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Use of Electronic Informed Consent Questions and Answers Guidance for
Institutional Review Boards, Investigators, and
Sponsors!

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

AKIAFX AL, ZO My ZIZE879 5 OHRP
S OXFDA OBHEDE 2 Fi#R"THDOTHY |

WD D NINZRET 20372 D HER BN T 5
D TIE72 <. OHRP, FDA, XIIARITxT
DWHENHFFOHOTHAR, %23 5 1L
DE AT O ThHIUL, RET Ve —F %
AW ZEbaEThsd, BT e —Fico
WT ORI, BRICFEEEH I TS L 91T,
OHRP X FDA IZHBF D2 ARTA 2 A DY
HRoEE T 5 &,

I. INTRODUCTION
I. FX

This guidance has been prepared jointly by the
Department of Health and Human Services (HHS)
Office for Human Research Protections (OHRP)
and the Food and Drug Administration (FDA). This
guidance is intended for institutional review boards
(IRBs), investigators, and sponsors engaged in or
responsible for oversight of human subject research

under HHS and/or FDA regulations.

KA A K A%, HHS ¢ OHRP & OV FDA 733
[FCIER L= D Th D, KA X AL,
HHS &Y (XiX) FDA Off oL & T A&
FERIBRE & MO F., THEE
AT HMmEEAZLZES (IRB), WHEFEREH KO
WRICRIEE 255 & LT D,
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This guidance provides recommendations on the use
of electronic systems and processes that may employ
multiple electronic media to obtain informed consent
for both HHS-regulated human subject research and
FDA-regulated clinical investigations of medical
products, including human drug and biological
products, medical devices, and combinations thereof.
FDA’s requirements for electronic records/electronic
signatures, informed consent, and IRBs are set forth
in 21 CFR parts 11, 50, and 56, respectively. HHS
requirements regarding the protection of human
subjects are set forth in 45 CFR part 46. The
information presented to the subject, processes used
for obtaining informed consent, and documentation
of the electronic informed consent (eIC) must meet
the requirements of these and other applicable

regulations.

KA A K A%, HHS BEHIT 5 N2 x5
LT HFFE, KON FDA LI 5 E R o
e (b N AEIESAEDTFRIRA RS
RO S DMHEEDEEETY) OWFTIZHBW
T, AV TH—LRK-arty baHLTDIC
1 DU LOEFEHEERZLEHT2E AT LK
U7t 2E2MAT LBROHERFIHEZ R H O
Thb, FDADETREVETESL, 1V 7+
—AR-arir b, ROVIRBIZET % EH:
X, £ EH 21 CFR Part 11, 50, 56 [ZED 5
TN D, W5 ORGEICEI T 5 HHS 2
1%, 45 CFR part46 ([ZE® ST\ 5, WIS
HEFIRRESNDHER, A7+ —L K- =2
VBV RNERLEOICHWLNS T v R &
WEFHA Yy 7+ —L R arier MELF

elC) OEEHET, T OOHH], LU H
SN DB OB 25 7= S 72 uE e B e,

If the study is conducted or supported by HHS and
involves an FDA-regulated product, the study is
subject to both 45 CFR part 46 and 21 CFR parts 50
and 56, meaning that both sets of regulations must be
followed. Where the differ,

regulations that offer the greater protection to human

regulations the
subjects should be followed. Research not subject to
21 CFR parts 50 and 56 is also not generally subject
to 21 CFR part 11 (FDA regulations regarding

electronic records and electronic signatures).

fFFE2S HHS 129> CTHEM T S, FDA
WELHI 2R E T 256, MR 45
CFR part 46 & T} 21 CFR part 50, 56 Diij 5 o xt
Gllen, OFV, WAFOHBNAEDRIT UL
RV, ([WHEO] BHIEAEN R 556813,
RGBT D REDER VR RENS D
FHNZHE O LEA B 5, 21 CFR Part 50, 56 D%}
R LR BRVHIFEIE, —XAYIT 21 CFR Part 11
(FEfRiik M OB B4 B4 % FDA #ifil) o
POE Rl E AN SV A AN

For the purposes of this guidance, electronic
informed consent refers to the use of electronic
systems and processes that may employ multiple
electronic media, including text, graphics, audio,
video, podcasts, passive and interactive Web sites,
biological recognition devices, and card readers, to
convey information related to the study and to

obtain and document informed consent.

KITAZ 2 AZBWT, elC 1%, WFEICBEE4
HIEREBEL, AT F—L K arkr b
EATL, LT D701, 1 2L EOE
AR Z T RO H DE TV AT DR
T AEFHTALOTHDLETDH, T
T, EBEAERICIE, TR, T T7 407
A, HE, ETA Ry REy 2 b, ZEK
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This guidance clarifies that when implementing an
elC, a variety of approaches may be used to fulfill
HHS and FDA regulatory requirements for
informed consent and IRB review (45 CFR part 46
and 21 CFR parts 50 and 56) and FDA regulations
for electronic records and electronic signatures (21
CFR part 11).

KITA X AL, elC LT HEEC, 47
+—L K3ty N EOIRB OFAIZET
% HHS } U FDA O #2445 CFR part 46 &
" 21 CFR part 50, 56), M OVEFii#k &k O T
EAIZB9 % FDA Bifil (21 CFR part 11) %7ifi
7T 7 e —FIIk A R b ORFIHAETH
HZEEHLMITLTND,

This guidance provides recommendations on
procedures that may be followed when using an elC
to help:
e Ensure protection of the rights, safety, and
welfare of human subjects
e Facilitate the subject’s comprehension of
the information presented during the eIC
process
e Ensure that appropriate documentation of
consent is obtained when electronic
systems and processes that may employ
multiple electronic media are used to obtain
informed consent?
o Ensure the quality and integrity of eIC
data’® included in FDA applications and

made available to FDA during inspections

KITA B AL elC ZAERT 5 BRITHE 5 FIAIC
B3 2R FHA RS 2 2 & C LN &34
LEo2ELTWs,
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TR BEPEICIHM TEH L HITT
Do

o BHOBAAT 4T HBMETHELFT
AT LRI T ot A2 HWTA 7 F
— LR arkvr h2EEDLE, TH
BT W2 &2 AFTED &
2T 5,

o FDA ~DHFEIZEEN, FLELEPIZ
FDA |22t S TH A9 elC 7 —4
SOME AT I VT 4 BHEICT
Do

ég%% Bt & 4

% 0.1
BZLib-113_FDA eIC r0.1.docx



U.S. FDA Guidance for Institutional Review Boards, Investigators, and Sponsors

Use of Electronic Informed Consent Questions and Answers

No. BZLib-113

Although both OHRP and FDA affirm that the
informed consent process begins with subject
recruitment,* recommendations on using electronic
media and processes for subject recruitment are

outside the scope of this guidance.

