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Guidance for Industry'
Electronic Source Data in Clinical Investigations

This guidance represents the Food and Drug
Administration's (FDA's) current thinking on this
topic. It does not create or confer any rights for or
on any person and does not operate to bind FDA or
the public. You can use an alternative approach if
the approach satisfies the requirements of the
applicable statutes and regulations. If you want to
discuss an alternative approach, contact the FDA
staff responsible for implementing this guidance. If
you cannot identify the appropriate FDA staff, call
the appropriate number listed on the title page of

this guidance.

KHA K ZIIFREIZHONT, BREETE
(FDA) DBIEDEZ 7T HDThHhDH, K
AL L, W 5816 LT HHERI A 4E
CHLDEY, HREESZXTZ0VT 5D TIER
<. F72FDA RAREWHFT HH D TlEie
VN, T S A D B K O 00 B A i 7o 3 RR
D, ZOHA X ATREINTEHIERDD
EEHOWTH L, REFECET 2M#%IC
WL, RHA v ADEEET% R FDA
A By TITHHE ST, #A&E TR X FDA A
Z o TP BIRWGEIE, KTA X ADFKR
IR TEFEE SO O Ll & 2 AICER S
iz,

L. INTRODUCTION
I. FX

This guidance provides recommendations to
sponsors, Contract Research Organizations (CROs),
clinical investigators, and others involved in the
capture, review, and retention of electronic source
data in FDA-regulated clinical investigations®. In
an effort to streamline and modernize clinical
investigations this guidance promotes capturing
source data in electronic form, and it is intended to
assist in ensuring the reliability, quality, integrity,
and traceability of data from electronic source to

electronic regulatory submission.

KITA X A% FDA Kl T O158R 2 TE i
T2 e BfF. L Ea— REZAT O IRBRKIE
#. CRO. IRBRE(TEEANSE ~OHELEFIE 4 42
I 26D THD, KIUA X AL, IBBREES
BN DA DR 72 S DICT D 7o O E TR
TR ERST LI RETLIHLOTHD
BT —HEPOEFHFEICEDLETOT —4
OfsfEME, WHE, etk KO L —%re U7
A ZMEFERICT DL T 2L aBEKL T
Do

! This guidance has been prepared by the Center for Biologics Evaluation and Research, the Center for Drug
Evaluation and Research, and the Center for Devices and Radiological Health at the Food and Drug

Administration.
2 See definitions in 21 CFR 50.3 and 312.3.
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This guidance addresses source data in clinical
investigations used to fill the predefined fields in an
electronic case report form (eCRF), according to the
protocol. The guidance discusses the following
topics related to electronic source data:
e Identification and specification of authorized
source data originators
e Creation of data element identifiers to
facilitate examination of the audit trail by
sponsors, FDA, and other authorized parties
e Ways to capture source data into the eCRF
using either manual or electronic methods
e  Clinical investigator(s) responsibilities with
respect to reviewing and retaining electronic
data
e Use and description of computerized systems

in clinical investigations

KHA L 20, TRBRER R EF - T

electronic case report form (eCRF) DT EF%

N7 44—V RIZHDIAENDIRT — XD

WCRRD D THY, EFRT—ZIZHT S

UTO My 7 289,

o JHT — X OFRF 7z data originator O FF
T LAk

o IRBRIHHE T K 2 BEAREBS O MRS A& FTHEIC
T 57207 — & BHRHBHIIERO R

o FEIUIEFHIHIEIZLY eCRF ~DJHT

— 2 % BV AT T D Sk
o EHEAFT—HDLEa— - REIZHTIHIRR
FALERT O BT

o BRRICBIT D a—X{Ly AT ADF|
FA R OV A

This guidance is intended to be used together with
the FDA guidance for industry on Computerized
Systems Used in Clinical Investigations (the
computerized systems guidance)’ and FDA
regulation on Electronic Records and Electronic
Signatures*. Electronic structures and standards
related to electronic submissions are out of scope

for this guidance.

AR A A 4 A% FDA guidance for industry on
Computerized Systems Used in Clinical
Investigations (the computerized systems
guidance)’, FDA D& ik « BT EH DD
OB L EBITHNEND Z L EEM LT
%, BTHFHICEAT 2E I MG KO AET
KITA X ADHFHFHANTH D,

3 We update guidances periodically. To make sure you have the most recent version of a guidance, check the

FDA Drugs guidance Web page at

SR NITA X AEEHNCEHF L TND, BHOHA X RZHONTIE FidWeb 22— U5 BB O

Zk
N— o

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm;

the Vaccines, Blood, and Biologics guidance Web page at

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm;

or the Medical Devices guidance Web page at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm.

4 See 21 CFR part 11.
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%4

BZLib-114 FDA eSourceData r4.docx



U.S. FDA Guidance for Industry
Electronic Source Data in Clinical Investigations

No. BZLib-114

FDA's guidance documents, including this
guidance, 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.

