are required under other
applicable statutory provisions or regulations, remain

subject to this part.

() A Part [, A Chapter @ Part 507 " CERk %
TCITHERE LT 5 2 L BRI L D Re kT 13
&7y, A Chapter @ Part 507 DB i 7~
TRUERTH - TH, MOEFEDOFEEITHH S
W S DR8I, A Part IZHE D,

[FR7:] Part 507 1% Current Good Manufacturing
Practice, Hazard Analysis, and Risk-based Preventive

Controls for Food for Animals T& 5,

(k) This part does not apply to records required to be
established or maintained by part 112 of this chapter.
Records that satisfy the requirements of part 112 of this
chapter, but that also are required under other
applicable statutory provisions or regulations, remain

subject to this part.

(k) A Part |X, A Chapter @ Part 112 W g
FLITHERER T 5 2 LN ER SN D REEICIT
1 S 4720y, K Chapter @ Part 112 O A4 % i
Ted Rk Th - Th ., MOERORIEE 2138
B S DFREEIT. A Part (Z1E D,

[FR7E] Part 112 (% Standards for the growing
Harvesting, Packaging, and Holding of Produce for

Human Consumption C& %,

% BASH XE 4
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FDA 21 CFR Part 11
Electronic Records; Electronic Signatures

No. BZLib-121

(1) This part does not apply to records required to be
established or maintained by subpart L of part 1 of this
chapter. Records that satisfy the requirements of
subpart L of part 1 of this chapter, but that also are
required under other applicable statutory provisions or

regulations, remain subject to this part.

(1) A Part {Z. A Chapter ¢ Part 1 Subpart L (7%
THERETITHERE RS 5 Z LBk Eh 550
R0 72V, A Chapter @ Part 1 Subpart
L OEMZ -9 5ETH - TH, MOBEHEDSR
THE 7o (38 & 36 S5 5eskid, AR Part IZ1E 9,

[FR7E:] Part 1 {X General Enforcement Regulation,
Subpart L (% Foreign Supplier Verification Programs
for Food Importers CT& 5.,

(m) This part does not apply to records required to be
established or maintained by subpart M of part 1 of this
chapter. Records that satisfy the requirements of
subpart M of part 1 of this chapter, but that also are
required under other applicable statutory provisions or

regulations, remain subject to this part.

(m) A Part |, 7 Chapter ¢ Part 1 Subpart M 7]
THERE T ITHERE PR 5 Z LBk Eh 550
FRIZITIE S S 720y, A Chapter @ Part 1 Subpart
M OB Z -3 FLEk CTh > TH ., thoiE#RDSE
TEE 72 V3B & 386 ] S 41 2 gk AR Part 1€ D

[FR7E] Part 1 1% General Enforcement Regulation,
Subpart M X Accreditation of Third-Party
Certification Bodies To Conduct Food Safety Audits
and To Issue Certifications Td 5.,

(n) This part does not apply to records required to be
established or maintained by subpart O of part 1 of this
chapter. Records that satisfy the requirements of
subpart O of part 1 of this chapter, but that also are
required under other applicable statutory provisions or

regulations, remain subject to this part.

(n) A Part (%, A< Chapter ¢ Part 1 Subpart O (7]
THERETITHERE RS 5 Z LBk E 50
R0 72, A Chapter @ Part 1 Subpart
O DEMZI- TSk ThH > TH, fMDOEFEDOS
TEE 7o (3B & 36 S5 Feskid, AR Part IZ1E 9,

[FRiE] Part 1 (% General Enforcement Regulation,
Subpart O % Sanitary Transportation of Human and
Animal Food T& %,

(o) This part does not apply to records required to be
established or maintained by part 121 of this chapter.
Records that satisfy the requirements of part 121 of this
chapter, but that also are required under other
applicable statutory provisions or regulations, remain

subject to this part.

