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Use of Electronic Health Record Data in Clinical Investigations
Guidance for Industry!

This guidance represents the current thinking of the | AR A & A XML b B> 72O\ T, BihE
Food and Drug Administration (FDA or Agency) on | 3£/ /&) (FDA) OBIEDZE X FE#RTHDTH
this topic. It does not establish any rights for any Do RITAFXLAZX, WRHEICRLT, W
person and is not binding on FDA or the public. MR DR Z B 27205 b0 TIERLS, £
You can use an alternative approach if it satisfies FDA AR E WIS 26O TIEAewn, #H S
the requirements of the applicable statutes and DED KO OB 2T IR . R A X
regulations. To discuss an alternative approach, VATREINTETEIRD L FTEEZHNTS &
contact the FDA office responsible for this guidance | VN, R SFIEICEI T DHRIC OV TIX, R
as listed on the title page. BT TEARITA L ANCEEZF;D FDA A X
TNEAE S AT,

! This guidance has been prepared by the Office of Medical Policy and the Office of Translational Sciences in the
Center for Drug Evaluation and Research in cooperation with the Center for Biologics Evaluation and Research and the
Center for Devices and Radiological Health at the Food and Drug Administration. This guidance was developed in
consultation with the Office of the National Coordinator for Health Information Technology (ONC) at the Department
of Health and Human Services (HHS).

AR ITA K A% CDER @ Office of Medical Policy } U Office of Translational Sciences 73, FDA @ CBER,
CDRH ¢ TFORA L1/ L, B LTcbDTH D, AU A Z 2 ZADMERIZ S 72> TIZ HHS @ ONC & b ik
L7
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I. INTRODUCTION R
This guidance is intended to assist sponsors, clinical | A4 A 4 > A%, FDA Bl FCTIThiLiaE 2 1c

investigators, contract research organizations, F T Electronic Health Record (EHR)7 — % %
institutional review boards (IRBs), and other FIHIS 2108 . TRBREEER. CRO,
interested parties on the use of electronic health IR E AL B2(RB), toBRE T DT A
record data in FDA-regulated clinical B ATHD, KA KX AZENT, EHR
investigations.? For the purposes of this guidance, | > A7 A 3 IZEEE AN OREFRGLEE FFOE
electronic health record (EHR) systems’ are 777> N7 +—LDEWKTHWS, EHR
electronic platforms that contain individual health I RACER T T RS BRI A O
records for patients. EHR systems are generally R THEBAIC LV HEFFE B S L, RS T O
maintained by health care providers, health care TR CHWSILD, BEHR ¥ A7 AL, [EFEE

organizations, and health care institutions and are Zn. MOVBEFEDER T 7RO D8 DOIER 7
used to deliver care. EHR systems can be used to TRME NS, VT NAE A BELNDE TN

integrate real-time electronic health care RERTTIERERAET HHMTHNWS Z &%
information from medical devices and multiple b5,

health care providers involved in the care of [FRIE] clinical investigation, clinical study,
patients. clinical trial, trial, research |£9"<T [{RHEx]

EFR L7z, 72 clinical investigator, investigator

(T3 ~T NMEBREMEEM] LR,

2 For FDA’s regulatory definitions of a clinical investigation, see 21 CFR 50.3(c), 56.102(c), and 312.3(b). For FDA’s
regulatory definition of an investigation, see 21 CFR 812.3(h).

FDA @ clinical investigation Dl & L COEFEIL 21 CFR 50.3(c), 56.102(c), and 312.3(b) =& D Z &, F£7=
investigation DIl & L CTOEFIT 21 CFR 8123(WE& WD = &,

3 See the Glossary for definitions and usage of specific terms used throughout this guidance. Words and phrases in bold
italics are defined in the Glossary.

KITA B2 A THND HFEIZ DV TIXRE D Glossary for definitions 20D Z L KT CRUAT O HFEIX
Glossary TEFR I TW5, [FRIE] FIsRTITAHEEE [ THAT
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For the purposes of this guidance, an EHR is an

individual patient record contained within the EHR

system. A typical individual EHR may include a
patient’s medical history, diagnoses, treatment
plans, immunization dates, allergies, radiology
images, pharmacy records, and laboratory and test
results. This guidance uses broad definitions of

EHRs and EHR systems to be inclusive of many

KIA X AZEBWT TEHR] X EHR v A7
LRI H Dl A~ DBFEFLEDOELRTHW S,
EHR O #7261 & LT, HBE OIRIRE,
2, IREEHE, TRIESE, 7L — B
PRER, Rk, RE - REERERD D,
KA B A TIE, JRF&D EHR ¥ AT LDTE
FEMHW, Hixip X A4 7O EHR X EHR ¥ A7
LERPIZEOTND 4,

different types of EHRs and EHR systems.*

This guidance provides recommendations on:

Deciding whether and how to use EHRs as a
source of data in clinical investigations

Using EHR systems that are interoperable with
electronic data capture (EDC) systems in
clinical investigations

Ensuring the quality and integrity of EHR data
collected and used as electronic source data in
clinical investigations

Ensuring that the use of EHR data collected and
used as electronic source data in clinical
investigations meets FDA’s inspection,
recordkeeping, and record retention

requirements’

KITA L AT T 21T 9 9 2 TOHEREFIR
ZAY

IGBRIZB VT EHR Z T —# & L CHIH
TEXD), EOTHUTFIATE 50, O
b

BBRICEBIT D [EDC v A7 A EAMHHEER
MDA D EHR ¥ AT LAOF|H
BRICBIT2 B RT—%) & LTI
# - FIFHESND EHR 7 — % O SWVHE & 584
PE DR

BBRICB T 2EFRT —% & LTI - Fll
&4 5 EHR 7— 4% OF|H 3, FDA O
22, FLERIUS. FCERREITRAT D B Al
7232 & OIREE

4 We note that this definition of EHRs may not be consistent with the definition for EHRs published in other guidance

documents.
FDA IZA N A Z Z2A@D EHR OEFIT, MO T A X ZADEFEITEAL D Z L I1TEML TV 5,

5 For inspection requirements and principal recordkeeping requirements for clinical investigators who develop human
drugs and biological products, see 21 CFR 312.62 and 312.68. For medical devices, see 21 CFR 812.140 and 812.145.
NFEN O AW AN D B SE 24T 5 TRBREALE AN ) 1 D AL DB K O F 2R Fedk G O 213 21 CFR 312.62

and 312.68 MWD = L, [EFEMIRIZ OV TIL 21 CFR 812.140 & 812.145 & W = &,

1.1
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In an effort to modernize and streamline clinical | A4 A # o A X 2ok L. &84T 57-

investigations, the goals of this guidance are to: WIZ, UTZHAEET D,

e TFacilitate the use of EHR data in clinical o [RERIZIIT S EHR 7 — 4 OF|H ZEdE5
investigations Do

e Promote the interoperability of EHR and EDC e EHR & EDC ¥ 27 ADFH A E M2 (e
systems T 5,

In general, FDA’s guidance documents do not —fXAIIZ FDA DA X v A LEITIERTET

establish legally enforceable responsibilities. TOHRMEEZMSLT DT, &eLA,

Instead, guidances describe the Agency’s current AX AL, Y% by ZIZB L, FDA OBIfE
thinking on a topic and should be viewed only as DEZFHTHETHHDOTHY . B ITIER

recommendations, unless specific regulatory or TRBEERIRE SIVTWVRWRY | BZe S HESEE
statutory requirements are cited. The use of the HELTHETRETHDH, FDADTA X A
word should in Agency guidances means that BT D should &> HEEIL, MZHRE T
something is suggested or recommended, but not jf%*;é LTWHZEEZERLTEY, ZRLTW
required. LT TR,