ARAA L A G e FDA DA A X2 ALE T
EICHITT 2 B2 ML T 5 B DO TR,
LA, TAX A, Yk hE v ZIZBL
FDA OBHEDE 2 F#F#THHDOTHY |
FLH SUTIER 72 BB E STV WER Y |
B MR L U CHfE T & Th D, FDA
DIA K ANZEBT D should &\ 5 HEEIL,
I ERE IR L CWDH 2 L2 EIRL TR
D, BRLTWDDIFTIER,

II. BACKGROUND

. H5

With the use of computerized systems for
capturing clinical investigation data, it is common
to find at least some source data recorded
electronically. Common examples include, but are
not limited to clinical data initially recorded in
electronic health records maintained by healthcare
providers and institutions, electronic laboratory
reports, digital medical images from devices, and

electronic diaries completed by study subjects.

BT — 2 DINEIZa L Ea—2 LY 2T A
ZRIATR L otz T, At
—H DR T — X HB LIRS D LN —
A 72 > T & Tz, BURIE 2 & LT, &
PEAEHEE D HERFE B 2 B 2RISR )
IZRLER SN DIEBRT — & . BT A RS
BB OOSDOT U IVERA A=, Wi
FHPMERRT 5 E T H DETFT NS,

S Af
B ~F

FDA regulations define an electronic record as
any combination of text, graphics, data, audio,
pictorial, or other information represented in
digital form that is created, modified, maintained,

archived, retrieved, or distributed by a computer

FDA O CIX & Fiddfe 2 B a—HF -
AT DT & o TR, BIE, MERFEEL £
B, MHXIEEINDTXA N, 7774
v 7. T4 BA ER, ZOMEEORE
HOMAEDLEET VX NIEATRIALEZD

system.> An eCRF is an example of an electronic | @D & EF LTV 5 >, eCRF |LE FFiFkdD—>
record. DOHEITH B,
5 21 CFR 11.3(b)(6).
3 K 4

% Rttt
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The eCREF is an auditable electronic record of
information that generally is reported to the
sponsor on each trial subject, according to a
clinical investigation protocol. The eCRF enables
clinical investigation data to be systematically
captured, reviewed, managed, stored, analyzed,

and reported.

eCRF |%, BEAvIEE R, VRBRSEHM G E e
S T—RANZTEBRKIEE [T S D TR
BEmOEROEFLEk TH 5, eCRF I X
DIRBRT — ¥ Z RIS, L Ea—, &
HLOREH, T, BT Z LB TE D,

Source data includes all information in original
records and certified copies of original records of
clinical findings, observations, or other activities
in a clinical investigation used for reconstructing

6 Access to

and evaluating the investigation.
source data is critical to the review and inspections
of clinical investigations. The review of source
data by both the FDA and sponsor is important to
ensure adequate protection of the rights, welfare,
and safety of human subjects and the quality and
integrity of the clinical investigation data. Source
data should be attributable, legible,
contemporaneous, original, and accurate
(ALCOA) and must meet the regulatory
requirements for recordkeeping.” Capturing
source data electronically and transmitting it to the

eCRF should:

Ji7—2 &I, TR R, BlEE. T OMOTE
FHOA Y I NFEEL A Y VT ILVEER DR
AT EEEOPICH L ETOEREEL LD
THY ., WROBFHEKLOFHMHICHN NS
S, RO L B2 — KR UOERICBWTRT —4
~OT 7B AFWBD TEETH S, FDA KW
BBRIKEE OW SRR T — 2% L E2—35%
T LU, BB ORI, fEak, ZEDOE )R
R, W ONTIRBRT — % O E R et %
MERIZTDIEDICEETH D, KT —F 1L,
attributable U8/ EALOFT{EN B T o

5] | legible CHIF/HMFETE 5] |
contemporaneous [[ARFCd 5] | original [Ji
AKToHD) | accurate [IEfETH D) (ALCOA)
Th V., FLERERE OBLHIELE T A S 720
LR B0, JRT — X OB 172G RO
eCRF ~HREZ 1T 9 RO ERITLL T TH
Zals

6 In 21 CFR 312.62(b), reference is made to records that are part of case histories as “supporting data”;
the ICH guidance for industry E6 Good Clinical Practice: Consolidated Guidance (the ICH E6 guidance)
(available at) uses the term “source data/documents.” For the purpose of this guidance, these terms describe the

same information and have been used interchangeably.

621 CFR 312.62(b)IZH T, JEFIRIB SR O —H OFtek%x [ 7 —% ) L L TSR LT 5, ICH

E6 A & A

(http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm %
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/default.htm X ¥ AF7]

Be) Tk TRF— 2GR LW HEEESTWA, AHA X RACBWTIE. 2O /EEIRE

HH LR UEMTHWTWD,

7 For the principal record keeping requirements for clinical investigators and sponsors developing drugs and
biologics, see 21 CFR 312.50, 312.58, 312.62, and 312.68. For medical devices, see 21 CFR 812.140 and

812.145.