OHRP & FDA (X EHEHE, A T 4 —AL K -
a vy DT ARG RE DEEND
MEDHAZLEDBRLTCODLN, BFATAT
DR OBt G854 7 m & 2B 5
WHEBIX, ZOHA X AOHFPHSNTH D,

In general, OHRP and FDA guidance documents do
not establish legally enforceable responsibilities.
Instead, guidances describe the 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 guidances means that something is

suggested or recommended, but not required.

—#%AZ, OHRP L TNFDA O H A X2 AL,
ERIRE S O 8 D B E LT D H DT
W, HAXLAE, FE Y ZIZETHBEDE
AFEHRATHHLOTHY . FrEDO BB TE
EEMERGI SN TORWIRY | K2 el L
LTCRRTRETHD, AKX ATO should
V) HEEE W & &1, I E SRR U 3HE
TELTWDH, FRIT LTV,

To enhance human subject protection and reduce
regulatory burden, OHRP and FDA have been
actively working to harmonize the Agencies’
regulatory requirements and guidance for human
subject research. This guidance document was

developed as a part of these efforts.

et g okgE a2k L, Bflic L2 AE%
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II. BACKGROUND

I &

The term informed consent is often mistakenly
viewed as synonymous with obtaining a
handwritten signature from the subject or the
subject’s legally authorized representative (LAR)>
on a written informed consent form. However,
obtaining a subject’s oral or written informed
consent is only part of the overall informed consent
process. Informed consent involves providing a
potential subject with adequate information about
the research to allow for an informed decision about
the subject’s voluntary participation in a research
study. Informed consent must include a process that
facilitates the subject’s comprehension of the
information and allows adequate opportunity for the
subject to ask questions and consider whether or not
to participate (45 CFR 46.116 and 21 CFR 50.20).
Furthermore, this process often continues beyond
obtaining the subject’s initial consent at the time of
enrollment and may involve providing additional
information as the research progresses or as the
subject or situation requires.® The elements of
informed consent for human subjects and the
requirements for documentation of informed
consent are discussed in 45 CFR 46.116 and 46.117
and 21 CFR 50.25 and 50.27, respectively.

ST g—=A R 2 PSRRI, L
[ S 1T N P G SE N N %
hERUT, AT RE IFFExt G OEEN
A (LAR)S O FEEZBAHIEDL & LIFE
FTHDLEREMENTND, LL, W8
FONFXITEmMIL DA 7 r—L K3y
T FOBBIE, A T4 —L R arkr b
TREAD—FHTLNRY, AT+ —L R
a oy MR, BER R RE 1TSS
B3 27t ARt L, At B, 1§
HUITHADNT, AT D0 E D 0 OPIE
EHRBMATZD LT HZ EnNEEND,
FTo. W REPEROIRETE H L HITK
WL, MHEIRENERE L, 27250089
MERFTT DD DO+ st 525 Lo
a2 EEDRITHIER LR (45
CFR46.116 }2 1Y 21CFR50.20), & 52, 2D
BB A IR G R kIR B A D TR A A 7
BITbE< Z LML, BHEOEIT, LIS
KFRFE DR DARPUT I U TR 2 $2 ik
LHIENEENDGEND D O WFRGH D
AT —LFarky hOEZEROA T
F—ALFK-artr hoXELOERIT, Th
Z'U 45 CFR46.116 K 1) 46.117 & O 21CFR50.25
& 5027 TSN TV D,
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The research community is showing increasing
interest in using electronic media to supplement or
replace paper-based informed consent processes. An
elC may be used to provide information usually
contained within the written informed consent
document, evaluate the subject’s comprehension of
the information presented, and document the
consent of the subject or the subject’s LAR.
Electronic processes to obtain informed consent
may use an interactive interface, which may
facilitate the subject’s ability to retain and

comprehend the information.

MRFED I 2= 4 TlX, BFAT 4T &2fE
HL, ffX—20D (v T —L Keartrk
TaEAEMEXITE SRR D Z L ~OBLN

EFTETEELTND, elClE, LFEIZLDHA
V7 F—AL R artr M@ G ENDIER
OffE, TR SRS 2 TER 58 O
PR EEREAR . AFFE G AT IE G DIEE
REANDOFREOTEKIHENTE L THAD, 1
V74 —ALReartr NEB/LZOOETT
QYR IA BT IT AT E—T 2 —R
EEHAT 25RO, U XKD FERS
FEDNERAE R L, BN EDSENH D,

Furthermore, these electronic processes may allow
for rapid notification to the subjects of any
amendments pertaining to the informed consent that
may affect their willingness to continue to
participate. Electronic processes may also promote
timely entry of any elC data into a study database
and allow for timely collection of the subject’s

informed consent data from remote locations.

SHIz, B ut AL, ARSIk O R
B E B2 RPN Ty —L K art

MZBET AEEIZ ST, B4 # 1030
HIZEHT 5 Z LA ARRICT D, £, B
1t A elC 7 — X DT —F X—A~D X
ALY =2 AN ZEARE L, =R & OBFFEk}
BEDOA LTI —LR - arvkvr NT—4DH
A LU —RINEZ FREICT D,
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II1. E INSTITUTING AN ELECTRONIC INFORMED CONSENT PROCESS

IIL eIC 71t X DBtE

QUESTIONS AND ANSWERS

Q1. How should information in the elC be presented to the subject?

Ql. elC DIFHIT E D L O ITHHFERIRF TR T REN?