[5R7:] should 1% [~F 2 MBNH 5| XL [~
TRETHDH] LR,

II. SCOPE &

The recommendations outlined in this guidance KIA L A TR LU FIRL EHR 7 — ¥
apply to the use of EHR data in: ZFMT DL FOSmICEH D,

e Prospective clinical investigations of human o NFE - BRI ERHEEE. M OEA R
drugs and biological products, medical devices, DA X TR, 2RBG IV TEm S
and combination products, including clinical DR S &L o,
investigations conducted in clinical practice
settings®

¢ Conclusions about the risks and benefits of medical products drawn from data, including EHR data, collected in
routine clinical practice settings (i.e., outside of typical clinical research settings) are sometimes referred to as real
world evidence. Such conclusions may be used to inform regulatory decision making, specifically in the approval of
new indications for approved drugs and to satisfy post-approval study requirements. This guidance, which is intended to
assist interested parties on the use of EHR data in FDA-regulated clinical investigations, satisfies, in part, the mandate
under the 21st Century Cures Act (Cures Act) (Public Law 114-255) to issue guidance about the use of real world
evidence in regulatory decision making. See Section 3022 of the Cures Act. See also 21 U.S.C. 355g. For more
information on real world evidence, see Sherman RE, Anderson SA, Dal Pan GJ, et al., “Real-World Evidence — What is
it and what can it tell us.” N Engl J Med 2016; 375:2293-2297.

HEOZREBY (T7bb—RIRIBREETR O TIESN=7—% (EHR 7 —2 &2 &1) nofiEbh
FEELDO VA7 LT ¢ v MZOWTORERmIL, real world evidence RWE) & FEIEID Z &b 8D, FFlC
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e TForeign clinical studies not conducted under an | o {BEFADOIRER T, IND, XIXIDE O % & TH

investigational new drug application (IND) or an i S AL, O ERELE 0O marketing
investigational device exemption (IDE) that are approval FIFED 7= |2 FDA IZf2H S5
submitted to FDA in support of an application H D7 (21 CFR 312.120, 314.106 }2 X

for the marketing approval of a medical product’ 814.15 &)

(see 21 CFR 312.120, 314.106, and 814.15)

This guidance applies to data obtained from EHRs ARHAZ AL, EHR XY (EHR 7 — % &%

and EHR clinical data warehouses that store and e mET D) EHREERT —Z U =T /N7 A
integrate EHR data. MOINEIND T —HXICHEH SN D,
The Office of the National Coordinator for Health HHSHEC FIZ & H0ONCIE., TEEIT) &vo H

Information Technology (ONC) at the Department fifs 7z ONC Health Information Technology
of Health and Human Services (HHS) has adopted (Health IT) Certification Program(Z 33\ C A
use of the broader term health IT in the ONC Health | 72EETHWTER Y, EHROMIZE -7 — &

Information Technology (Health IT) Certification ZERT HMOBADERITHEZOTND
Program that includes EHRs and other forms of 8, MOEREDEIRITE L TiL, E/NA )b,
health IT that provide electronic data.® Other forms | EEFFEFEIN, EHRELS, HREGMKS, X
of health IT may include mobile and telehealth BN, B —NEEND, KT X
technology, medical devices and remote monitoring | A TlX, [(EHRLAID] D EIRITHO DT
devices, assistive technologies, and sensors. This — AT SR,

guidance does not apply to data from these other

forms of health IT.

HGR A EPRLEL OB OAGR T, HHRERA DO Z 2072472012, FDA OB Lo BERIRE~DA
YTy b LTZOX ) efEma A LT L, AHA Z2 213 FDA B T2 H 2168RICIS VT EHR 7
— S ORMEAET DO LOTH Y . Mfl EOFEREIZRWE 2N\ A XL A& T 52 &
IZ, 21st Century Cures Act (Cures Act) (Public Law 114-255)D B3R & i /=92 £ 12872 %, Section 3022 of the
Cures Act. See also 21 U.S.C. 355g #Z D Z &, RWE (DWW TS HLIZHIY 72\ 5A 1%, Sherman RE,
Anderson SA, Dal Pan GJ, et al. , “Real-World Evidence — What is it and what can it tell us.” N Engl J Med 2016;
375:2293-2297 WD Z &,

7 For the purposes of this guidance, all references to medical products include human drugs and biological products,
medical devices, and combination products that are regulated by CDER, CBER, or CDRH.

RIA L BT, EFRRESEL, CDER, CBER, CDRH (2 XV EE I D A3 - AWk, Rk
. MOHEAERBEERT 5,

8 See the HHS final rule “2015 Edition Health Information Technology (Health IT) Certification Criteria, 2015 Edition
Base Electronic Health Record (EHR) Definition, and ONC Health IT Certification Program Modifications,” published
October 16, 2015 (80 FR 62602 at 62602). Also, see the Federal Health IT Strategic Plan (2015 - 2020) at

at https://www.healthit.gov/policy-researchers-implementers/health-it-strategic-planning.

HHS D& B1R1<2015 Edition Health Information Technology (Health IT) Certification Criteria, 2015 Edition Base
Electronic Health Record (EHR) Definition, and ONC Health IT Certification Program Modifications,” published

1.1
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In addition, this guidance does not apply to the KIA X A X, WOLGEIZH#EH S 7
following: AN

e The use of EHR data in post-marketing o WMRFEHICEESTLIAFFERLNY A7 %
observational pharmacoepidemiologic studies P 5 7o DI E S LTe, UTED L D
designed to assess adverse events and risks IRAFFR D T2 O I BEAF DGR 2 BRES 2 K 9
associated with drug exposure or designed to test IZRRET S A7z, Tl OB R HIFZEL
prespecified hypotheses for such studies’ B % EHR 7—% OF|H °

e The use of EHR data to evaluate feasibility of e EHR 7 —% DIRERT ¥ A OEBLATHEME
the trial design or as a recruitment tool for ZeHil s 2 72 OFIM . ITIRBRO T2 D
clinical investigations'” PeBRE S Y — L & LCOFIH

e Data collected for registries and natural history | ¢ [L A MU ROVHIREHFTED 72012
studies LT —#

October 16, 2015 (80 FR 62602 at 62602)% 2 d = L, F 7=, https://www.healthit.gov/policy-researchers-
implementers/health-it-strategic-planning ?> Federal Health IT Strategic Plan (2015 - 2020) & ZHidD = &

® When using EHR data for postmarketing observational pharmacoepidemiologic studies designed to assess the risks
associated with a drug exposure, sponsors should follow the recommendations in the guidance for industry and FDA
staff Best Practices for Conducting and Reporting Pharmacoepidemiologic Safety Studies Using Electronic Healthcare
Data. We update guidances periodically. For the most recent version of a guidance, check the FDA guidance web page
at https://www.fda.gov/Regulatorylnformation/Guidances/default.htm.

SRR (BT 2 U A 7 2Rl 2 72 OIS il OFREFHIIC EHR 7 — 2 2R3 256, 1RBRIKE
1 guidance for industry and FDA staff Best Practices for Conducting and Reporting Pharmacoepidemiologic Safety
Studies Using Electronic Healthcare Data |21 9 X& TH 5, FDA 1IN A X U A EHIZHEFHF LWL, HA
B2 ADFHUZ DV TILFDA A X2 AD Web ~_—
https://www.fda.gov/RegulatoryInformation/Guidances/default.htm

EBMOZ L,

10 For more information on the use of EHR data as a recruitment tool for clinical investigations, see the guidance for
institutional review boards and clinical investigators Recruiting Study Subjects — Information Sheet, available at
https://www.fda.gov/Regulatorylnformation/Guidances/ucm126428.htm.