T IRBRE AT EAD M ONRBR K (263 2 FE E AR Re ek R Z 2D Tid 21 CFR 312.50, 312.58, 312.62,
KON312.68 #BMOZ L, EFMEIICOVWTIL 21 CFR 812.140 K 812.145 # B = &

At XFE
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¢ FEliminate unnecessary duplication of data

e Reduce the possibility for transcription errors

e Encourage entering source data during a
subject’s visit, where appropriate

e FEliminate transcription of source data prior to
entry into an eCRF

e Facilitate remote monitoring of data

e Promote real-time access for data review

e Facilitate the collection of accurate and

complete data

o ARMEEARBEMET —XITHD RS,

o HRFLT T —DAMRENEA KT D,

o WMEIILU, JRT —& ZHERE D visit
AT 52 L &R 5,

e eCRFIZAJIT 2 ETILHT — & Dlsid
T7—%H0 R,

o T—HRDERE=FI L INTEDLLD
29 %,

o UTNAALTIEHRILDZT—H1LE
a2 —EAEET 5,

o EfENOTERT X EWETE DL LD
27 %,

III. ELECTRONIC SOURCE DATA
. &7 —%

Electronic source data are data initially recorded in
electronic format. They can include information in
original records and certified copies of original
records of clinical findings, observations, or other
activities captured prior to or during a clinical
investigation used for reconstructing and

evaluating the investigation.

BTSSR B BT CRES I
HF =4 T b, WIRT—4 13, WHH
R, Bl TOMOEHOTY DS REK
O U PFARRORAEN ST OFI B %
LTOMBEGTHOTHY | WROMILL
ORI AV B 5.

IV. RECOMMENDATIONS
IV. H#EbE=fTE

This guidance provides the following
recommendations regarding the use of

computerized systems in clinical investigations.

KITA X A TIEBRICB T D a2 v a—21{k
VAT LAOFFICE L TLLF OHIE &2 HESE 4
éo

% Rttt
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A. Data Capture
A T

1. Electronic Source Data Origination

. BTRT— 2 ORA

A data element in an eCRF represents the smallest
unit of observation captured for a subject in a
clinical investigation. Examples of data elements
include race, white blood cell count, pain severity
measurement, or other clinical observations made
and documented during a study. Each data element
is associated with an authorized data originator.
Examples of data originators include, but are not

limited to:

e  Clinical investigator(s) and delegated clinical
study staff

e Clinical investigation subjects or their legally
authorized representatives

e Consulting services (e.g., a radiologist
reporting on a computed tomography (CT)
scan)

e Medical devices (e.g., electrocardiograph
(ECG) machine and other medical
instruments such as a blood pressure
machine)

e Electronic health records (EHRs)

e Automated laboratory reporting systems
(e.g., from central laboratories)

e  Other technology

eCRF O 7= ZEFEL 13, IRBRICEH W THER
FIZE L CTHUSG LTc i/ NEL DT L CTH %
THEHZOF L LT, A, BimERE,
FEORBRPITHEDS
AL, FRERSNDIEBROFT RN ET b5, &
T — X I Al X7z data originator & BH5H
17 54 %, data originator D & L TILLLT
DETHND,

pain severity measurement,

o IRBRE(LEM, KRUMEMRBEI IR
AH T

o TRBROBERE UTIEEREEA

o VY NAT 4 TH—ERX il CT A
F ¥ AT LTS T 2 IR )

o [EWHEAY (B ¢ DA PEEE KON E G R
B@@%%@%%)
o & :4\ naﬁ

. (Elﬂﬁ%*ﬁﬁi%@) HERAERE > AT 4

o DDA

A list of all authorized data originators (i.e.,
persons, systems, devices, and instruments) should
be developed and maintained by the sponsor and
made available at each clinical site. In the case of
electronic, patient-reported outcome measures, the
subject (e.g., unique subject identifier) should be

listed as the originator.

2T O] S 7z data originator (T720 5 |
AN VAT L BER, EE) O—FRITRRIK
AT L VIR - MRS, VBB A R T
T ATRE L 72D K O I ~&E TH D, ePRO
DG, HRE (=— 7 RYERE R SE)
MEFEEZEEL L TREBETRETHD,

% Rttt
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When identification of data originators relies on
identification (log-on) codes and unique
passwords, controls must be employed to ensure
the security and integrity of the authorized user
names and passwords.® When electronic
thumbprints or other biometric identifiers are used
in place of an electronic log-on/password, controls

should be designed to ensure that they cannot be

used by anyone other than their original owner.