(0) A Part X, A Chapter @ Part 121 CERK F 7213
MEFPE B 2 2 LN ER SN D RERITITEM S
FU72\N, A Chapter @ Part 121 OB 272970
FECTH-oTH, MMOPEFBDOSEFE 72 13RI & 5 H
SN DFEEERIE. A Part IZHE D,

% BASH XE 5
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FDA 21 CFR Part 11
Electronic Records; Electronic Signatures

No. BZLib-121

(p) This part does not apply to records required to be
established or maintained by subpart R of part 1 of this

chapter. Records that satisfy the requirements of

subpart R of part 1 of this chapter, but that also are
required under other applicable statutory provisions or

regulations, remain subject to this part.

(p) A Part (%, 7 Chapter ¢ Part 1 Subpart R (7]
THERETITHERE RS 5 Z LBk Eh 55
BITE M S,

[FR7E:] Part 1 (% General Enforcement Regulation,
Subpart R |3 Laboratory Accreditation for Analyses of
Foods Td %,

[62 FR 13464, Mar. 20, 1997, as amended at 69 FR 71655, Dec. 9, 2004, 79 FR 71253, 71291, Dec. 1, 2014, 80
FR 71253, June 19, 2015; 80 FR 56144, 56336, Sept. 17, 2015; 80 FR 74352, 74547, 74667, Nov. 27, 2015; 81
FR 20170, Apr. 6, 2016, 81 FR 34218, May 27, 2016, 86 FR 68830, Dec. 3, 2021]

§ 11.2 Implementation
Ei

(a) For records required to be maintained but not
submitted to the agency, persons may use electronic
records in lieu of paper records or electronic signatures
in lieu of traditional signatures, in whole or in part,

provided that the requirements of this part are met.

(a) FDA ~O#HITME & SN0 E O OHERFE

P2 NEDH 50T L, A Part O EAEHH

2 ENTWDEA, B E T IXRHE AL T A

TREND,

o MEOFEROMNEEL LTHE
Do

o MERDEBELHONELE L TETBEL LMY
Do

LR &

(b) For records submitted to the agency, persons may
use electronic records in lieu of paper records or
electronic signatures in lieu of traditional signatures, in

whole or in part, provided that:

(1) The requirements of this part are met; and

(b) FDA [ZHEH & A5E8kICBI L. DLFICRT4
HEM 72 STV DS BRI E 72132
NHBEEND,

o MOFLEKOMFEL L TEFRLEAMLMNS
éo

o ERDEBAONFEL LTEFEALZMMT
éo

erEU. LIRS E 2D,

(1) A Part OEA A 7= L, 2D

% BASH XE 6
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FDA 21 CFR Part 11
Electronic Records; Electronic Signatures

No. BZLib-121

(2) The document or parts of a document to be
submitted have been identified in public docket No.
92S-0251 as being the type of submission the agency
accepts in electronic form. This docket will identify
specifically what types of documents or parts of
documents are acceptable for submission in electronic
form without paper records and the agency receiving
unit(s) (e.g., specific center, office, division, branch) to
which such submissions may be made. Documents to
agency receiving unit(s) not specified in the public
docket will not be considered as official if they are
submitted in electronic form; paper forms of such
documents will be considered as official and must
accompany any electronic records. Persons are
expected to consult with the intended agency receiving
unit for details on how (e.g., method of transmission,
media, file formats, and technical protocols) and

whether to proceed with the electronic submission.

Q) HELEI>ELTWVD FFa A MEITR
XA FO—EN, EFHAT FDA 238 L
BoHrbDELTARTY w7 - 7w b No92S-
0251 Nz E STV D Z b,
ZORTy T, UTFTOZ EEZFRELTND,
o HURMICED L O BRFHD FF =2 A b,
FlFX LN, MOTEE DT ICE
TR TOREBED LNDDh, K
o HRHZEL 7275 FDA OZFIE (B : $rED
vy —. . BB, 3GH%E)
FDA BB ICA L C, & 2 THREE S AL T e
R oA MeEFETRET 256, Tt
AR b O L TR IR, HL< ETHIEX
TRHESINDBODRAX L bD LRI ND T
D, MO FF 2 XA M BARUEIZIRAT LT
X2 B0,
B TORMAEOFEM (B [BEDFHIE,
WK, 77 ANDT +—~ > b, HIFHRT 2k
L) FOEFHFEEZED TRWLGNIBE LT
%, %D FDA ZEHEIZMWEbED 2 &,
[FRiE] X7V > 7 « K& ML, 2008/1/15 {4
“C Federal Docket Management System (FDMS)
http://www.Regulations.gov (& S 417, 92S-