BB OWERE S Y —L e LT EHR 7— 4 2V AR 20Tk
https://www.fda.gov/Regulatorylnformation/Guidances/ucm126428.htm 7> 5 AT & % guidance for institutional
review boards and clinical investigators Recruiting Study Subjects — Information Sheet % ZH D = &
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. BACKGROUND %i&

FDA issued guidance on electronic source data in FDA IZ, IRBRICB T 2E T RT —ZIZET 5
clinical investigations (eSource guidance).!! Inthe | %A # > A(eSource H A ¥ > A #3 4T L T

eSource guidance, FDA addresses attributes of Wb, Z®D eSource A X AT,

source data used to fill predefined fields in an [eCRF] OHOLNUHERSINTZT 4 —L R
electronic case report form (eCRF) that would WCHLDIAE NS, FDA OEER, FEHEIUE. i
satisfy FDA’s inspection, recordkeeping, and record | #k{RE D Eff: &7 T L o7 TRT—% | ©
retention requirements.'? The guidance BAEIZOWTEHB L 2, R A X AT
acknowledges that data entered into the sponsor’s 1. VRERIKHEH @ eCRF (IZHOIAENDHT —
eCRF may be derived from a variety of sources, Z1%, EHR HEDO I ESFE T — 2P 6HED
including EHRSs. NoHHOE LTV,

In general, EHR systems are not under the control of | —f%fJiZ, EHR > A7 A%, FDA #ifilxtg o

FDA-regulated entities (e.g., sponsors, clinical AR (B2, TRBRIKIEE . TRBREAEEAT) D
investigators). In most instances, these systems BHTIZE W, 1ZEAEDEA . EHR VAT
belong to health care providers, health care D BT T IREEE . R T ERRSCE R
organizations, and health care institutions. As THBERFTTAET 2D ThH D, eSource HA &
provided in the eSource guidance, FDA does not VATRLIEL DIZ, FDA X EHR ¥ A7 AD

intend to assess compliance of EHR systems with 21 | 21 CFR part 113 ~®O5 &M 2 567 2 BXIT
CFR part 11."* However, FDA’s acceptance of data | 72\, L)L, IGBR TR LT — X 2% A

from clinical investigations for decision-making AU, FDA IZB W TEEARET 5720121%, FDA
purposes depends on FDAs ability to verify the DEZIIBWTT — ¥ OmE L 22t E REE
quality and integrity of the data during FDA T 52 ENTERITIITAR S720 (21 CFR part

inspections (see 21 CFR parts 312 and 812). This 312 KON 812 & /) . KA A X AL, EHR %
guidance clarifies FDA’s expectations when EHRs | {RER D7 —# il & L CHIH S 584G D FDA
are used as a source of data in clinical investigations. | D2 BfEIZTH LD TH 5,

1 See the guidance for industry Electronic Source Data in Clinical Investigations.

Guidance for industry Electronic Source Data in Clinical Investigations ZRD Z &
[FRYE] [FIA A 2 2 ADFIERIZ DU T https:/bunzen.co.jp/library/  ZFED = &

12 See footnote 5.

I 5 SR,

13" See footnote 11.

HEIE 11 2,
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Potential Advantages of the Use of EHRSs in Clinical Investigations
EHR Z10BR CRIAT 2EENRAY v b

With the widespread use of EHRs, there are

EHR D& K2V, 155 C EHR 2R3 %
ZEN, THOEMEEZN ESE, 15RO
R EFmD LR LY 5D, EHR #FHT
%2 & T, IRBRELEMCIEERBEMRE A3,

Fx7p 7 —42 (BIZIE, BRR AT, RS

R, R A R OSRRRRER) 12T
JEATELEICRY, T—FalBab
B0, BHLED, Lo +52 808
TX5X95127%, EHR ZF|HT 2% Z & T,
BB EEEACIRBRERE D ) TV 2 A LI
T=RIZT7EAL, LE2—Z{THZEN
TEDHE2Tdob Ly, £72. EHR
X, BREOEE~DT yu—7 v & WEE
2L, EERRE O RBN ek et & Aot
M CE D L2z sb Liuzn, &6

importance in studies where the outcome of interest | (2, EHRIZ X V| Z¥DEF I3 5 MM
R7AB=T v TERITIEEN BT IND
DL AT TENIGER ET U R LA L
DR E IR WIEBRICB W CHHICEETH D,

opportunities to improve data accuracy and promote
clinical trial efficiency when EHRs are used in
clinical investigations. EHRs may enable clinical
investigators and study personnel to have access to
many types of data (e.g., clinical notes, physician
orders, radiology, laboratory, and pharmacy records)
that can be combined, aggregated, and analyzed.
EHRs may have the potential to provide clinical
investigators and study personnel access to real-time
data for review and can facilitate post-trial follow-up
on patients to assess long-term safety and
effectiveness of medical products. In addition, there
are opportunities for long-term follow up of large

numbers of patients, which may be of particular

occurs rarely, such as in prophylaxis studies.

IV. INTEROPERABILITY AND INTEGRATION OF SYSTEMS
VAT LAOMHEEERMELHKE

For the purposes of this guidance, interoperability

KIAZ L 2B TIL, TFEEERME]

refers to the ability of two or more products,
technologies, or systems to exchange information
and to use the information that has been exchanged
without special effort on the part of the user. EHR
and EDC systems may be noninteroperable,
interoperable, or fully integrated, depending on

supportive technologies and standards.

Z, 2O EoRE . B SUI AT LA,
WZHERAERLVED L, = — R 72557
EETELLEOEFEREFAT L LDTED
REH. LW ERTHWA, FIF T 5l
RFEHEIZ LV, EHR ¥ AT A& EDC ¥ AT
DL, FHEERAMENEO D FEERMESE
L0, WENERISHAE SN TWD, WT
TR D,
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Noninteroperable systems, without the capability for
electronic exchange of EHR data in clinical
investigations, involve manual transcription of data
elements from the EHR to the eCRF or to the paper
case report form, similar to the transcription
performed with paper records. Such manual
transcription procedures may introduce risks of data
entry errors unless effective quality control systems

are in place.

FHEERVEN NG A TRBRICESIT D EHR 7
— X EB NI & VT LR NN
B, MOFERTIT OB LRI L o, 7
— X B3| % EHR /5 eCRF X|I#Hk? CRF
SAFICLVERT 20 ERNHD, Z0XD
RAFIC K DR TIE, DR EE R S
AT DEFRTRVIRY , T—=F AT —D
V2703 HTL %,

Interoperable systems allow electronic transmission
of relevant EHR data to the EDC system. For
example, data elements originating in an EHR (e.g.,
demographics, vital signs, laboratory data,
medications) may automatically populate the eCRFs
within an EDC system. In addition, an interoperable
EHR and EDC system could provide access to
additional patient information populated from other
clinical information systems (e.g., radiology
information systems, laboratory information
systems). Interoperable systems may simplify data
collection for a clinical investigation by enabling
clinical investigators and study personnel to capture
source data at the patient’s point-of-care visit.
Interoperable systems may also reduce errors in data
transcription, allowing for the improvement in data
accuracy and the quality and efficiency of the data

collected in clinical investigations.

MAEERMENE 254, B#35 EHR 7 —#
% EDC v AT LANEWINCHRET D Z LT

x5, BlzIE, EHR B3FAERE DT —F 3
Z B BEEE. XM HZ LA, BET

— & 3 NHEWIZ EDC AT A D
eCRF LIZEZAEND, S OITHAEMME
DH % EHR A7 AL EDC v A7 ME,
DRGSR AT & (B« ESRIG @RS 2T
L, BREBRS AT L) HoFbONTBER
WICHLT 7 EATE D00 L, fHAE
HMERE 256, BEZIRFE LIRS T, 1R
BREAT AT e OVRBR LY HENRT — 2 & AT
TEX 5720, IBRICB T 27T —XIUENRS
(2725, FHEERERE %6, 7 — X5k

IABKZ VT LK, T —F OIEMER VR
B, NIRRT 27 — 2 INEDORED
M ERRIAEND,

Fully integrated systems allow clinical investigators
to enter research data directly into the EHR. This
may involve, for example, use of research modules,
use of research tabs built into the EHR system, or
use of custom research fields within the EHR system

for data that are entered for research purposes.