data originator D&l & = —H 1D &2 =—7~
IR — R D856, A silc=
— YL ENRAT—RDEX 2 U T 4 KOESR
P2 R T D7D DE AT S 72 uid7e
Gﬁmﬂomﬁﬁwwx7~ﬁmﬁb©u%
WEEDONSA F A NY 7 2 X HRFEFB % H
“5%6\$%@ﬁﬁ%u%@ﬁﬁ%ﬂﬁé
RN E D BB ARG T & TH D,

When a system, device, or instrument
automatically populates a data element field in the
eCREF, a data element identifier (see section
II1.A.3) should be created that automatically
identifies the particular system, device, or
instrument (e.g., name and type) as the originator
of the data element. For example, if an ECG
machine automatically transmits to the eCRF, a
data element identifier should be generated that

identifies the ECG machine as the originator.

eCRF OFT — X EHET 41—/ RN AT LK

PRAEREIC X 0 HEIICHED BN DS, Yk
/%7A%¥Wﬂ%ﬁ%®?~&£$@%ﬁ
FEThHHI L HBNIHEMITED X )T
— X BWHEHBIER (ILA3 ) Z2EKT <
ETHhHDH, BIZIX, X 2ETE D> 6T — &3
HEIZ eCRF IZHEE SN DA, £DLE
XEEENEEE THDL L E2RT LI RT—
X BTG RE ERTRETH D,

LFEX

2. Source Data Capture
2. [T — % OWAE

Data can be entered into the eCRF either manually

or electronically as described below.

2%, LFIZRT L 912, eCRFIZF
T, XIFEFICATIESND,

8 21 CFR 11.300(a); see also the computerized systems guidance.

% Rttt
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a. Direct Entry of Data Into the eCRF
a. cCRF ~D7 — X DEHENT]

Many data elements (e.g., blood pressure, weight,
temperature, pill count, resolution of a symptom or
sign) in a clinical investigation can be obtained at
a study visit and can be entered directly into the
e¢CRF by an authorized data originator. This direct
entry of data can eliminate errors by not using a
paper transcription step before entry into the
eCREF. For these data elements, the eCRF is the
source. If a paper transcription step is used, then
the paper documentation should be retained and
made available for FDA inspection (see section

ILA.2.c).

RRICBIT 22 OF7—2HHE (H : ME,
RE, IR, SERI OB TERLIEBEA~ DX
IEvisit FFIZAFTE, BAI ST data
originator 72 eCRF ~EH#EAT S5, 7—
Z OEH#EAINE, eCRF AJJRINTHED ©H DA
RUSAE T, AL =7 —%fR< 2 &
MWTED, ThHDOT—HEFRIZHONTIL,
eCRF 78 source & 725, & LD 6 DEEFLA
Ty I LG, MOGELRFF L, FDA
BRI FTREICT & TH D, (ILA2c
Z )

When pertinent supportive information is
available, FDA could request other documents
during an inspection to corroborate a direct entry
of source data elements into the eCRF by an
authorized data originator. For example, at an
initial visit, a clinical investigator might ask a
subject about underlying illnesses, and proceed to
enter the illness(es) in an eCRF. During an FDA
inspection, a record may be requested for evidence
of testing or the use of medications to corroborate

a diagnosis.

B3 2 AT IR TR CTh 2 55,
FDA [3EZERFIC, 7 —F EROBAI ST
data originator 7> 5 eCRF ~OD[E$# A J) % FfF
JHIGEEERT L0 LRy, il 2,
W] visit TIRBR AT Al TR (B EIE IS
DT, £k eCRF IC AT 55E 0
b%, FDA DELETIE. ZOBWEEMITD
7o D DRRESCHRIEDFEM & 72 5 Figk A Zok ¥
Db LIV,

% Rttt
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Typically, images (e.g., CT scans) are not included
as data elements in an eCRF, but rather the clinical
interpretation of the image is included as a
predefined data field. When an image (e.g., a CT
scan) is sent to a central reading center for clinical
interpretation and the radiologist is authorized to
enter data directly into the eCRF, then the
radiologist’s assessment (e.g., normal) is the data
element as predefined in the eCRF, the radiologist
is the data originator and the CT scan is the
pertinent clinical record. However, when the
radiologist sends a report to a clinical
investigator(s) who transcribes the data into the
eCREF, the clinical investigator(s) is the originator

and the source is the radiologist’s report.