The eIlC must contain all elements of informed
consent required by HHS and/or FDA regulations
(45 CFR 46.116 and 21 CFR 50.25). The
information must be in language understandable to
the potential subject or the subject’s LAR and
conveyed in a manner that minimizes the possibility
of coercion or undue influence regarding the
subject’s decision to participate in a study (45 CFR
46.116 and 21 CFR 50.20).” Understandable means
that the information presented to subjects is in a
language and at a level the subject can comprehend,
including an explanation of scientific and medical
terms. To ensure that the eIC is presented
appropriately and that subjects will have enough
time to dedicate to the eIC process, the subjects
should be informed of approximately how long the
process will take and what information will be

presented to them.

elC (Z1%, HHS XU (XiX) FDA OHil (45
CFR 46.116 }2 O 21 CFR 50.25) CEXREh b
A TF—IbF-arty hOTNTOESE
MEENTOWRITER LRV, b o
WX, EBTER 7R TE e R I e S O
EEREEANIT L CEfE TR 72 S35 TIRES
AU, WG OWFFE~D SO Z R EIC
K92 5RA SIS Y 2R 5B O AT REME & fe /MR
WA D HFETESRRITIE R 620
(45 CFR 46.116 % 21 CFR 5020) 7, ZZC
PEREATREE (X, WFTER G 1T iR S LTz
0, BHEHGECEFHEEOBI & 5 6 iFgtxt
RENHRECTCEDHLNLDLSTHDHI L%
BT 5, elC IOV Tz HH S v, AF5E
KIGEHN eIC 7t R4y 7 2 Hio T
LR TEXDLIIT, elC 7B EBARTZN 2N E
I BWVDOREIN D . EO X5 I iF@n
RSN D DN EIRAEE T LD RE
Th D,

Any elC should be easy to navigate, allowing the
user to proceed forward or backward within the
system and to stop and continue at a later time.
Hyperlinks may be provided where helpful. The eIC
may also incorporate electronic strategies to
encourage subjects to access all of the consent

material before documenting their consent.

elClE, EAZR LD TN S —v a VIR
FTHLHRETHY, 2—F R AT ANT
AMCHEAT VBRAICR STV T HT BT
EELEREEREL BCHBATESLOIICT
Do NAN=V 7 BEILDE LIV, [F]
B A2 SCEART DR, RS 3 FEE R
DI RCUZT 7 BRATHZ AT DX
IREHIR TR % elC ITBRHAT 2 & Ly,
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Electronic informed consent may be used to either

supplement or replace paper-based informed
consent processes in order to best address the
subject’s needs throughout the course of the study.
For example, some subjects may prefer one method
over another. Other subjects may have difficulty
navigating or using electronic systems because of,
for example, a lack of familiarity with electronic
systems, poor eyesight, or impaired motor skills. In
such cases, the elC process may not be appropriate
for these subjects.® Therefore, subjects should have
the option to use paper-based or electronic informed
consent methods completely or partially throughout
the informed consent process. Moreover, in some
circumstances, it may be appropriate for
investigators or study personnel to assist subjects in
using the eIC technology. For example, study
personnel may help the subject navigate the consent

by clicking on links for the subject.

WFFEHI] 208 L CHFZEXE 8 D = — X
DOXIEZET HT2DIT, elC ZER—ADA 7
F—AhLK-artr 7ot 2AoMfETEX
IRBTEE LTHALTL LW, #lx0E, #F
TRIGE N K> I A B3N D0 s L
20N, Flo, BT UAT ATKE L TR,
A EHBIRE NI EE N H HHEDOIH
TEFVATLOFTEF— g ORI
R GE BB, 2D LD YA elC 7
2 A TEY TRV &, o T, SR E
Wi Ay 7+ —LR-arvey v Faktzxsr
LT, A= 2 LB TR HEE 2
XSRS 5 & D BRI 2 Rl &
ThD, SHIZ, FAIL I > TiE, FgEEhs
AT Y B D TR GE D elC s OF]
HZMB L7ZIZ o N Enns Ly, #ilx
X, RS E R PR REORD Y IZY
%27V 7 LThHIFHZ LIk, wHoExt
RENEE LTS = T 2020F52 &
MTED,
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Q2. How and where may the elC process be conducted?

Q2. elC 7rERiZ, T T, FoXoicEmTITIWVHA?

The investigator is responsible for ensuring that
legally effective informed consent is obtained
before that subject takes part in the study (see 45
CFR 46.116 and 21 CFR 50.20, 312.60, and
812.100). If the
responsibility, the

investigator delegates this

responsibility  should be
delegated to an individual qualified by education,
training, and experience to perform this activity.’
Whether part or all of the eIC process takes place
on-site or remotely, the responsibility for obtaining
informed consent remains with the investigator and
the study personnel to which responsibility has been
appropriately delegated. The investigator cannot

delegate authority to obtain informed consent to the

electronic system.

WFFEFRF L, I RE DBRICBINT 5
ANZIERNCH R 2 A 7+ — AR -
& REFICG DR EAZ A D (45 CFR 46.116 K&
21 CFR 50.20, 312.60 }2 T} 812.100 £ 18), #f
WEIMEHEN ZOBEMLETLT 56, £DE
R, EBFITEIT O 2D OEE . FI&L 0%
BafaT 2K REANCREINDRETH
% 9, elC 7ut 2D ILAHNEL XX
BRI TITON LN E ) DThrbod, A
V7 — A Rearty MBS BT T
Fehti B NN BT S NS F I H
5o IR EE T, A7+ —LR-artr
NEGLMEREE VAT DIEETDH &
ILTERW,

o SN LV

The consent process may take place at the study site
when both the investigator and subject are at the
same location, or it may take place remotely (e.g., at
the subject’s home or another convenient venue)
where the subject reviews the consent document in
the absence of the investigator. The ¢IC materials

may be provided for both on-site and remote access.

A7 v Ak, BF9E S0 5 e B T4 52
M FE DSFGERRE & RS T 586 b i,
PRI (1 20X BFFERT S O B X OAR
B O XWGED I2RBW T B e S AR
MEH DWW E Z ATRIELEZ RN 255
Ab b5, B OO 712 eIC EEH HE
fkxns56 655,

If the entire process takes place at the study site, the
study personnel can personally verify the subject’s

identification, review the eIC content, answer

elC 7" 1 & 2 DO— bk % hF 7T 5 0 = R B
ICBWTIT ) 6. BFZEH Y E 1L H 2 C. iF5E
KH&E OB LR, eIC WA DOHeEd. EEHES

é%%% Bt &

questions about the material, have follow-up | TAEM~DEIZE, 7+v—7 v 7O LA
discussions, and witness the signing of the elC. W, elC BASDINHLENWEIT) T ENTE
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BZLib-113 _FDA eIC r0.1.docx



U.S. FDA Guidance for Institutional Review Boards, Investigators, and Sponsors

Use of Electronic Informed Consent Questions and Answers

No. BZLib-113

If any or all of the consent process takes place
remotely and is not personally witnessed by study
personnel, the electronic system must include a
method to ensure that the person electronically
signing the informed consent is the subject who will
be participating in the research study or is the
subject’s LAR (see 21 CFR 11.100(b)). Examples
of various methods that could be used include
verification of a state-issued identification or other
identifying documents or use of personal questions,

biometric methods, or visual methods (see Q7).