BB SNV AT L TIE, IBRELE
%ﬁﬁﬁ%~5%p@Emud&kf%éoﬂ
Z1E. IBBREY 2 —/LOF|IH,. EHR ¥ AT L

ICHAA ENT IR 2 7 OFIH, EHR AT
LRICH A <A RENTIRBETATIE
o7 —4% MO T +—/L ROFIH 72 73
Exbhbd,
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FDA encourages sponsors and clinical investigators
to work with entities that control EHR systems, such
as health care organizations, to use EHR and EDC
systems that are interoperable or fully integrated.
Moreover, diverse ownership of electronic systems
and data may necessitate appropriate collaboration
between the health care and clinical research
communities. FDA encourages sponsors and health
care organizations to work with EHR and EDC
further advance the

system  vendors to

interoperability and integration of these systems.

FDA TR & OVEBR T [E ffiAY EHR
VAT NEEET DR (EHR S T AR
EWEIL, MAEERMENAE D, XILERUTH
& &N7- EHR ¥ 275 AL EDC ¥ AT L% F]
MT22Lz2@dn, BFUATLET =X
DA ED (EHR 3 25 A& EDC & A5 A
T) Bl nlo, ERSE & IRERS B )N E )
RWEEIT O T EDNMETI>TL b, FDA
T RIBBR KIS & ERHEAK Y, EHR ¥ AT L
V= NEDC ¥ AT LR A — LR L,
WS A7 SO AEMMER WS 2 HEET 5
L EHERET D,

A. Data Standards T — 2%

There may be practical challenges to the
interoperability of EHR and EDC systems. These
challenges may include the complex and diverse
clinical data standards used by the health care and
clinical research communities, which may hinder the
exchange of information between different
electronic systems. Many of these challenges are
being addressed by the adoption of open data
standards and through EHR data standardization
requirements as part of the ONC Health IT
Certification Program and ONC’s Interoperability
Standards Advisory.!* The data exchange between
EHR and EDC systems should leverage the use of
existing open data standards, when possible, while
ensuring that the integrity and security of data are

not compromised.

EHR ¥ A7 A& EDC v A7 AOFHEIERME
IFHREMTITEHE LW ZARD D, Bl EE
WEBEROETNZNOMRTHEDN TV DIR
BT — SRRSO SR TH D Z e
5, BRHEFVAT LAMOT —F O E
BUZIFRIS DD b LIV, 29 W ol
FUEIZKRF LTI, A—T v T — X ERED R
. K" ONC Health IT Certification Program
<> ONC Interoperability Standards Advisory (25
F4% EHR 7 — iR b2 Bk L 75 2L T
KGR HED S TWD ¥ EHR VAT AL
EDC v AT ADT — X RHUZIX, T—F DA
YTV T 4 RO Fxa )T g BB DRN
Eolcliens s, wReRIRYBEFOA—
VIR T AR R T RETH D,

14 The ONC Health IT Certification Program and their processes are discussed further in section V.A of this
guidance. For more information on ONC’s Interoperability Standards Advisory, see https://www.healthit.gov/isa/.

The ONC Health IT Certification Program, K& O\ D7 vt ZADFEHIIAR T A X AD VA B Tik<2%5, ONC
O Interoperability Standards Advisory (22 Tl https://www.healthit.gov/isa/ SR = &,
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B. Structured and Unstructured Data {5 —% L IEEELT —%

FDA encourages exchange of structured data (e.g.,
demographics, vital signs, laboratory data) between
EHR and EDC systems so that data may be entered
once at the point-of-care and used many times
without manual re-entry or manual source data
verification. Sponsors should ensure that the
structured data elements obtained from the EHR
correspond with the protocol-defined data collection
plan (e.g., time and method of measurement). In
addition, for extraction of unstructured data,
sponsors should consider the reliability and quality
of unstructured EHR data and the appropriateness of
using it as critical source data, such as study

endpoints.

FDA I%. EHR > 27 A& EDC o A7 AT
W7 —% (] BEER, A AV A
v, BRET—X) BT HZ LT, BEE
BRLERR T — 2N —EADINED,

AFTHAN LY T —5 % NFTHRGEL
723 HZ el METHLRHATED LD
295 2 & 2R 5, JBBKIEA L. EHR
MO LN LT — X ER A, 1R
FHEECER LT — X IUEGHE (B« 51
DO « 515 IR SED Lo IcTR&ET
bon, IbIT, FEELT 22T 25
& IBBRIEE X, FEMEE L EHR 7 — & OfF
ML WEEZRET AL &b, R
RA v N EOREERFT—% & LTHAT
DTENEYDEZDLERD D,
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C. Validation RVYF—I 3

Sponsors should ensure that the interoperability of
EHR and EDC systems (e.g., involving the
automated electronic transmission of relevant EHR
data to the EDC system) functions in the manner
intended in a consistent and repeatable fashion and
that the data are transmitted accurately, consistently,
and completely. The sponsor’s quality management
plan (e.g., standard operating procedures, software
development life cycle model, change control
procedures) should address the interoperability of
the EHR and EDC system and the automated

electronic transmission of EHR data elements to the

TRBRIKHEE X, EHR > 27 A L EDC ¥ AT
LOMEAEEM (B# 2 EHR 77— O

EDC ¥ A7 L~OHEETIXEE) 28, — B
PEE ML S > THREL, 7 — ¥ D IEfE

P, —B, EetEbo Tt I RS LD
2T RETH D, IRERKAEE O 0B & BLE T
(EHEBRETRIE, ¥ 7 b =TT A 79
A7 NET N, ERERFIAE) 2BV T,
EHR 3 27 A L EDC 3 AT LD HjE M
& EHR 7 — 4% B D EDC ¥ AT L~D H B
BT EEICOVWTRHT OLERD D, AR
{K#EH 1L, EDC VAT AMAITITH VY 7 F o=

EDC system. Sponsors should ensure that software | 7 73, EDC ¥ A7 AIZEEFEINTL D
updates to the sponsor’s EDC systems do not affect | EHR 7 — % D72 L X2 U T 1 ITHE%

the integrity and security of EHR data transmitted to
the sponsor’s EDC systems. In addition, as part of
the quality management plan, FDA encourages
sponsors to periodically check a subset of the
extracted data for accuracy, consistency, and

completeness with the EHR source data and make

2720 E 929 _R&EThHD, £7- FDA I,
BRI 2, B R R e > T, T —
2 OH 7y EEMICHTE L, EHR 5T
—Z L B, BN, wette T =
7T HTEEWRET S, Flo, AET—X
IR IZRIEN & o 7o, MHAEMAEDOH 2

appropriate changes to the interoperable system AT LK LTI R B 21T O Z L 2t
when problems with the automated data transfer are | 3£3° %,
identified.
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D. Data From Multiple EHR Systems

BEOD EHR VAT AL DT —F

The EHR system at the clinical investigation site
may be interoperable with multiple EHR systems
from many different health care organizations or
institutions that are not affiliated with the clinical
investigation site. If data from multiple EHR
systems from different health care organizations and
institutions are integrated with EHR data at the
clinical investigation site, data from another
institution’s EHR system may be used and
transmitted to the sponsor’s EDC system provided

that data sharing agreements are in place.

EHR ¥ 27 A3, HSR%IGERE iz D %51 T
3720 % < DRI DIEFR T 7 BRI &
ZHHHD EHR & AT 2 & O CH EIE N
BOGEND L, g2 EHE 7 HEEH
DEELD EHR ¥ AT LD T — X BN IEER i fi
O EHR 7—# LA SN TWAHEAIX, 7
— X2 OFAFTF ARSIV, thoOkEs% D EHR
AT LOT—=2%FMAT 22 & KONRRIK
FEF O EDC v A7 MIHEET D 2 L 13D
VY,
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V. BEST PRACTICES FOR USING EHRs IN CLINICAL INVESTIGATIONS
EHR Z16RRICFIATI3HBAEDRRA NS F 7T 4 R

The use of EHRs as a source of data in clinical
investigations may involve additional
considerations, planning, and management as
described in this section. Sponsors and clinical
investigators should ensure that policies and
processes for the use of EHRs at the clinical
investigation site are in place and that there are
appropriate security measures employed to protect

the confidentiality and integrity of the study data.