— AT,
eCRF OF — X BT
B OFEIRMN T O E

(CT A% v > DX 7)) Bk
TEERT, e LAHE
BN T—H7 44— K
IZEEND, (CT AX DX H7%) HERN
PR O 7 D\ H RAfEAT R RR S5 S, s
FREZAM2Y eCRF ICEBET — % & AN J)T D HERR
FFREO L& BRI O (TERTH S
D) PR eCRF O PO ERINTZT —X
PWHR LD | R TS data originator, CT
A%y URBET DIRBRGCER L I D, 272
L. B SRR DS TR B AT = Al s
it L. 1BBRETERMNT — & % eCRF (ZHA7L
THEE, IRRELEMBRERECTHY | Mk
BHRREEED O E D source & 72D,

b. Automatic Transmission of Data From Devices or Instruments Directly to the eCRF

b *g%nn

HE DD eCRF ~DF — X DHE 2 H Bhlis 1%

When a device or instrument is the data originator
(e.g., blood pressure monitoring device or
glucometer) and data are automatically transmitted
directly to the eCRF, the eCRF is the source. If a
process is used by which the device or instrument
transmits data automatically to, for example, an
electronic health record system or to a service
provider’s database, then the EHR or the service

provider’s database is the source.

P ER-CHEE DY data originator (] : TG0
BEGH) 720 T— X BN HEIZERE eCRF
IZHEE S VD556, eCRF 7 source & 725,

T — X DO E D HEICE T2
ﬁ%#~€x7uﬂ4&®%—&N~X#m
kSN E, BT —EA7

0 NA Z DT —H_X— 2 source & 78D,
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¢. Transcription of Data From Paper or Electronic Sources to the eCRF

c. WEXUXEFHI7Z: Source 7>5 DT — X DHLGEL

Data elements can be transcribed into the eCRF
from paper or electronic source documents. The
authorized person transcribing the data from the
source documents is regarded as the data
originator. For these data elements, the electronic
or paper documents from which the data elements
are transcribed are the source. These data must be
maintained by the clinical investigator(s) and
available to an FDA inspector if requested (e.g., an
original or certified copy of a laboratory report,
instrument printout, progress notes of the
physician, the study subject’s hospital chart(s),

nurses’ notes).’

HOULE RGN b7 — X ER L
T5%A, HER O T S Z LR S
U727 73 data originator & 72 ﬂ %, ZOX
IMT —HEFIZONWTUL, 7T —F EHR O
ROt & AR DI ﬁ®§ﬂﬂmmwk&
Do ZOXIRT—H Bl RERENDOH
HE. MDY T U b ERICE
LR ELER, BERE DI VT . FHERID A E
DAY DI VEESUIRTE 2 EE) XA
BREAEERANC XV MEFFE LS L, FDA ARH
(CEBR ST & TR AR TR TR 6
AR

:|:
PR

d. Direct Transmission of Data From the Electronic Health Record to the eCRF
d. B2 D eCRF ~D T — X D E R

Data elements originating in an EHR can be
transmitted directly into the eCRF automatically.
Unlike a direct transmission to an eCRF from
instruments or medical devices, EHRs can use

intervening processes (e.g., algorithms for the

B R2RALERN TL & 72 DT — X HH X eCRF
(CEZBBICERIE T 5 2 LN TE 5,
EEE NS OEPERE IR B2

SERTIIMAT TR (] WEI7RT — &E
FEBERTHTNLIY XL E) 2D

selection of the appropriate data elements). For EINTE D, ZOHENL, B2 GIEkIT
this reason the EHR is the source, and the pertinent | source T& ¥ | BI# 3 B IERgERE OF — X

data for the subjects in the clinical study should be
made available for review during an FDA

inspection.

IZ FDA 22 2L B2 —TX % X 95 (cfeft
FREIC L TR R&EThH D,

The ability of sponsors and/or monitors to access
health records of study subjects in clinical
information systems relevant to the clinical
investigation should not differ from their ability to

access health records recorded on paper.

TRERPOEE . RO ((U3) =2 MR H
VAT b ETTHERA ORI AT 7 AT
T ORENL, MOBIRGINT 7 LA TED
BE LRSI ~ETH D,

9 21 CFR 312.62(b) and 812.140(a)(3).
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e. Transmission of Data From Patient-Reported Outcome (PRO) Instruments to the eCRF
e. BEMET 7 M A (PRO) HEEND DT — X OliRk

When a PRO instrument is used by a subject to
transmit data elements directly to the eCRF, the
subject is the data originator and the eCRF is the
source. If a process is used by which the subject
uses the instrument to transmit data to a
technology service provider database, the service

provider database is the source.

e S PRO 25 A FIH L., [E#% eCRF (27
— X ik LI2 G, #BRE 7° data originator
£ 720 . eCRF 28 source & 725, #BRE 3%
BN —E R TN HE DT —H_— (T
T—AERET L Lo G E, —EXT A
A X DT —H_—AN source & 725,