[FE 7 v 20— T T X THERTITH
o, BFZEH S NEBICSL B2 X WA, A
VI =LK arty NMIEFOICELT
LF BRI SINT DR RE RN L%
DIEENRFANTH D Z & 2ARFET D HiENE
T AT LI D> TWARITHIE R S 728N
(21 CFR 11.100(b) Z/), £ D7I=DITITHk~ 72
FEDMERFRETH L3, Bl & LT, MTH
TSN g it EEO T LR T 57129
DILEDRGIE, B AR 7 ERIOFI A | ARG
WX AR, BRUZ X 2R (Q7 &) Mz
JFohs,

For Research Under the Sole Authority of 45 CFR
Part 46

OHRP recognizes that it may not be possible or
necessary for all types of research covered by 45
CFR part 46 to verify that the person signing the
informed consent is the subject or the subject’s LAR
who will be participating in the research study.
OHRP encourages investigators to apply a risk-
based approach to the consideration of subject
identity. For example, social behavioral minimal
risk research will not typically warrant such
verification. In addition, informed consent may be
waived for minimal risk research meeting the

requirements at 45 CFR 46.116(d).

45 CFR Part 46 =1 ICHE 5 W7 D4

OHRP (%, 45 CFR Part46 [ CIT7oi1 59T
DO FEIZIB N, A T — L R ar
T MIBAT LEPERICSINT 5 TED
WFFEt G AT Fext G DIEERPEANTH
HZEEMRET D2 EIIARARETHY ., £-
VBT EFEFR LTV 5, OHRP 1, fifF%E
FMaE TRt U, BFFERTSRE O B SRS D it
IV A _R=2T7 Fu—F 2@+ 5 L9
BEh 9%, Bl 213, ASATERYR /N Y A 7 WF5E
X, —RBICIX IO X ) BRGEE L E L L
WTHAH D, SHIT, 45CFR46.116(d) DEf:
2T B/ N A7 BFRICOWTIR, A7
F—AL R arvr FbRRINLGTHAD,
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U.S. FDA Guidance for Institutional Review Boards, Investigators, and Sponsors

Use of Electronic Informed Consent Questions and Answers

Q3. How and when should questions from subjects be answered?

Q3. W E L DBERICITVD, EDXHITEZT-H L

Whether the elIC is obtained from the subject on-site
or remotely, the eIC process must provide sufficient
opportunity for the subject to consider whether to
participate (see 45 CFR 46.116 and 21 CFR 50.20).
The investigator should have methods in place to
ensure that the eIC process allows subjects the
opportunity to consider whether or not to participate
and to ask questions about the study before signing
consent as well as at any time during the subject’s
involvement in the research. This may be
accomplished by in-person discussions with study
personnel or through a combination of electronic
messaging, telephone calls, video conferencing, or a
live chat with a remotely located investigator or
study personnel. When live chat or video
conferencing is used during the elC process,
investigators and study personnel should remind
subjects to conduct the eIC discussion in a private

location to help ensure privacy and confidentiality.

elC B, HEREH L TH LN DIThH Db
53, elC 7 r v AITBW T, MFERSE Ik
LT, ZMT50E 9 hERetd 57-00+5
IR AR L2 T T 5720 (45 CFR
46.116 K& T* 21 CFR 50.20 M), #FFe3 ki
X, elC FrtE ZRITB VT, BIZERSE I L
T, WFERICBINT D008 5 D E R DS,
B ONAE SCE B A AR S s iF 781
DWTEMT 2 %E 52 5 R AT H0E
VBbb, THEFEBTLHEE LTL, gl
WELFHTOFE LAY, BEfFAvE—, &
A, 7 LB, XLERICEE S AL
FEF P Y B L DTA TF v v b3d D,
elC 7’r R IZBNTIA 7T ¥y b7 L E
DM T 256, e FEME IR S
X, TIAN—ORENE IR T D7D,
TT A= N GETCelC Wik A IR T D X D
X GFCER AT RETH D,

Subjects should be given a description of how and
when they will receive answers to their questions,
and they must be provided information on how to
contact an appropriate individual for pertinent
questions about the research and their rights and
whom to contact in the event that they sustain a
research-related injury (see 45 CFR 46.116(a)(7)
and 21 CFR 50.25(a)(7)).

WFFER G, BRIASDOREZERED XL ST,
WOITOND T 2 0E R "B D, £2, o
ZEIZ BT 2 E oMt G ORI BT 2 &
DUV TE e Y F s 2 B D ik, &
7o, WFFEIC RS D5 E 2 R o 7256 Ok e
IZOWNWT O HAZRRME L2 0 nid7e 570 45
CFR 46.116(a)(7) }T*21 CFR 50.25(a)(7) &
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Use of Electronic Informed Consent Questions and Answers

No. BZLib-113

Q4. What steps may be taken to facilitate the subject’s understanding of the information being

presented?

Q4. BIEMREPRRSINDFEREZEM T DL ITT IO EDE > RFIREBATZD K

W2

To assist the subject in understanding the material,
the eIC may use interactive electronic-based
technology, which may include diagrams, images,
graphics, videos, and narration. The eIC should be
appropriate for the intended audience, taking into
consideration the subject’s age, language, and

comprehension level.

et N ER 2 L 0 K <HEfFT 5720

2, eIC Tk, #A 77 Th, Wi, 777
4T A ETA, FlL—varEEha s
B 50T 4 T RET_—ADOF &R T
%o elC X, WA OFln, Sib. PR
LULZ BB LT, M REICE - Tillib)
BRbDEFTRETHD,

The eIC may contain various methods to help an
investigator assess the subject’s understanding of
the information being presented during the eIC
process. For example, the eIC may include optional
questions at any time during the eIC discussion that
can be used to help educate the subject about the
information presented, as well as assess the
subject’s understanding of the informed consent
materials. Such optional questions and other
methods may be used as tools to gauge subject

comprehension of key study elements and highlight

elC 7' 1 & A TR SN D THE R~ DR
F OPRESE & I NI CE D K 5 7
FERM elC IZITHESNTWD, filziX, elC
DRIV DO THIEEOEM % 2 Lkt Z
ENTE, ZHUT KV IR SN D ERIZON
TOWFERE OHRP T & &b, A~
T g —5 K artr NERHTT D RFGERT
REDOHMBEZFMT 2L TED, 20D
X RMEBEOERCOFIEIC LY gD
IR OV T ORI R O BRI %
HIO | FFERGFIIKT L TEDR I E S BIC

g%%; Bt &

areas where the subject might need further | #iBH - FHER L72 6 LW ONEAMEICTH 2 &
explanation and discussion before signing the | 23 T& %,
informed consent to enter the study.
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Use of Electronic Informed Consent Questions and Answers

No. BZLib-113

QS. What steps may be taken to convey additional information, including significant new findings, to

the subject during the course of the research?