EHR Z18BR DT — 2L LTHIAT 55 2

T, ZOETHHAT D MEFEE, G, ZR
LB TH D, BBKIEE & IRBREEER

X, TRBR SR Z BV T, EHR Z2FH 35
DI EE Fat ARET LI, BT —
2 ORENE & SE R Z R T 5 7o O e
xR VT ARRPELCONTND Z L 2ff
FEIZTRETh D,

Sponsors should also ensure that study monitors
have suitable access to all relevant subject
information pertaining to a clinical investigation, as
appropriate. Such access must be described in the
informed consent (see 21 CFR 50.25(a)(5)) (see
section V.E). Furthermore, at any time during the
course of a clinical investigation, sponsors should
discuss with the relevant FDA review division any
unique issues or challenges encountered relating to
the data collection from the EHRs (see, e.g., 21 CFR
312.41).

EREIEE 1T, VEIS LT, T2 08N
TRBRIC BT 2 9 R COMBRE TH RIS E YIS
TIEBEATELLOICTRETHD, TDOLX
IRT I BRAFA T H—L Rartr b

(21 CFR 50.25(a)(5)2MR) (V.EEZSM) (1
LR L TR RERH D, IEBRIKER L. 1R
BEMT OV D EEXTH-TH, EHR »»
HOT — X UVEICBE LTl L7 oW
#EZ ST, FDA L B = —EPICHERE T 5 4
e 5 (B z1E 21 CFR 31241 2/)
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A. Use of Health Information Technology Certified by ONC

ONC REE SN -EH IT OF|H

The Health Information Technology for Economic
and Clinical Health Act of 2009 (HITECH Act)
(Title XIII of Division A and Title IV of Division B
of the American Recovery and Reinvestment Act of
2009 (Public Law 111-5)) requires that ONC
establish a voluntary certification program for health
IT."> Under the ONC Health IT Certification
Program, certified EHR technology would be in
compliance with applicable provisions under 45
CFR part 170. EHR technology with certified
capabilities generally has clear advantages, because
many of the certification requirements are aimed
toward ensuring interoperable data sharing and
enabling processes to keep electronic data
confidential and secure. In particular, all EHR
technology certified under the ONC Health IT
Certification Program is required to meet certain
privacy and security protection requirements for an
individual’s health information (see 45 CFR
170.314(d)(1) through (8) and 45 CFR
170.315(d)(1) through (11)). FDA encourages the
use of such certified EHR systems together with

appropriate policies and procedures for their use.

2009 il iE D LA Health Information
Technology for Economic and Clinical Health Act
(HITECH Act)(Title XIII of Division A and Title
IV of Division B of the American Recovery and
Reinvestment Act of 2009 (Public Law 111-5))
1T, ONC 7% HFERYZR SR IT GRAET 1 77T
ERENLT D 2 LAERDTND 5, ONC DEH
WAL 1 7T LT .&é U7z EHR 1%
45 CFR part 170 DFZ S FRIEIZEMLL TV 5 2
LEind, BIEShT Hbjj %:ﬁﬁzf: EHR £1ft
IR RN H D, R BT, BEET
KOBNTWDLEMEDZL L 5, MHAEMAMED
HH7T—23H, KOETT —X OREEL
xR VT4 2RTDHEIRT v REIRGE
THZEEZHMNELTHDENDLTHD,
IZ. ONC B IT RiE 7 1 /7 A TRIEE
%9 XCo EHR #1ffx, @A O EEERD 7
TAN—=LEFa YT 1 OLREENE (45
CFR 170.314(d)(1)~(8)&% 1~ 45 CFR
170.315(d)(H)~(1DHZR) ZiiE T 52 & 75‘5%
RENTWD, FDA L, [ONC [EH IT 385
Tn 7T LT) BRESIZ EHR Y AT A%
W27 ERIHFIR L LITFIHF D L &
295,

-
—

1580 FR 62602 at 62606. For information about the ONC Health IT Certification Program, see
https://www.healthit.gov/policv—researchers implementers/onc health-it-certification-program.

80 FR 62602 at 62606. ONC [EHE IT 38k~ 1 7 T AT OV TR

https://www.healthit.gov/policy-researchers-implementers/onc-health-it-certification-program 2t > =

&
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Sponsors should include in their data management
plan a list of EHR systems used by each clinical
investigation site in the clinical investigation.
Sponsors should document the manufacturer, model
number, and version number of the EHR system and
whether the EHR system is certified by ONC.!¢ If
an EHR system is decertified during the course of
the clinical investigation because the system no
longer conforms to ONC'’s certification criteria,
sponsors should determine the nature or reasons for
the nonconformity and determine whether it would
affect the quality and integrity of data used in the

clinical investigation.

BBRIKIEE X, T — X~V A2 MEHHEC
1R TR 2 InBR I fisx © EHR ¥ A7
LDY AT OMENRDD, UA M
%, EHR ¥ A7 A08UGE T, EF7 VE S, A
—Vay%%\mm%ﬂ@ﬁﬂm%iimﬁ
. TBBRET T EHR & 27 A7 ONC DR
%ﬁ%‘{ﬁﬁfz AR I N [ UR RV W
Yot TRBRIKEE 1A G ORI B 2]
WiL., BB CHIAT 27 — ¥ Ol & 522tk
WCHEZ G X508 20T 508N &
Do

B. Use of EHR Systems Not Certified by ONC
ONC FBEFED 72V EHR ¥ 27 ADF|A

FDA recognizes the importance of data from foreign
studies to support safety and efficacy claims for
medical products and may accept data from clinical
studies conducted outside the United States.!” EHR
systems not certified by ONC, including EHR
systems at foreign clinical sites, can provide
adequate data to inform FDA’s regulatory decisions
provided that adequate controls are in place to
ensure the confidentiality, integrity, and security of

data.

FDA 1%, KENTH LT, EREL,
é&@ﬁ%@%%ﬁﬁéﬁ&%w&@EET
itk L TR Y . KESTIME S L7 IGER D
TR EZITANTHELINEEZEZTND T,
SME OIEER Fh g% D EHR ¥ AT L& &L,
ONC FAFDHEUNEHR ¥ AT LS DT — 4
%, FDA OHlf EOERIE~DA 7y b
ELTHIHLTH LW, 205137 —%
OB, et BXx a2V T 4 2R TD
7o DL R EPITOIL TS Z & Th
Do

16 Sponsors may check the certification status for EHR systems at https://chpl.healthit.gov/#/search
TRBR I 13 EHR & A7 A DOFRFERIL % https://chpl.healthit.gov/#/search THEGR T %,

17 See the guidance for industry and FDA staff FDA Acceptance of Foreign Clinical Studies Not Conducted Under an

IND — Frequently Asked Questions.

guidance for industry and FDA staff FDA Acceptance of Foreign Clinical Studies Not Conducted Under an IND —

Frequently Asked Questions ZZ D = & |
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Specifically, for EHR systems not certified by ONC,
sponsors should consider whether such systems have
the following privacy and security controls in place
to ensure that the confidentiality, integrity, and
security of data are preserved:

e Policies and processes for the use of EHR
systems at the clinical investigation site are in
place, and there are appropriate security
measures employed to protect the study data.
Access to electronic systems is limited to
authorized users.

Authors of records are identifiable.

Audit trails are available to track changes to
data.

Records are available and retained for FDA
inspection for as long as the records are required

by applicable regulations (see section VI).