0251 1'% FDA-1992-S-0039 & L CTEF I T
)

o

§ 11.3 Definitions
B

(a) The definitions and interpretations of terms
contained in section 201 of the act apply to those terms

when used in this part.

(b) The following definitions of terms also apply to this
part:

(a) FFDCA (GEF A i « R 5 b E ) @ Section
201 (23 5 FHEEDSA Part THEA SN TWAIEA.
FDET L RIT FFDCA @ Section 201 1279

(b) LLFTOMGEDEFR S A Part [T S5,

§§;§ BASH XE 7
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FDA 21 CFR Part 11
Electronic Records; Electronic Signatures

No. BZLib-121

(1) Act means the Federal Food, Drug, and Cosmetic
Act (secs. 201-903 (21 U.S.C. 321-393)).

(2) Agency means the Food and Drug Administration.

(3) Biometrics means a method of verifying an
individual's identity based on measurement of the
individual's physical feature(s) or repeatable action(s)
where those features and/or actions are both unique to

that individual and measurable.

(4) Closed system means an environment in which
system access is controlled by persons who are
responsible for the content of electronic records that are

on the system.

(5) Digital signature means an electronic signature
based upon cryptographic methods of originator
authentication, computed by using a set of rules and a
set of parameters such that the identity of the signer and

the integrity of the data can be verified.

(6) Electronic record means any combination of text,
graphics, data, audio, pictorial, or other information
representation in digital form that is created, modified,
maintained, archived, retrieved, or distributed by a

computer system.

(7) Electronic signature means a computer data
compilation of any symbol or series of symbols
executed, adopted, or authorized by an individual to be
the legally binding equivalent of the individual's

handwritten signature.

(1) Aet £ 1%, Federal Food, Drug and Cosmetic Act
(Section 201-903(21U.S.C.321-393))GHEFR A & « [ 8K
- {LWESLTE, FFDCA)Z BT 5,

(2) Agency LI BMEIGR (FDA) ZEWT 5,
(3) NAF AP IR (EBRER) &% A
FIRMZ 85, Oy (UT) AR ATREZR B ER 2
DENZFHEDO LD THY . 2 OFHIFEETH D
BE. TOFINCESHNTHEANTHD Z L2
THHETHD,

@4 Z7B—X P« XFALIL, VAT L~DT
U AN, FDOVAT A OB REONREICE
L% Ff>3 (persons) |2 LV EFH I TV DHEREE
N9,

6)7/ﬂ”§£ki BB RBRED %k&%
ICESSEFBELTHD, TVXNVEHITHED
BHIE T A =22 L EAB S, BAHEN
BANTHDLZE, KOT—IRELETHLZ &%
SRET D,

(6) BFFEEERET, A Ea—HF - AT AL -
TERR, BIE, MR R, R, TUH E7213mE
ENBTHXAN FT974v0, T—H, FH,
Eif%, £ OMTEDIEFROMAEOEELT P F IV
FEATRELIZEDE WD,

() BFEL LT, FEEBEL LFAFOERNMIK
HiddHHDE LTRANRFT, 8. KRS 5
—OXF—#HOY ARV ERDT Ay Ea—X
T—HDEEN ThD,

é%%% BASH XE 8
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(8) Handwritten signature means the scripted name or
legal mark of an individual handwritten by that
individual and executed or adopted with the present
intention to authenticate a writing in a permanent form.
The act of signing with a writing or marking instrument
such as a pen or stylus is preserved. The scripted name
or legal mark, while conventionally applied to paper,
may also be applied to other devices that capture the

name or mark.