Q5. FEDEF THRMNEHE L, FEREREOEBMEREZEAD7=DICED L S 2FIEEZE

ANIZD XD H?

When appropriate, the eIC must contain a
statement that significant new findings developed
during the course of the research that may affect to
the subject’s willingness to continue participation
will be provided to the subject or the subject’s
LAR (see 45 CFR 46.116(b)(5) and 21 CFR
50.25(b)(5)). If an update or amendment to an eIC
is necessary and could affect the subject’s
willingness to continue participation in the study,
the eIC process must provide sufficient
opportunity for the subject to consider whether to
continue participation (see 45 CFR

46.116 and 21 CFR 50.20). If the eIC is updated or
amended, the subject should be given sufficient
opportunity to ask questions about the amended
contents (see Q3). In such cases, the subject or the
subject’s LAR must sign the amended eIC before
the subject continues in the study (see 45 CFR
46.117(a) and 21 CFR 50.27). OHRP and FDA
regulations permit the flexibility of using
electronic and paper informed consent methods
independently or in combination throughout the
course of the study. Thus, amendments to the eIC
do not need to be electronic in nature and can
instead rely on more traditional means, such as
paper-based amendments or postal mail, for
conveying and transmitting the information to the

subject (see Q1).

WFFERI G DSk D B I8 % K IET
FIREMED &> 2 EE THITZ 7238 ROSFSE D e
THTEHA. NEIDE U THERSHE X
IIWFTERT G OIEERBLANCRAET 2 B OR
W% elC IZE DT ITR 5720 (45 CFR

46.116(b)(5) &Y 21 CFR 50.25(b)(5) &),

elC ODFEH IMEERME L o7&, %+
AUDMIFFERT G OB FE~D SNk D& I
WA RTTAREMER S DA, elC 7 utk
ANZEBNT, BNzt 5008 9 ha gt
T D7D+ 7o S R TR L
PRF AU B 72\ (45 CFR 46.116 K1Y 21

CFR 5020 ZM), eIC 2 HEH UIMEIE Sz
L. BIESNTARICHOWTERMT 5+
IR ERGE G2 H5ETHD (Q3
ZH), ZOX D RGE. WIESE ST
KFRE OEERIENIL, WFIERE DFE %
WL T D RS, GET STz elCICBEA LT
AT 5720 (45 CFR 46.117(a) }2 0821 CFR
50.27 M), OHRP & OF FDA OHHITIX, #F
ZEIMZE U T, elC KUMED A > 7 +— A
K-zt FEBMIZERT 52, 0P
B IMIONWTITIEIMEZBO TN D, it

T, elC Z#EIET 5 & XTI T LHETH
ThDHMETR L EAR—ADEIESE

% R VABKN 7 55 O TR A BFZE T
GEVREE - BT DHZENTED (Q1 5
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o
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U.S. FDA Guidance for Institutional Review Boards, Investigators, and Sponsors

Use of Electronic Informed Consent Questions and Answers

Q6. How can electronic signatures be used to document eIC?
Q6. eIC DXLFEICEE L CTED LD ICEFELEZHND ZENTE LM ?

The procedure for eIC may include an electronic
method to capture the signature of the subject or the
subject’s LAR. OHRP and FDA regulations permit
the use of electronic signatures when written
informed consent is required. OHRP permits
electronic signatures if such signatures are legally
valid within the jurisdiction where the research is to

be conducted.

elC DFNADHF T, BRI RE I TERT G E
DIEERBNDBL G D T2 DICE T FiEL
W5 Z LR % %, OHRP J2 O FDA O #iHl

i, HEHICEDA T —L K artvr bR
VERGHICETEL T2 27T L
TW %, OHRP (&, WFZEHY SN S 412 Hltk Clk
HICHERTH 256, EFEAEZRBOTND,

For FDA-Regulated Clinical Investigations

FDA regulations found at 21 CFR part 11 set forth
the criteria under which FDA considers electronic
records, electronic signatures, and handwritten
signatures executed to electronic records to be
trustworthy, reliable, and generally equivalent to a
handwritten signature executed on paper (see 21 CFR
11.1(a)). In order to be considered equivalent to full
handwritten signatures, electronic signatures must
comply with all applicable requirements under 21
CFR part 11.!° The electronic system must also
capture and record the date that the subject or
subject’s LAR provides consent (see 21 CFR
50.27(a)).

FDA 7389507020 T

21 CFR part 11 TE® % FDA OMflE, E i
gk, WONTE LRI INTEFBLLOF
FEELN, EHATE, BETE, MRS
NTeFEEEL L —HAIZFE%STH D & FDA
NEZ DR TED TS (21 CFR 11.1(a) &
), TRRFEZIBLEFAETHD LRARS
NAHTDITIX, BFE4IL 21 CFR part 11 10 3%
ST RTOWA AR 22 B 2 7= S 7 i v
BBV, £, BFUAT AT, IERSRE
XATHFFERI G OIEEREEADEE L B %
BfSL, fodk L2 ig4ud7e 5720 (21 CFR
50.27(a) ZH),

The regulations found at 21 CFR part 11 permit a
wide variety of methods to create -electronic
signatures, including using computer-readable ID
cards, biometrics,'! digital signatures,'’and user
name and password combinations. FDA does not
mandate or specify any particular methods for
electronic signatures, including any particular
biometric method upon which an electronic signature

may be based.

21 CFRpart 11 {2 R 6 5 HHITE B4 21T
DT ODIEFERTTiEERO TR Y . £DOHIEIC
X2 Ba—# THtAiD /R ID 71— K,

NAFARNY AN FOLLVEL 2 a—W
% LA T — ROMAETOFHA%ENH S5, FDA
X, ETBAIMEONDSAFANY 7 AD);
W EBABA DT ORFED LA RE Lz
VIRELTZD T2 5D TR,
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Use of Electronic Informed Consent Questions and Answers

Electronic signatures based on biometrics must be
designed to ensure that they cannot be used by
anyone other than their genuine owners (21 CFR
11.200(b)). Therefore, suitable biometrics should be
uniquely identified with the individual and should
not change with time. In addition, electronic
signatures based upon biometrics are accepted
provided they meet the requirements found in 21
CFR part 11 (i.e., they must contain pertinent
information associated with the signing (see 21 CFR
11.50(a)); they are subject to the same controls as
electronic records and must be included as part of any
human readable form of the electronic record (see 21
CFR 11.50(b)); and they must be linked to their

respective electronic records (see 21 CFR 11.70).