BARBYIZ, ONC FRFEDOHE EHR ¥ AT AZ
DONT, IRBRIKIEE X, 7 — % OREME, %
Bk BEXa VT 4 ZHEEICT S0, U
TOFIT7ANR—LEF=2 T 4Da bR
—»ﬁ&é#85#%ﬁﬁﬁﬁﬁﬁ%é
TRBRIEHE % (2355 C EHR ¥ A7 A% F]
%#6k@@ﬁ%&7mtx#%ﬁémf
50 RRT — 2 H RS D oo b s
X2 VT AR RPRHE SN TV D,

B VAT LA~OT 7' AT, FFA STz
2—PIZRESNTND
FLERDIERE ZRFET H Z LN TE 5,

o TEZAFEHN) AFMHLC, T—HXOEEE
BIFCE D,

o HWHINDIMM (VIESM) TRobh
LM A8 U T, FL8kAD FDA EZITHR
TEDLLIICRFFESND,

Sponsors should consider these factors when
determining the suitability of EHR systems not
certified by ONC for use in clinical investigations. If
the clinical investigation site is using a system that
does not contain the adequate controls previously
described in the bulleted items, sponsors should

consider the risks of employing such systems (e.g.,

TRBR K X, 1R CRIHT 572912 ONC

FRREDO MY EHR o A7 LA DA MEE HIKT 4 5
%L\_h%mﬁﬁ%%ﬁﬁ&%fﬁéoﬁ
BRaEfifa% Ay, FRRICREE STV i@y
ﬁ@@ﬂw/xTA§ﬂ%waé%A i)
BRI 1L, 2O X5 s AT L &FIHT 5
Ux&(ﬁwﬁ% BEOT T AN —R

the potential harm to research subjects, patient | i, 1A%k & OBIHI~DEEE) ZEE T
privacy rights, and data integrity of the clinical | & Th %,
investigation and its regulatory implications).
g 1.1
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The following information may be helpful to

sponsors to determine the suitability of EHR

systems not certified by ONC:

¢ Any EHR system certification information from
other authorizing bodies outside the United
States, including information about aspects of
the EHR system that the authorizing body
evaluated when certifying the EHR system

e Feature and product-specification information

from the EHR system vendor

TRBRIKAEE AY, ONC BREDO M EHR » AT
LNEGINE D DT DERIC, LU O R
EBBEILTDHE LW,

o KESD, MOFREFHEREIC XS, EHR &
AT LFEAENEH (EHR ¥ A7 ARBFEREIC
FOREASBE O TN T A B B 5 A
=)

e EHR VAT ARUVE =MLk EN %,
BeRE M OB AR IC BT D 15

Sponsors should consult with the relevant FDA
review divisions if any issues or challenges with the

EHR system are identified.

TEERKTESS 12, EHR 3 A 7 LD FEESO R 8 23
B SMZo 726, BT 5 FDA L E = —
FIUCHIRE T R& TH 5,

C. eSource Principles for EHRs

EHR @ eSource JEH

As stated earlier in this guidance, FDA does not
intend to assess EHR systems for compliance with
21 CFR part 11. However, part 11 applies to the
sponsor’s EDC system that extracts the EHR data
for use in a clinical investigation, and FDA intends
to assess the sponsor’s EDC system for compliance
with part 11, as provided in the guidance for
industry Part 11, Electronic Records, Electronic

Signatures — Scope and Application.

JelZik~72 K 912, FDA (X EHR v 27 LD
21 CFR part 11 ~O# &M% 742526 v i
20, UL, part 11 1ZIRBRIKIEA O EDC ¥
AT LM S, EDC v A7 AL EHR 7
—Zzfhti L, IRBROFMAICHT 26D TH
%, FDA 1%, guidance for industry Part 11,
Electronic Records; Electronic Signatures -
. TRBRIK
HH#A D EDC ¥ AT LIZOWT part 11 ~Di
AMEFHIT 5560 Th D,

[FR#E] Part 11, Electronic Records; Electronic

Scope and Application TR L7Tc L 9|

Signatures - Scope and Application 1 4 > A
DFNERIZ DU NT I https://bunzen.co.jp/library/
ZRDOZ &,
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1. Data Originator 7 — 5 FEEIR

For the purposes of recordkeeping, audit trails, and | FLEREUS, EEEGEH, KOELZCTHHTE S
inspection, each electronic data element should be Koz, EFTr—#ERIT 7 —2RER)
associated with a data originator. The EHR is EEHEAMF T ONDERETH D, IBBROBFET
identified as the data originator for EHR data WA I 72 EHR 7 — ¥ BROT — X 8L PRI
elements gathered during the course of a clinical EHR ThH D EEZ LD B, 1RBRIKIEHE I
investigation.'® Identifying the EHR as the data X, ¥ O EHR (FHRICE G L7297 _XThH=2—
originator may be sufficient because sponsors are PIZOWTEEMAE S Z L I3 ST
not expected to know details about all users who W=,  [EHR OYIZH DT — X AR % K
contribute information to the patient’s EHR. ETHMEINTRL<, ] EHR &7 — ZFAEJH &
TRLRETTHnd b,

2. Data Modifications 7 —%&IE

After data are transmitted to the eCRF, the clinical T —X H eCRF TG SNT=tk., T—H &f&
investigator or delegated study personnel should be | 1TEXIIFTIET 2 HERRIL, TRBRELEM, XX

the only individuals authorized to make MERRAE RE S AL TR BRBIGRE I IRE L 22 1 uiX
modifications or corrections to the data. Modified b, EIE - FTIESNT —# BRI
and corrected data elements should have data X, BfF, FEE, 72 B4R, KOVZEEO
element identifiers that reflect the date, HENGEENIRETHD, 7 —HHELE -
time, data originator, and the reason for the change. | FIIET 5 Z L2 XV, DFIOT —Z B335
Modified and corrected data should not obscure L o TR T 2V, TRREMEEMIZ, 7
previous entries. Clinical investigators should —H T = A7 INDHI, XL FDA IZH2H

review and electronically sign the completed eCRF | VAR, GRS INE 2584272 eCRF %
for each study participant before data are archivedor | L E 2 — L Tinh, B THICELTXETH
submitted to FDA. If modifications are made to the | 5, VRERE(T:EANAY eCRF (ZF4 L72% T
eCREF after the clinical investigator has already eCRF NMEESNTSHEIT, TOEHEIZON
signed the eCRF, the changes should be reviewed TIHREEEMICLD L 2 — - KB ESED
and approved by the clinical investigator. Use of W& D, 21 CFR part 11 OX}5 & 72 550k

electronic signatures for records that are subject to \ZEF B T2 25813, TORMO%SY
21 CFR part 11 must comply with relevant ZfE (21 CFR 11.2 2/)  A85F L7221 uid7e

requirements in that regulation (see 21 CFR 11.2). B72WY,

18 See footnote 11.
WVE 11 18
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D. Blinded Study Designs SR DFXET

When the study design is blinded, sponsors should
consider whether the use of interoperable EHR and
EDC systems has any potential to unblind the
treatment allocation. If a potential for unblinding is
identified, sponsors should determine whether the
use of interoperable systems is appropriate or
whether other appropriate controls should be in

place to prevent unblinding.

BB AZERILT 2 L ORREF SN TV D E5E.

TR 1L, M AEMMEDA S EHR v A7
L L EDC v AT LORMMRNEMRMEZIEZ O W]
BERPER WD E ) MERFTTR&ETh D, &
FRPEN R 72 DAL D ATRENE DGR S L7235 6
TBBRRIEE (X, FHEEREOE S VAT A%
RIS 2 2 Lvwtn, ERMELHERT 57
D Ot OB 728 B A Z |4

NETHD,

S =

1795 & D,

E. Informed Consent

AV T7F—bLFKarykerb

When informed consent is required, the consent
must include a statement describing the extent, if
any, to which confidentiality of records identifying
the subject will be maintained (21 CFR 50.25(a)(5))
and should identify entities, such as health care
providers, clinical investigators, sponsors, contract
research organizations, study monitors, and
regulatory agencies who may gain access to the
patient’s electronic health record relating to the
clinical investigation.!” In addition, the consent
process must also note the possibility that FDA may
inspect records (21 CFR 50.25(a)(5)) and should not
state or imply that FDA needs permission from the
subject for access to the records. Please note that,
under the Health Insurance Portability and
Accountability Act (HIPAA) privacy rule, FDA
does not need permission to inspect records
containing health information (see 45 CFR 164.512).
FDA may inspect study records, for example, to
assess investigator compliance with the study
protocol and validity of the data reported by the

Sponsor.