(9) Open system means an environment in which

) FEEXELLIT. ANTLLHFEZDAATE
TAXERREITH Y | & DAKAM IR IERED CEN
ELWZ EEFEHT LI EVI ERE S - TTh
N5, FRIIBRHAING DO TH D,
NURARLA T AFEOQELHE L~ —F T
Baffio = BATHMMRTEIND,

FHEE OLFTE 2 ITIEA 2R EANTE B TR
R L TITOI TN DN, ARTCEIZ B AT T N
AR L THTONDGAE b H D,

) F—T2 XTALIF, VAT LASDT

confidentiality of electronic records, and to ensure that
the signer cannot readily repudiate the signed record as
not genuine. Such procedures and controls shall include

the following:

system access is not controlled by persons who are | © A, DT AT A EOEFFELEONFIZET
responsible for the content of electronic records that are | & Ff D>F |2 L > TIXEF I TV R WEREZ N
on the system. Do

Subpart B--Electronic Records

EF ek

§ 11.10 Controls for closed systems.

Ja—X R« VAT LAOER
Persons who use closed systems to create, modify, | 7 @— X K « A7 A% fifi» TETRLERDIERK,
maintain, or transmit electronic records shall employ | f&1E, HERFEELE 72 IMMBEA21T 9 F1E, B ok
procedures and controls designed to ensure the | DIFHEME, FEAME, MEIIIG U CHEMEL MESEIC
authenticity, integrity, and, when appropriate, the | L. 2> 2B 4 SNTZiEBAAY Tlilewn, B4

ERRBICERTERNWEOIZTH720DTF)E
CEBGEEZ AW RITIUE R B0,
ZOFNE L FERFEIE, FreOFEEE ST,

(a) Validation of systems to ensure accuracy,
reliability, consistent intended performance, and the

ability to discern invalid or altered records.

(@) U TFEMEICT DDV AT LONY T —

VarEEmT S,

o EMETHL,

o FHMENS®D,

o ~HLTEXEY OMRETH D,

o HEZNIRFLEOL B SN TRk AR T &
Do

§§;§ BASH XE 9
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(b) The ability to generate accurate and complete
copies of records in both human readable and electronic
form suitable for inspection, review, and copying by
the agency. Persons should contact the agency if there
are any questions regarding the ability of the agency to
perform such review and copying of the electronic

records.

(b) FDA (T L2 &L, LE2—kRa b — (05T
B0, EfECRARFERO 2 B —% AN
Bt ENTE LR E BT RO S CTHARK
T HHe)1 % FFD, FDA X% D L 9 7B 1-ildkd L
Ba—Rabt—%{T9 2 ENTEXDENENCD
WTEMMA S 52851, FDA IZfWGbtsd Z
L,

(c) Protection of records to enable their accurate and

ready retrieval throughout the records retention period.

FLER D PRAT IR o 2 OO Rk 2 TERE 7>
FLdRka PR T D,

(c)
IR HLTE S L YIT,

(d) Limiting system access to authorized individuals.

(d) YAT LA~DT 7 AZMERD B D ENIZD
HIRET D

(e) Use of secure, computer-generated, time-stamped
audit trails to independently record the date and time of
operator entries and actions that create, modify, or
delete electronic records. Record changes shall not
obscure previously recorded information. Such audit
trail documentation shall be retained for a period at
least as long as that required for the subject electronic

records and shall be available for agency review and

copying.

() I Ea— X THERINDILERIALAL
VIR OB A L, Bk A Rk, &
iE, HIBRT 2 &9 72 Ad N L—2 AS)REAIED H IR
. [BREEE) ML SECRiET 5, ke A
B 255A0E. ENLAENCEE STV iFi#RE
BLTHELS, 20X REAFEO RF 2 X2 b
I, x5 & 72 D ERLERIT R D B AL D R A7 I
&L A LB F—HIMIRAE L, FDAR L E 2 —
IRabe—Tx5HL9127 5,

(f) Use of operational system checks to enforce

permitted sequencing of steps and events, as

appropriate.