NAFA NI 7 RZESSETBRIT. FLb
INARY DA ELSNDOFIZ L - THEA 20
ZEEMREET D L O ICEREF SR RIT TR 672
VY (21 CFR 11.200(b)), TIEO“C W22 8 A
ARV 7 AF, AANE—RISHENSNDHRET

\ﬁ%&&%CQM?&%@@&woé%
KzﬂﬁRmnHK%%ﬂé%#%ﬁtLTV
AUIANA FA DY 7 RS BETBELEZFA
THZEWTED, (Thbb, B4ICHET
% BEE R Z G E e huE e 57220 (21 CFR
1um@£%) TP RLER & FRRICE B S 1,

RLEk A NSBED DI E LTCBRICE D—EB
&szih&ﬁﬂ@&%&w(mam
11.50(b) ZHR), F£7=, Thbid, #4758

FRLERIZY 7 ST UEe H720 (21 CFR

11.70 ),

IRBs, investigators, and sponsors should consider
such issues as how the electronic signature is created
and whether the informed consent or permission
document can be produced in hard copy for review
by the subject upon request. IRBs, investigators, and
sponsors may rely on a statement from the vendor of
the electronic system used for obtaining the
electronic signature that describes how the signature
is created and that the system meets the relevant

requirements contained in 21 CFR part 11.

IRB, WFFEEE#H K OWFERIEE X, ED X oI
B EBLEAT O, R RE DERITGE L TA
Y7 —h K arky FULFFEEICET S 0E
DB AYEZ DI T X 220 FORBZ MF L T
BLR&ETH D, IRB, WFZEENHE &K OWF5E %ﬁ
Fix, EFEL TG T 2EF AT LOHEH
Mo, BAFE, &@yx%Aﬁmcmpmn
OBIEEA A2 LT D 2 & &2l 2 b
ZAFL, AL TS Ly,

A copy of the informed consent must be provided to

the person signing the form (see 21 CFR 50.27(a))
(see Q9).

AT —L K arty hofE T, RIS
£ LT ICES 2T L7 5720 (21 CFR
50.27(a) ZH) (Q9 ZHR),
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No. BZLib-113

Q7. What methods may be used to verify the identity of the subject who will be electronically signing

an elC for FDA-regulated clinical investigations?

Q7. FDA Bl F DAL T elC I\ZE FHINZEL T DIFERRE OF el ED L 5 7 FiEa Aoy

[EAY/E

Compliance with the requirements in Part 11 is
meant in part to prevent fraudulent use. Therefore,
the regulations found at 21 CFR part 11 require
that an organization verify the identity of an
individual before it establishes, assigns, certifies,
or otherwise sanctions an individual’s electronic
signature or any element of such electronic

signature (see 21 CFR 11.100(b)).

Part 11 ZL{F 23873 2 BAYIZIL, RIEMEHD
Bhlk & Ehbd, 6> T, 21 CFRpart 11 (25
LI DHMNIE, ETFEL XTETELDESR
Zffesr, BoAn, RERASEIZ L0 A OFIH 27
D AHENT, FFEPAEANOH STLEREET S Z &
ZHERLTUW5D (21 CFR 11.100(b) &),

FDA regulations do not specify any particular
method for verifying the identity of an individual
and accepts many different methods. For example,
verifying someone’s identity can be done by using
information from some form of official
identification, such as a birth certificate,
government-issued passport, or a driver’s license.
In addition, use of security questions to confirm an

individual’s identity can also be considered.

FDA HifillL, ADH TE RS D7D DS
EIXFRCHE L TR LT, fkx e hlEsE=T
ANTW D, BIZIE, HARERAE, BUFRT
D/RAR— I BIARFFRESE, 150 1EX
72 B Sy E O A T U s o & R
THIENTED, BT, BuziRT 5
el Xa V7 1 EMEFEHT L2 L0
MLTHLENTHA D,
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Q8. What special considerations should be given to the use of elC for pediatric studies?

Q8. /NEBFFEIZ elC 2 W\ D56 O EFIHIC

T3 & 57> 2

The eIC process can be used to obtain assent from
pediatric subjects (when required) and parental
permission from their parent(s) or guardian. The
general requirements for informed consent, found
in 45 CFR 46.116 and 46.117 and 21 CFR 50.20,
50.25, and 50.27, apply to parental permission, in
addition to the requirements for permission by
parents or guardians and for assent by children
found at 45 CFR 46.408 and 21 CFR 50.55.13
Therefore, parental permission may be obtained
and documented using the same elC procedures as

would be used for informed consent.

INEBFZER R E NS DT kWL (a7
5. ROBSUIREE D OF AT 55T

OIZelC 7B AEZHNWAZ ENTE D, Bl
MIIREE LD R E DTS b
DEL 131X 45 CFR 46.408 & 1) 21 CFR 50.55
WZEDHILTND2S, E5HIZ45CFR 46.116
OV 46.117 3 TNT 21 CFR 5020, 50.25 } X
5027 IR GNDA T H—L K3 B
DA B S B OFFICEE S b, 1E-o
T, A7+ —LbLKartrhEELeelC
FheE 2O TBOFF 2 IG L, CEbT
HZENTED,

[FR7:] assent |% 45 CFR 46.402(b) T, &
HOFWEETH Y, HIZRFLARnWZ & T
TV EREINTEY, TFEE] &XB9
L2 (7 k) EERLT,
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No. BZLib-113

Absent a waiver of the assent requirement (see 45
CFR 46.408(a) and 21 CFR 50.55(d)), ora
determination that assent is not necessary (see 45
CFR 46.408(a) and 21 CFR 50.55(c)), the IRB
must determine that there are adequate provisions
for soliciting the assent of children when, in the
IRB’s judgment, the children are capable of
providing assent (see 45 CFR 46.408(a) and 21
CFR 50.55(a)). When approving an eIC assent
process, an IRB should consider whether the
capability of a child to assent may be affected by
the method used to obtain and/or document child
assent. For example, if assent would otherwise be
required, the method used to obtain eIC assent
should not impede the child’s capability to provide
assent. The language and presentation of
information must be understandable to the child. In
addition, when the IRB determines that assent is
required, it must also determine whether and how
assent must be documented (see 45 CFR 46.408(e)
and 21 CFR 50.55(g)).