AT —hRarty "RLERGE. A
YT F—h Rarky MIWBRE ZREET S
RUER DB Z HERF T D RE A SR L T
1£72 5720721 CFR 50.25(a)(5)). F7= [~
74— Farkr T RBRICEE L TE
FH O EHRIZT 7 & AT 2w D & 5 ik

(ERRBEEER, TRBREE . ZKT5E
B, eBRE=2 ., Bl R, %) ZRET
HMENRSH LY, Fi=, FDARFE 7 E A
D ek a A2 5 &35 AlREEY & 5 (21 CFR
50.25(a)(5)) = &2, [FDA 23ERéklcT 7 &
AF D T OITHBRAE DA 2455 HEN B

5] EHIRD - R L TIER B 72, HIPAA O
T I AN —HRAIO T T, FDA ITHEDFFAl &
5 Z e ERERE G RREBET D
TENTEDLZLICEETSHZ L (45CFR

164.512 2/8) , FDA I%. IRBRFCERZTH~D
ZENTE, BIAITIRBEEEM BRI
FHEEANESE LT D0, TRBRIKIES 23 s
LIeT =2 R4, ZiHMiid 2 THA D,

19 For more information, see the draft guidance for IRBs, clinical investigators, and sponsors Informed Consent
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Under section 704(a)(1) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 374(a)(1)), FDA may
inspect and copy records relating to the clinical
investigation (see 21 CFR 312.58(a), 312.68, and
812.145(b)). FDA generally will not copy records
that include the subject’s name unless there is reason
to believe the records do not represent the actual
cases studied or results obtained. When FDA
requires subject names, FDA will treat such
information as confidential. On rare occasions, FDA
may be required to disclose this information to third
parties, such as to a court of law (see 21 CFR
20.63(a) and 20.83(a) and (b)). Therefore, the
consent process should not promise or imply

absolute confidentiality by FDA.

Federal Food, Drug, and Cosmetic Act(21 USC
374(a)(1)) D 704(a) (IS % . FDA [ZiBBRIC
B4 oteka gL, at—9 52N TE
% (21 CFR 312.58, 312.68 K1) 812.145(b)%
M) . — XAV FDA 23MBRE O 4RI % B L
A —95Z LiFR0Ds, RlRSIEAE L
THEBEDr —ARE LN R EEbRn e
BT ORIUDH 25513Z DIRY Tidlev,
WERE OL4 R EER LA, FDA IZZND
DIFREEBEERE LTROVK S, Z<Eh
T 5705, FDA 23872 & D% =F IR
THIEHEERSINDHZ ENBHD (21 CFR
20.63(a) % 1 20.83(a) L D\(b)&Z ) , TE-
T, FAEF o212\ T, FDA IZ X Akt
H 7o BB R A FO A« 7RI L CIE R B 720,

For systems that are interoperable or fully
integrated, sponsors and clinical investigators should
have a detailed understanding of data flow and data
visibility to allow for a clear description in the
informed consent of the parties granted access to the

patient’s data.

HHEERMEOR 2856, XIFZEITHE S
TWD%5E., 1BRRKIEE M R RE(EEA
I, 7T 77— KT —Z mHEIZONT
FEAMICHER L7 D 2T, SERBEOT —H A~
TIRATELDONEA V74 —b Fartk
Y MIHRTRETH D,

Information Sheet. When final, this guidance will represent FDA’s current thinking on this topic.
AEABIZ DU T draft guidance for IRBs, clinical investigators, and sponsors Informed Consent

Information Sheet # 2D = &, LI NTZHE.
5

ZDOHA X AT FDA OIFIDOEZ H T HD L7

o
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VI. INSPECTION, RECORDKEEPING, AND RECORD RETENTION REQUIREMENTS

L, IS, FLERE OEM:

FDA must have access to records and may inspect
and copy all records pertaining to a clinical
investigation in accordance with 21 CFR 312.62,
312.68, 812.140, and 812.145. All relevant
information in the EHR pertaining to the clinical
investigation must be made available to FDA for
review upon request (21 CFR 312.62(b), 312.68,
812.140(a), and 812.145).%° This information
should be made available and viewable to FDA as
original records in the EHR or as certified copies.
During an inspection, FDA may also request other
paper or electronic records to support data in the
eCRF (e.g., case histories, other data pertaining to
the clinical investigation) (see 21 CFR 312.62(b),
312.68, 812.140(a)(3), and 812.145). In addition,
FDA may request to review the EHR audit trail

information during inspection.

FDA I35t 8k~7 7 B A TE R T ER &3,
21 CFR 312.62, 312.68, 812.140 & 1" 812.145
WZHE> T, TRBRICBEE T 5T X TORERE A
BL, ab—95Z LN TED, HBRICET
% EHR IZH 5§ X COBEFERIT, TR,
FDA AL E =2 —T&E 5 L o3Il
725720y (21 CFR 312.62(b), 312.68,
812.140(a), M (X812.145) X, Zh b DIEH
IZ. EHR NOA U UFvhtek, Xix TERFER
XHE|] L LTCFDAICHRL, BEICHT 5
RXThbd, HEZEHIZ, FDA (X, eCRF OF
— X EHEAT D, HOUTE T OO
KT 5E6LHDL Bl X, ERBRESEDOR
BRICBIE 9 57 —2) (21 CFR 312.62(b),
312.68, 812.140(a)(3), X U*812.145 &) , &
512, FDA (&, &ZHIZ EHR OB AREME
WELE2—FTHZEERTLHZELH
Do

20 If the necessary records are not available for a foreign clinical study that is not conducted under an IND, FDA

may not accept the study data in support of an IND or an application for marketing approval. If the records exist but a
sponsor or an applicant cannot disclose them to FDA because such disclosure is prohibited by applicable foreign law,
the sponsor or applicant may seek a waiver of this requirement (21 CFR 312.120(c)). For FDA to rely on such data that
cannot be disclosed, the sponsor and FDA would need to agree on an alternative validation procedure. For more
information, see the guidance for industry and FDA staff FDA Acceptance of Foreign Clinical Studies Not Conducted
Under an IND — Frequently Asked Questions.

IND D% & TIT IR W ESOIRBRIZIB W T, MEZRFLER TR TE 206, FDA X IND X3 marketing
approval IGEOMRME KL & LT, AT — X 22X T2 2 LT TERWD?S LV, LA FEL T

b WADIERICEVET 5N TSI, TRBRIKIEE IR FEE 25 FDA (2R TE 20 o Th i,
TRBRIEE UL FEE X 2 OB ORERE AV D 2 & 23 CTE % (21 CFR 312.120(c)), FDA 23BH/R S u7e\
T—H &b LICEERET 27201203, TRRIEEE X, FDA LB ANY F—2a VFRIEEZGET D4
ERHDLTHA I, dbfliZ->U Tl guidance for industry and FDA staff FDA Acceptance of Foreign Clinical
Studies Not Conducted Under an IND — Frequently Asked Questions %20 Z &,
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Clinical investigators must retain all paper and
electronic source documents (e.g., originals or
certified copies) and records as required to be
maintained in compliance with 21 CFR 312.62(c)
and 812.140(d).