(H BEIIS T, BIECETH VAT L F =y
2 L, BB FROFE SR TIThbh
% & 95T %,

(g) Use of authority checks to ensure that only

authorized individuals can use the system,

electronically sign a record, access the operation or
computer system input or output device, alter a record,

or perform the operation at hand.

(g) MMRT = v ZEhi L, HROHHEANDH
DUTZITVG2 X127 %,

o VAT LADOFIH

o FER~DEFEA

o BME (~OT7 s &R], Iz rsBa—4

VAT LDANHIPIEE~DT 7 A
o FLEROER, F7oiX
o BEDFELT

%%;9 HASH & 10
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(h) Use of device (e.g., terminal) checks to determine,
as appropriate, the validity of the source of data input

or operational instruction.

(WRETIE T, T8 A (f] : SARLEE) OF =
v EFE L, T—X A Ea~ > FoHAT
DEL{EEHET 5,

(i) Determination that persons who develop, maintain,
or use electronic record/electronic signature systems
have the education, training, and experience to perform

their assigned tasks.

() EBitsk EBL AT LB, RSF
T 5 E DU OB TICHE IR BE ., I,
BRER A L TV AENENEHET 5,

(j) The establishment of, and adherence to, written

policies that hold individuals accountable and

responsible for actions initiated under their electronic
signatures, in order to deter record and signature

falsification.

() FLEkM EA ORE LB IET 572012, B4
BEARNTHHBELR DY, EFEHDO T TITo 12
TRHTHHERMEEZRD 2L 2EDHFLS
Nlstasy, 2zl rsEd,

(k) Use of appropriate controls over systems

documentation including:

(1) Adequate controls over the distribution of, access
to, and use of documentation for system operation and

maintenance.

(2) Revision and change control procedures to maintain

an audit trail that documents time-sequenced
development and  modification of  systems
documentation.

k) VAT LD RF¥=2 AT — a3 AL, B
T E el g A FEfT 5,

(1) ¥ 27 LOEREIEPRTICEAT 5 R a2 A
v holA, 77 e A, EHICOW T O R E
ﬁo

Q) VAT LD RFa AT — g ORERSI
VERC N DME IR Z Fidk T 2 7o 8O O BS A GIEB 4 HEFF
T L7 DYET /A HEPEFNE,
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§ 11.30 Controls for open systems.
=T s VAT ADEH

Persons who use open systems to create, modify,
maintain, or transmit electronic records shall employ
procedures and controls designed to ensure the
authenticity, integrity, and, as appropriate, the
confidentiality of electronic records from the point of
their creation to the point of their receipt. Such
procedures and controls shall include those identified
in §11.10, as appropriate, and additional measures such
as document encryption and use of appropriate digital
signature standards to ensure, as necessary under the
record authenticity, and

circumstances, integrity,

confidentiality.

F—=Tr e VAT HEM L CTE B DOIER.

BIE, HRFERH, [mE21T O FHIL, B s E

ST BEITEA £ TOMIC, E1ildknf3

WM, SEAAME. KIS U CTHEEBEN AR TE S

XORFIEMAEHEHEH L 2T e bk, £

Bz,

o MBI U TS0 IZE 8 5 FIE, &,
Je Oy

o ZOXIMRPTHEL IND, FEDE
W, sEaetE, WEEAERT SO R
X a2 AV MG ALY 72T ¥ Z VELH
O, &WomiBndiR

DEEND,

§ 11.50 Signature manifestations.

24 DRz

(a) Signed electronic records shall contain information
associated with the signing that clearly indicates all of

the following:
(1) The printed name of the signer;

(2) The date and time when the signature was executed;

and

(3) The meaning (such as review, approval,
responsibility, or authorship) associated with the

signature.

(a) B INTZE LRSI, B4 ICBEET HLL
TOETENMKIORT X O RIEREE T,

(1) IEFRDEL H K4

Q) BA TN AL

(3) BAICEEMT b -E® (L E 2 — &G,
HiE, TERS)

(b) The items identified in paragraphs (a)(1), (a)(2), and
(a)(3) of this section shall be subject to the same
controls as for electronic records and shall be included
as part of any human readable form of the electronic

record (such as electronic display or printout).