Ty MIET LB RER S R WSS

(45 CFR 46.408(a) & (}21 CFR 50.55(d) #%
Y, UIT ' PR L T E WG S
(45 CFR 46.408(a) & (}21 CFR 50.55(c) #%
), RBELTHELTLRT Y MERT
RN H L LD N7 BIE, IRBIX,
EbTbOT7 vy RO DHT-OOET) 705
D> TS Z &2l LT hid7e 672
U\ (45 CFR 46.408(a) K Tr21 CFR 50.55(a) %
ZH), IRBNelC D7 v haEL7utk A
BRI DR, TRy FERERD (X))
XET DFUERTFELDOT Y N ETRTHE
NNCEBEE G2 DAREERH D Z & 2BET
RETH D, FIZIX, TR IRERIND
BE., elCICL ATy NaB5HEIL, T
EboT vy NERRT ORI EY TS HD
ThoTT by, Ritsns) FHo
SEEBWVWERRTIER, FELPEMTED
HLOTRIFIUE R BR, 2, TRy ¢
ZoRIND LMW LA, IRBIZT &
VhEXETENE I, FEDLIIC
LEALT DM HIRE L UL 72 570 45
CFR 46.408(¢) XU 21 CFR 50.55(g) ZF#),

For FDA-Regulated Clinical Investigations
Depending on the method of identity verification
used to satisfy the regulations in 21 CFR part 11
for electronic signatures in FDA-regulated clinical
investigations, a child may lack the documentation
necessary to verify their identity for the purposes
of preventing fraudulent use of electronic
signatures (e.g., driver’s license) (see Q7). If so,
depending on the clinical investigation, it may be
reasonable for the parent to initially document the
child’s assent, which can then be verified when the

investigator first sees the child.

FDA 23589 35750220 T

FDA HHITDHEICB T 2 BEFELEZTED
% 21 CFR part 11 TlI&H o a RO TN 5D
N, TOFECL->TUL, FELRNEFBLOD
RIEME 2B IET 2 720 O B STl S B 73
CE (B ZTEERTRRE) (Q7 ZHR) 8o T
WRWGE DD Do T DEE WFZEIC Ko T
BAONCHENFE LT P2 LENLLTE
&, ZD%, MIRFERE DT L b AN L
LT EICEDZ EHMGEET D2 ENRYT
bHLEZLND,
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Q9. Should subjects receive a copy of their eIC and have easy access to the materials and information

presented to them in their eIC?

Q9. WFZERIRE T eIC D a B —Z T RE ), £72 elC 1T L TR SN BB Il HIc T 7

TATEALLDITTREN?

Yes. HHS and FDA regulations require that the
person signing the informed consent (i.e., the
subject or the subject’s LAR or the parents or
guardians of subjects who are children) be given a
copy of the written informed consent form (45
CFR 46.117(a) and 21 CFR 50.27(a)), unless the
requirement for documentation of informed
consent has been waived under 45 CFR 46.117(c)
and 21 CFR 56.109(c)). Although FDA regulations
do not require that the subject’s copy include a
signature, FDA recommends that a copy of the
signed informed consent form that includes the
date when the eIC was signed be provided to the

subject.

ZOEY Th D, HHS O FDA O TIEL,
AT F—bRarvy MIBALEE (T
7o BFZER R IRt G 38 O 1L E B
AN L IR SE RN T Th 255112
OB UIREE) ITH LT, AT+ —L K-
arykvryhOabv—%525Z RO TH
% (45CFR46.117(a) & 121 CFR50.27(a)), 7=
72 L. 45 CFR 46.117(c) %21 CFR 56.109(c)
WCBWTA v 7+ —Ah Feartr ho3rEl
BT 2 BN RBR STV D EEITERL,
FDA OHIHITIX, BAFEHDA T H— LR
aky hOa RN RF I T RIS
BANEZEN TN TH XNV, elCIZE4
LizAftE2EDD L EHREL WD,

The copy provided to the subject can be paper or
electronic and may be provided on an electronic
storage device or via email. If the copy provided
includes one or more hyperlinks to information on
the Internet, the hyperlinks should be maintained
and information should be accessible until study
completion. Note that if the eIC uses hyperlinks or
other Web sites or podcasts to convey information
specifically related to the research, the information
in these hyperlinks should be included in any

printed paper copy, if one is provided.

st BF IRt SN s a v —IIKTLET
TH L, R EE LT, B niEE
ThlWniL, EBFA—LTHLW, #itsh
Lav—Z, £ ¥ =3y b EOFEHRA~D 1
DLLEDNANR=Y I PREENT VDY

By ANV 7, ENTETTLHET
HEFFL, 77 BAWREICL TR LERH

%o elC THAANR—=V 7 X Fho T =74
A FUIIR Y R 2 M2 LRI B
LIEREIZ 256 T b LA SN/
ab—ERMT 0 THIUE. ZhbD A
W=D 7 RDIFRERO A —IIEZDL T
&
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Q10. What steps can be taken to help ensure privacy, security, and confidentiality of the eIC

information?

Q0. eICTEMD T T A N — X a VT 1, WEMLZHIMHRT D720DIITED K 9 72 FIAZ H

ATZH K

For FDA-regulated clinical investigations, the
electronic system that supports the eIC must be
secure with restricted access (see 21 CFR 11.10
and 11.30) and should include methods to ensure
confidentiality regarding the subject’s identity,
study participation, and personal information after

informed consent has been obtained.!*

FDA OHLHI T TIThoi 248 TlL, elC &
R—FTDEF AT AE, 77 & AHIR
(21 CFR 11.10 X TV 11.30 &) Shi-, &
BRLOTRITNIE 6T, 41 74— A
R arty NGH#IZ, THEdRE DL
Je. WFESINOHFE EAFEHRIZE T 5%
PZ R T 5 HEE A TB LERDH D

14

o

If the entity holding the subject’s personal
information is a covered entity under the Health
Insurance Portability and Accountability Act of
1996 (HIPAA) (Public Law No. 104-191)"3 or
acting as a business associate of a HIPAA-covered
entity, the requirements in the HIPAA Privacy,
Security, and Breach Notification Rules apply (see
45 CFR parts 160 and 164). For example, the
subject’s information within an electronic system
must be encrypted, unless the entity documents
why encryption is not reasonable and appropriate
in their specific circumstances and implements a

reasonable and appropriate equivalent measure.