3. Data Element Identifiers
3. 7 — & BRI

The eCRF should include the capability to record
who entered or generated the data and when it was
entered or generated. Changes to the data must not
obscure the original entry, and must record who
made the change, when, and why.!” Data element
identifiers should be attached to each data element
as it is entered or transmitted by the originator into
the eCRF. Data element identifiers should contain

the following:

e  Originators of the data element (including
those data elements entered manually (e.g.,
by the clinical investigator(s)) and
automatically (e.g., EHR, device, or
instrument))

e Date and time the data element was entered
into the eCRF (the audit trail begins at the
time the data are transmitted to the eCRF)

e C(Clinical investigation subjects to which the

data element belongs

eCRF [XGfEN WD T — & & AJ) AT LT
DOPEFLERT DN Z A D RXETHD, 7
— B EEETDH L EIANINEHT — X EHE
LTI, G, WO, RELFE LD
DEFLER L2 T UL B0 F— 2 35
WAL, FEHFITLY eCRF ~AJ) - 3
EEINDHERC, BT —FHERBIfFENDHE
Thd, 77— ERHFRIER T ITLLT
MEENDLRETH D,

[FRiE : Data element identifier |3/ EFR % 7
oot T — & BRI
ERRL7, ]

o T—HXHBADOREE ((ERE(TEAME
IZEY) FEICTAT &SN T — X,
MO (B iaiik, s, EESICX
D) BEICAD ST — ¥ BREEFT)

o T —HXHHN eCRF (ZHA S 7= H 1
A (BEAFEMNTT — & 7% eCRF (Z#A1% S
TR TR %)

o T—XHEBNET DI

1021 CFR 11.10(e).
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These data element identifiers will allow sponsors,
FDA, and other authorized parties to examine the
audit trail of the eCRF data (and this audit trail
should be readily available in a human readable
form). In addition, they provide information that
will allow FDA to reconstruct and evaluate the

clinical investigation.

INHOT —Z EHEMHIERIC LY . 1EBRIK
#H#& . FDA, fhoOMER A FF-DBILRE A3, eCRF
T =X DB ZTH D Z L BATREIC e D
(F7-. BEEEFNIADOFT D HHA T IcHE
HTELLOICLTEBIRETHD, ) &6
2. T FBEHEMBIERICE Y . FDA 23E8R
ZEBLL, FHliT 52 LN TE D,

Although it is not necessary to automatically
display the data element identifiers wherever data
elements appear in the eCRF, the eCRF system
should include a functionality that enables FDA to
reveal or access the identifiers related to each data

element.

eCRF L CTTF— X ERNERRINDLIETOMHE
T CT — 2 EEMBIE®RE BERICR T T D
MBI 7203, eCRF ¥ AT AIZIE, FDA M
K7 — 2 ELFRIZBE S 2 Rk 2 £oR XX
TIEATED XD REREEHA D& Th
Zals

4. Modifications and Corrections

4. EIEROGTIE

BB FEERMDSUIMERBE S IR A & >

Only a clinical investigator(s) or delegated clinical
study staff should perform modifications or
corrections to eCRF data. Modified and/or
corrected data elements must have data element
identifiers that reflect the date, time, originator and
reason for the change, and must not obscure
previous entries.!! A field should be provided
allowing originators to describe the reason for the
change (e.g., transcription error). Automatic
transmissions should have traceability and controls
via the audit trail to reflect the reason for the

change.

7 DFHH eCRF 7 — & OIEEXIIRTIEZ1T 5
REXThDH, BEEEKDY UL FTESNZT
—ZERITIT, AEOBL - KA BIEE.
HEAFETE D L) 7y — X BERMIIE#R
EREERTNEROT, FIEATNEHOT
— X EHEEL IR bn ! BEHEN, £
FHH (R 7 —07= ) %) 23
L2707 4=V FEHELTBLERD
%, BEEARROLEIT, ARHHZ KB LT
BEAFEMMZ LD, FL—HEU T ¢ ROEH
ZERTRETH D,

1 21 CFR 11.10(e).
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5. Use of Electronic Prompts, Flags, and Data Quality Checks in the eCRF

5.eCREICBIFAEBEFHRTa TN, 797, KT —X

i E T = > 7 OF|H]

We encourage the use of electronic prompts, flags,
and data quality checks in the eCRF to minimize
errors and omissions during data entry.!> Prompts
can be designed to alert the data originator to
missing data, inconsistencies, inadmissible values
(e.g., date out of range), and to request additional
data where appropriate (e.g., by prompting a
clinical investigator(s) to complete an adverse
event report form triggered by a critical laboratory
result). Clinical investigator(s) should have the

ability to enter comments about issues associated

AN D T —08k T % e/ MRICT D729
Fx 13 eCRF ITBIT 57 %m@7u/7%
(2o Ea—2NRRT H—HF~DF
R 7T ROT—ZRET = 7 OF|
HaLEmd 5 12, 7'v > 7" Md data originator
X L CT =2 ORERTF G, NIERE
(B : GRS OT —42) BEFEE L, LEIZGT
BINT — 2 2 2R 5 (F] : ERRHAR R
NG, IRREEEMICA EFRMRE 7 +— L
ZERSELLIET) bOTH D, BRHE
REMTT — 2 BT 2REIC >N Ta A v

with the data. Sponsors should describe (e.g., in a MNAJTTELRENZFHORETH D, JRRIK
data management plan) the electronic prompts, FE X, BIZIXT— X OF )G, K%, ®pHS
flags, and data quality checks that are designed to | D AJJNIKHET D 72 OITERE S VT2 E IR
address, for example, data inconsistencies, missing | 72> 7~ 777 KOT—HX WET = v
data, and entries out of range. 7% (7 A E B LT RETh
%P