(b) Z @ Section D EFt(a)(1). (a)(2). (a)3) TR
NDHEBIZOWTIL, Bk & Rk P4
ML, ARIDGEED oI LizE ek (Fl: H
mEASCHIRI ) o—EE LTHET 5,
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§ 11.70 Signature/record linking.
BA /RO Y v

Electronic signatures and handwritten signatures
executed to electronic records shall be linked to their
respective electronic records to ensure that the
signatures cannot be excised, copied, or otherwise
transferred to falsify an electronic record by ordinary

means.

BRERIC R SNIZEBTBEL KR OFEZBLIL,
KNI 5% 2 OEFRIERE Y 7T 5, T,
Bk ZBIET 2 HNTRIND, BH Ok
AW BL ORI, EREITERS 2, RNAT6E
2T 5720 Th D,

Subpart C--Electronic Signatures
BFEA

§ 11.100 General requirements.

— R ) 7 LA

(a) Each electronic signature shall be unique to one
individual and shall not be reused by, or reassigned to,

anyone else.

(a) BFEAIT.SEAT2=—RbD L L
OTFEIZ S B, HFHEIE LR,

(b) Before an organization establishes, assigns,

certifies, or otherwise sanctions an individual's

electronic signature, or any element of such electronic
signature, the organization shall verify the identity of

the individual.

(b) #fkDS, BT EH EITEFELNL OMRESR
wlesr, FY. RAEFIC X VFFI T OBRIE. £
(ZHENLHH TR AT D,

(c) Persons using electronic signatures shall, prior to or
at the time of such use, certify to the agency that the
electronic signatures in their system, used on or after
August 20, 1997, are intended to be the legally binding

equivalent of traditional handwritten signatures.

(1) The certification shall be signed with a traditional
handwritten signature and submitted in electronic or
paper form. Information on where to submit the
certification can be found on FDA's web page on

Letters of Non-Repudiation Agreement.

(c) EFEBEALMMTH&X, 1997 48 H 20 H
BRI AT ATHASN TV DHETBEL D, #
kOFEEZBL LEREOENHER N EZFHESL D
IZEKINTWD Z &%, FDA (2% L CRERS
%,

FEAET, IORDFEE B ZITo729 2T,
AEAE DR EICET S
“Letters of Non-
e i S TV B,

[ER7E] https://www.fda.gov/industry/about-

(1)
BT I TR T %,
¥ 1X. FDA @ Web

Repudiation Agreement”

esg/appendix-g-letters-non-repudiation-agreement
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(2) Persons using electronic signatures shall, upon
agency request, provide additional certification or
testimony that a specific electronic signature is the
legally binding equivalent of the signer's handwritten

signature.

(2) ETFEAZMHT 2FIL. FDA DEFERH 5
Bitr. ETBEAVBZDOEBLEDFHEEEL LAE
DIEWIE N ZFFO b DO THDH I L OFEV £ 72
IXRES & BN TR 5,

[62 FR 13464, Mar. 20, 1997, as amended at 88 FR 13018, Mar. 2, 2023]

§ 11.200 Electronic signature components and controls.

BFELHOBKER L BFH

(a) Electronic signatures that are not based upon

biometrics shall:

(1) Employ at least two distinct identification
components such as an identification code and

password.

(i) When an individual executes a series of signings
during a single, continuous period of controlled system
access, the first signing shall be executed using all
electronic signature components; subsequent signings
shall be executed using at least one electronic signature
component that is only executable by, and designed to

be used only by, the individual.

(i1) When an individual executes one or more signings
not performed during a single, continuous period of
controlled system access, each signing shall be
of the electronic

executed using all signature

components.
(2) Be used only by their genuine owners; and

(3) Be administered and executed to ensure that
attempted use of an individual's electronic signature by
its

anyone other than genuine owner requires

collaboration of two or more individuals.