TRBREEERIX, 21 CFR 312.62(c) . O}
812.140(d)DNESF D 7= DITHERF T2 = L 3Rk
BN TRTOMEOETORER (VY
FSOIRFES EEF) 28 L Thidie
SYAAN

e For human drugs and biological products,
clinical investigators must retain all records
(e.g., including case histories and other EHR
data pertaining to a clinical investigation), as
required by 21 CFR part 312, for 2 years
following the date a marketing application is
approved for the drug for the indication for
which it is being investigated or, if no
application is to be filed or if the application is
not approved for such indication, until 2 years
after the investigation is discontinued and FDA

is notified.

o N - AWK OWTIE, BRI
I%. 21 CFR part 312 [ZE\V, Ttk
(B Z 1, JEFIERE K O O OTRER 2B
#WT 5 EHR 7 — 4 & &ie) ZRE LR
X 570, ZOWMIX, marketing
application 73, HGE S ALZENHEIC DUV Tk
RINTZHPDL 2EMTH D, HENITD
RO D, UTHFE ST BEIZ DV TR
RENRWIGEIR, A FIE S, FDA
WZHEI SN T 2ERRIETHETTH
Al

e For medical devices, an investigator or sponsor
must maintain all records, including EHRs
relating to the investigation, as required by 21
CFR 812.140(d), during the investigation and
for 2 years after the latter of the following two
dates:
<> The date on which the investigation is

terminated or completed
<> The date that the records are no longer

required for the purposes of supporting a

premarket approval application or a notice

of completion of a product development

protocol

o ERHEAROLEE . IRBREILEM SUITRERIK
FEA L. FHATIC 21 CFR 812.140(d)IZ
U, HAICBE Y S EHR 2853 To
FlEka . HAEMMTAZELC T, KOLLTO
2 HBNT OB E THRE LT o
AN
> MAEAZIEXITIE T LA
< premarket approval application, XX

notice of completion of a product
development protocol DIRFLE K} & LT
DIRENARBEIT g o T S

1.1

23 BZLib-103_FDA_EHR rl.1.docx



US FDA  Guidance for Industry

Use of Electronic Health Records in Clinical Investigations

No. BZLib-103

GLOSSARY A&

Audit Trail — Documentation that allows

reconstruction of the course of events.

i

o

BF — HFEREOHHAZAREL 5

Tl

Iy B

Certified Copy — A copy (irrespective of the type of
media used) of the original record that

has been verified (i.e., by a dated signature or by
generation through a validated process) to have

the same information, including data that describe the

context, content, and structure, as the original.

BRI EEE — 4V U Aiisko (RO
IR D) EE5WT, (AfFAD B4 XX
NYF—hEn-F et 2 2R TERENT-Z
LIZXkY) FUVTFAERIUEHR (2 T7FR
b WA, BEZBHT LT —228T) &FfF
DT ENRRES N O,

Data Element — A single observation associated
with a subject in a clinical study. Examples
include birth date, white blood cell count, pain
severity measure, and other clinical observations

made and documented during a study.

T—HER — RRICEWTHEBREICE LT
BLIZ1 DO TH DL, BIZITAEFEAR, A
MEREL, A O EIEE DORIE, FEDOIRBRPICS
LAV, FLEKSNDIEBROFT R TH D,

Data Originator — An origination type associated
with each data element that identifies the source of
the data element’s capture in the eCRF. This could be
a person, a computer system, a device, or an
instrument that is authorized to enter, change, or
transmit data elements into the eCRF (also,

sometimes known as an author).

T—HRAER — KT —FEBORERO XA
T THY, eCRF DT —HEHZNEZ DB AT
SNEPERLNZTHEDOTH D, T — 4%
AL, T— X HFE % CRFIZAT), £H, &
ETHZEEFAIENTZAN, 2V Ea—HT R
T, B, TEETHD UL, ERE &
HIEEN D),

Electronic Case Report Form (eCRF) —

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.

EBHEFBREE (eCRF) — IRBRIZHFHEIC
P> TIRBRIKIEE Tl SN D A TREZR,
— I BB B 2 IHHGCEk,  eCRF
(X, VBBRT — X A RRIICIEL, L E2—
L. BEL, fRFL, L. ®ETDZ &%
AIEEIZT B,

Electronic Data Capture (EDC) systems —
Electronic systems designed to collect and manage

clinical trial data in an electronic format.

BFT—F2Xx7F ¥ (EDC) VAT L — if
BT — % E A TIELOVERT S K91
A SNTZE T VAT A,
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Electronic Health Record (EHR) — An individual
patient record contained within the EHR system. A
typical individual EHR may include a patient’s
medical history, diagnoses, treatment plans,
immunization dates, allergies, radiology images,
pharmacy records, and laboratory and test results.
This guidance uses a broad definition to be inclusive
of many different types of EHRs and may not be
consistent with the definition for EHRs published in

other guidance documents.

Electronic Health Record (EHR) — EHR
AT LRI H DAE 2 D BEFLEEOEWRTHW

%, B> EHR O#AIE 2] & U Cik, B
OVRFRE, W, 1RWETHE, PRIRERE, 7 LL
X¥—. BURBES, KRR, A - SRR R
BN D, KA K ATIL, IEFED EHR &
AT LDEFE M, Fkx 7% A 7D EHR X
EHR v A7 AZHFHPHIZEDTH Y, oA

B U ALEIZEITH EHR OEFRE —FHK L2
BANH 5,

Electronic Health Record (EHR) systems —
Electronic platforms that contain individual health
records for patients. EHR systems are generally
maintained by health care providers, health care
organizations, and health care institutions and are
used to deliver care. EHR systems can be used to
integrate real-time electronic health care information
from medical devices and multiple health care

providers involved in the care of patients.

EFRFEGS (EHR) Y A7 A — BEEAD
TR A FF OB T 7 v N7 — A,

EHR (I — MBI I=R o 7 fefih | =R 71
M ONER T TREBIC L 0 R E EL S, R
TT OfEIZHWHON DS, EHR AT AL,

PEp AR X ONERR 7 7 E & BB OBERT 71
RO DEHOER T THREE NS Y T Z A L
IR oL EFRERE AT 2 B THY

52ELHD,

Electronic Source Data — Data initially recorded in

an electronic format.

BTRF—F — ROCE TR TS
F—2,

Interoperability — The ability of two or more
products, technologies, or systems to exchange
information and to use the information that has been
exchanged without special effort on the part of the

user.

MWEEAY —2 DL LRG| BTy 2
TAMHWIERAESLDEY L, = —F 03 Fe5]
BB EETELZOEREMMATHZ DT
ERAY VAN
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Registries — Organized systems that use
observational study methods to collect uniform data
(clinical and other) to evaluate specified outcomes for
a population defined by a particular disease,
condition, or exposure, and that serve one or more

predetermined scientific, clinical or policy purposes.?!

VUR MY — s (BRR KR OV oAl
D) T—HEWET DS EE RN D,
Mt SN AT A THY , FFEORE, IR
BB, SUTIRER 2 Fr O RHERNI 2. FriE D
FEHETHEE0IC, 12U EOHLNL®
D DAVZRFER, BRI SUTIRR T % 5
THHLOTHD, 2

Source Data — All information in original records
and certified copies of original records of clinical
findings, observations, or other activities in a clinical
trial necessary for the reconstruction and evaluation
of the trial. Source data are contained in source

documents (original records or certified copies).

T —4 — {BBRICB SRR, B, %
D OTEEN BT 5 T DFEsk, XUELZ DIRFESS
SHEEIEEIN TV D H LW HIER T, R
DOFFBL & T LT S D,
T —&1%, &R () T —& Ik
AT EEE) ITEEND,

2l For more information, see Registries for Evaluating Patient Outcomes: A User's Guide, available at
https://effectivehealthcare.ahrq.gov/topics/registries-guide-3rd-edition/research/.

SN DU T https://effectivehealthcare.ahrq.gov/topics/registries-guide-3rd-edition/research/7> 5 A T C& 5

Evaluating Patient Outcomes: A User's Guide # 2D Z &,
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