B. Data Review

B. 7—#Lbta—

1. Clinical investigator(s)

TR AEERD
The clinical investigator is the individual who RREEEMZ, L ET LA (772

conducts a clinical investigation (i.e., under whose
immediate direction the test article or
investigational product is administered or
dispensed to, or used involving, a subject), or in
the event of an investigation conducted by a team
of individuals, is the responsible leader of that

team. '3

P, ZOFEDEFERRO L & TRBWE
TRBRIEDN B 53Ty S du, AT 1ol
HAI5), NETF— LI X0 IgBNEm s
TWA5EE, T—L0BELOHDL ) —F L
% 1,

12 See the computerized systems guidance.
13 See definitions in 21 CFR 312.3(b) and 812.3(i).
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a. Clinical Investigator(s) Review and Electronic Signature

a. BBRETEMDOLE 22—t ETBA

To comply with the requirement to maintain
accurate case histories'* clinical investigator(s)
should review and electronically sign the
completed eCRF for each subject before the data
are archived or submitted to FDA.'> Use of
electronic signatures must comply with part 11 (21

CFR part 11).

EfE 7R EBIRR R FE gk 2 HERF 9~ D 7o DB M
(G T 5720, IJBBREIEEMIZ, 77—
A 7 XX FDA [ZH T D RiIIC, S8R L7o#k
BR& D eCRF # L ¥ 2 — LEFIICEL T
RETHD Y, BEFELOFIHICHT- > T
Part 11 (21 CFR part 11) [ZH# A L7 F UL 5
AAN

b. Data Exempt From Investigator Review

b. IBBRE(LEMO L Ea—xt@Ba L b7 —X

Under certain circumstances, the clinical
investigator(s) can be masked to specific data in
the eCRF. For example, in a blinded study of an
osmotic diuretic, the urine osmolality should not
be revealed to the clinical investigator(s). In some
studies specific administrative data (e.g., code
lists) might be exempt from review. Data exempt
from review should be listed (e.g., in a data

management plan).

HHEMHEDL L TIX, eCRF ODRFEDT — 4
TR ELIERND~ A7 S, Bl 2R,
RGEMERIRICBET 2 EEBRIC BN T, RiZ
FEIXIRBREATEAICH DT & Tlidie
WV, JBRICE - T, BEOERT —
(Bl : 23— RUZB) RLEa—gs L5
b Lhvien, LEa—Xxtgs L3557 —%
X (F—4~F VA FEHE%ET) U2 Me
FTRETHD,

14 21 CFR 312.62(b) and 812.140(a)(3).

15 See the ICH E6 guidance; see also 21 CFR part 11, subpart C.
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2. Modifications and Corrections During Clinical Investigator (s) Review of the eCRF
2. IRBREALERGA eCRF Z L E 2 — L TV AR OETE - 3TIE

To comply with the requirement to maintain
accurate case histories,!® data elements might call
for modification or correction during clinical
investigator(s) review. Either the clinical
investigator(s) or an originator can enter the
revised data element. Modified and/or corrected
data elements must have data element identifiers
that reflect the date, time, originator, and reason
for the change, and must not obscure previous

entries.!’

ERE7e BEERE 2 MERF T2 & 5 B 19 (2Tl A
FTHEOI, IBREEEMA L E2—LTW
LHEFTHSTHT —F BEHREEEULETIE
LIZWGERH 5, TRREEEMUIREE
DOWTNDREGT SN T — X EHRE AT
HZEMTED, BEERY CUT) FTESH
o7 — X EHRIL, EEOBL, KL, G

F, ROBHP/FETED LT — X EHk
HOMEREE R ER LT, AN
HDOT—H HHE LTI B,

If changes are made to the eCRF after the clinical
investigator(s) has already signed, the changes
should be reviewed and electronically signed by

the clinical investigator(s).

TEBRETEMIN B4 Lk > 7-1% D eCRF %
BRI HGE. ERARRETEMNAL E 2
— L. BFHICBLTRETH D,

C. Retention of Records by Clinical Investigator(s)

C. IeBREEEANC X 2 ik DRy

The clinical investigator(s) should retain control of
the records (i.e., completed and signed eCRF or
certified copy of the eCRF). The clinical
investigator(s) should provide FDA inspectors with
access to the records that serve as the electronic

source data.