(@) A FA RN 7 RTESHRVEFBLIL,

() ID =2— K& AT — R 2 DL EORIHED
WA ER AL T 5,

() BHENIZV AT LT 72 ANk LTV 5
IR L CTEA 21T 0 Bh . mADOFELITITE
TOEFELERZHEH LRTITR G200,
TRUBEDOBELITEFEBELEHRE L 1 DU LA
NWIERW, L, 20560 EFE4ERIT, &
BEOHRPITHETE, TEBLEOLPHEHTE
% XD ITEET 5,

(i) BEDOELE | BIOFBENIZV AT LT 7
T AR L2 T Th 2 0WGE. ThEho
BXFETOBFELEREHEN L TIFbR
TFAUER B0,

Q) BATEOFHAEIZL > TOAEMH L,

(3) BoOFTA &L W L BT B EHOR
TR LTI, 49 2 ARLEDS SR S 2 21572
WO EHET S,

[RE] ZHTEOFAH SN X % B4 % 770
T2 HDOTIERLY,
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(b) Electronic signatures based upon biometrics shall
be designed to ensure that they cannot be used by

anyone other than their genuine owners.

(b) NAFANY T RAZHASWEEBFEBLIT, B
®%ﬁ%u%ﬁﬁﬁféﬁwio_mﬁﬁé

§ 11.300 Controls for identification codes/passwords.

ID 2— K/ RRAU—RDOEH

Persons who use electronic signatures based upon use
of identification codes in combination with passwords
shall employ controls to ensure their security and

integrity. Such controls shall include:

ID 22— RENAY — ROMAF OIS
BFELAEHEHT T, 20Ex=2 )T 1 L5%
BHEEEFIICT DL OEHRT H, DL REH
XL FOFEEE G T,

(a) Maintaining the uniqueness of each combined
identification code and password, such that no two
individuals have the same combination of identification

code and password.

(@) ID 22— K& R2 T — ROMAEDEREA T
HDHEHICHEFRFEE L, Fl—D ID 23— K& /R
U — ROMAE LR EFFOENRNL IIZT D,

(b) Ensuring that identification code and password
issuances are periodically checked, recalled, or revised

(e.g., to cover such events as password aging).

(b) ID =2— K& /XRAT— ROFITIZONT (f -
NAT — R~ RS 5 72) 2T
=7, BiH, WET2#ESICAT o,

(c) Following loss management procedures to

electronically deauthorize lost, stolen, missing, or
otherwise potentially compromised tokens, cards, and
other devices that bear or generate identification code

or password information, and to issue temporary or

(c) ID 22— REOVRAY — RIERE R E 134
KCTED h—27 >, B—KREDTNA AEKRL
Lo, WENTZ, Ao bR0nE, FEABITR
Ipo ot BRETIAICHENE IR
LT pl b, WU OREREE T TR

unauthorized use of passwords and/or identification
codes, and to detect and report in an immediate and
urgent manner any attempts at their unauthorized use to
the system security unit, and, as appropriate, to

organizational management.

permanent replacements using suitable, rigorous | % 72 IXAKARI 7R ﬁ’:‘ktf@ ZRATT Do
controls.
(d) Use of transaction safeguards to prevent | (d) A FE{TH>720DRNTFT o Hray - k—7

= REFT 5,

o BAIENTWVARUVWIRAT— K KON (XiT)
ID =2 — RO AR LT 5,

o AN TWRWERAZRAL, VAT
A-ﬁ#1974ﬁé%%&0(ﬁgcm
L) AHAk DR E IR R D BRI
HT D,
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(e) Initial and periodic testing of devices, such as | (e) ID = — RR/XRA U — MR Z LRITF F 7o 134ERK
tokens or cards, that bear or generate identification | TX 5 h—2 Lo — REDT /NA A% f#i B
code or password information to ensure that they | #aRF X OVEMIAIIZT A M L, £ OFEREN IE L < #)
function properly and have not been altered in an | fEL TH Y | FFA[72< NENEH I N TV Z
unauthorized manner. L HMEREIZT D,
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