IRBETERIT, fisk (Thebb, 5B L,

B4 SN 72 eCRF XX %45% eCRF ORFEF &

BE) # BTN EFF ORI THD, 1A
BRETLEERIX, FDA &Z4H 1Tk L CE IR
TR LIRS TNDFERA~DT 7 7 A T i
TRETH D,

When data elements are transcribed from paper
sources into an eCREF, the clinical investigator(s)
must also retain the paper sources, or certified
copies, for FDA review.'® Other records
(electronic and paper) required to corroborate data

in the eCRF (see section I1I.A.2.a) may also be

T — X HZEN | D source > 5 eCRF ~#5E
SNTEbDOTHLGEE. IRBREEEAM IO
source X X7 DR EEE S FDADL B =
—DIZDITRFF L 2T UT 72 H 72 18, eCRF
DT —H BB T D200 MD (BEFHIED
o) Fdk (IILA2.a &) &, FDA &ZEHI|C

requested by FDA during an inspection. ' FLRENDGED D D,
16 21 CFR 312.62(b) and 812.140(a)(3).
7 21 CER 11.10(e).
18 21 CFR 312.62(b) and 812.140(a)(3).
19 Ibid.
15 4
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D. Data Access
D. 7—X4T7 kXA

Sponsors, CROs, data safety monitoring boards,
and other authorized personnel can view the data
elements in the eCRF before and after the clinical
investigator(s) has electronically signed the
completed eCRF. We encourage viewing the data
to allow early detection of study-related problems
(e.g., safety concerns, protocol deviations) and
problems with conducting the study (e.g., missing

data, data discrepancies).

TRBREAEE RTS8 L 7= eCRF (ZET-AOICE
LT HHTHEA LB TYH, 1GBRIKIES .
CRO, T—4&&ME=4V 7 EBE, h
DOFBA[ENT2E 1T eCRF OF — X HHE & HE
THZLENTE D, Bxld, BBICEET S
WRE (] - ZRMEORB, 1R FEEHEE
5O CiRER A FEid 5 EToRE

B . T—=FORE, T—FDOFE) &R
HRTDHEDICEL, T2 EMETLI L%
BEfh¥ 5.

The sponsor should have a list (e.g., in a data
management plan) of the individuals with
authorized access to the eCRF. Only those
individuals who have documented training and
authorization should have access to the eCRF
data.?’ Individuals with authorized access should
be assigned their own identification (log-on) codes
and passwords.?! Log-on access should be
disabled if the individual discontinues involvement

during the study.

TRBRIKHEE 1X, eCRF ~D 7T 7 & AHE[R % £f
DHF kR (FT—ERY AL FEEERET)
YA MEFTRETHDL, FL—=27KUOR
A SAVIC LR A FF O DAY eCRF 77— & ~
DT I AEEFFORETHL D, T/ EA
WHEFFOFIX, MAFHOID (R 4y) =
— KL 2T = REMGENDHERETHD
A ZOHEDER~DOEEEZKT LIEEA.
QI E T I AE N RETH D,

20 See 21 CFR 11.10 (i).
2 See 21 CFR part 11.10 (d).
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V. USE AND DESCRIPTION OF COMPUTERIZED SYSTEMS IN CLINICAL
INVESTIGATIONS

V. IBBRICEBIT 53 v B a— 2Ly 2T LAOF|H KU

ETIRT — 2 ORI, wHE, ROEertc

Adequate controls should be in place to ensure

confidence in the reliability, quality, and integrity
of the electronic source data. The determination of
whether a computer system used in a clinical
investigation is suitable for its intended purpose
might not be under the control of the clinical
investigator(s) or sponsor (e.g., EHRs). The
performance standards for these computer systems
may be regulated by other authorities®? and under
the control of, for example, healthcare providers or
institutions. FDA does not intend to assess the

compliance of EHRs with part 11.

DWTOREMZMFER LD LT D7D Y)
REHERITHMNEND D, IRRELEM &
BERRIKEE OWT LA, IBBRTHVWLND
Ay Ea—H AT ARERENBICAE
STWLNE I DEHWTTERWES (B
BR2RRLE) BNdbD, TDOEOIMmarEa
—H VAT LOMEOSEMEIIM DY /I LY
Bl S 4v, Bl 2 X EERR A MR D
HTFIZEIN TS S LV, FDA 1358
TR OV T Part 11 ~OE A % 5T
(i R F=AE = A AN

Sponsors should include (e.g., in the protocol, data
management plan, or investigational plan)
information about the intended use of
computerized systems used during a clinical
investigation, a description of the security
measures employed to protect the data, and a

description or diagram of the electronic data flow.

IR 1T (RRERGTHE, 7 —Z <3
DA FEHIE, SUTIRBROFHHFEID) TE5R
HEFIcHWS a2 Ea— by AT LADE
M ENTFIAFIECET 2F W], 77— 2 &2k
T L0 X 2 VT 0 FROBH, &
H727 — & 71— ORI XX % 2 3~
xThd,

22 See 45 CFR part 170.
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