WG OB NG B A PR A D F D,
1996 - HIPAA (Public Law No. 104-191)"> @
B REERTHS5E. T HIPAA
MHREFEEROEY EOBRE THLHA.
HIPAA @ Privacy, Security, and Breach
Notification Rules O Z 42338 FH S 415 (45
CFR 160 }x O} 164 2 &/, Bz, BT A
7T LANOBIERIRETE BIIRE b S hziTh
TR b0, 2720, Kb 2 2 LR
B ORNEY TH oM 2 EH L, A8
BN B 72 [F) 5 O & FEhi 3~ 2 A id,
ZDIRY T2,
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Q11. Can HIPAA authorizations for research, which are frequently combined with informed consent

documents, be obtained electronically?'

Qll. A7 H—LF+artr hxELHHIC

TFHIIAFTE 57216

REF) 3752 LD, 95~ HIPAA #F Al I35

Yes. HIPAA authorizations may be obtained
electronically, provided that the signature of the
subject (or the subject’s personal representative) is
a valid electronic signature under applicable laws
and regulations.17 The Electronic Signatures in
Global and National Commerce Act (E-Sign Act)
(Public Law 106-229) addresses what constitutes a
valid electronic signature and provides that a
signature may not be denied legal effect because it

is in electronic form.

ATCH D, WERHERE CUINTERSE DR
FEN) D4 D3 LK OHL o~ THEh
BT ELTHLHEITRY . HIPAAFF ] &8
FHICHAFTE 5 7, Electronic Signatures in
Global and National Commerce Act (E-Sign Act)
(Public Law 106-229)i%, % & - CHZh/E
TEBH LT D0 EED, BEFEATHLI L
ZER IS EA OIERIRN NI E SN LD
BEL TV,

The HIPAA Privacy Rule requires that when a
covered entity seeks an authorization from a
subject (or a subject’s personal representative), the
covered entity must provide the individual with a
copy of the signed authorization; this requirement
also applies where a HIPAA authorization is

obtained electronically.'®

HIPAA Privacy Rule (%, HIPAA xf& 530K
Tkt gt CUIFFEX G OREEN) 225
KRZROTGE. B SNTAROa e —
YNSRI L TR s 2y, EE
HDTND, ZOEME, EFHIC HIPAA FFA]
EEATAGAICLEASRD S,
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Q12. What eIC materials should the investigator submit to the IRB?
QI12. WFIEFEHE 1L E D elC EE % IRB IZHEH T &0 2

The investigator should submit to the IRB copies
of all forms (electronic and paper forms) and
informational materials, including any videos and
Web-based presentations, which the subject will
receive and view during the eIC process. The
investigator must obtain IRB approval for any
subsequent modifications to the study-related
information, whether electronic or in hard copy
(see 45 CFR 46.109 and 21 CFR 56.109). OHRP
and FDA recommend that an investigator discuss
plans for using eIC with the IRB before finalizing
development of the eIC to ensure that the IRB
agrees that such a format may be used for the
applicable research for obtaining informed

consent.

WFeEhiAE L, T TOEL FEFER LK
HX) oav—, KOWFEEASREN IC 7 1
EAPIZZELTHET S Th A 5 HHRER
(EFFRWeb XR—2DFLE L F— g
ZEte) % IRBICIRHT D2 MENRH D, MR
FHiE L, BT THAH Ln—RKar—7T
bAHH L, ZTORIRAET HHRICEET S
HEWA~DEF|ZOW T IRB AR E2E72 Tt
72 5724 (45 CFR46.109 & X 21CFR 56.109 %
%) , OHRP & FDA (. HWFZE32fE & )3 elC
DBAFEZ 5T T DR, elC ZAE 9 % 51
IZOWTIRB EFE LAV, SakhfZETA 7
F—L R arty hEGDLIZDIT elC &
M3 52 LICIRBRREET D Z & 2R LT
B EEHERET 5,
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Q13. What are the IRB’s responsibilities in the eIC process?

Q13.eIC 7' uk RIZHIT 5 IRB OFEALIIA) 2

HHS and FDA regulations require that an IRB
review and have authority to approve, require
modifications in (to secure approval), or
disapprove all research activities covered by the
applicable regulations (see 45 CFR 46.109(a) and
21 CFR 56.109(a)). A critical part of this
responsibility is for the IRB to ensure there is an
adequate informed consent process that protects
the rights and welfare of subjects participating in
HHS-regulated research and FDA-regulated
clinical investigations (see 45 CFR 46.109(b) and
21 CFR 56.109(b) and 56.111(a)(4)). Therefore,
the IRB must review and approve the eIC and any
amendments to the eIC that the subject will receive
and view (see 45 CFR 46.109(a) and 21 CFR
56.109(a)). The IRBs must maintain and retain
copies of materials that have been reviewed in
accordance with 45 CFR46.115 and 21 CFR
56.115.

HHS X U FDA ORHIZESETIE, 32243 581
HIORIG & 7202 5T OFEEENZ SOV T,
IRB2ALE=2—L, K, (KRBDTDD) &
BELR, UIERBEAITOHERE RO Z L &2 0E
HTU 5 (45 CFR 46.109 (a) K% 121 CFR
56.109 (a) &) , ZOE(EOEERESY
I%. HHS Hiill OMF7E & O FDA HLiil OAF5EC
SN D WFTERGE ORI & @A A RS 5
SR TI PAS VAP SN N SVl N e s o7 8
WhHZ L aMIITTHI L THD (45CFR
46.109 (b) %21 CFR % £[) 56.109 (b) &K
56.111(a)4)), Tt~ T, IRB (%, AFZERILE N
ZHY , BET S THA D elC K elC ~
DEEZ LV E2— L, KR LRTIUIR L2
VN (45 CFR 46.109(a) J T 21 CFR 56.109(a)
# 2 M), IRB L, 45CFR46.115 } ¥
21CFR56.115 12> T L B a— SN & R
I B HERE - R LT UE e D,

The IRBs should also review any optional
questions or methods used to gauge subject
comprehension of key study elements. The IRB
should also review the usability of the eIC
materials to ensure that they are easy to navigate.
If the program uses hyperlinks to convey study-
related information, IRBs should review the
contents to which subjects are referred in order to
determine if the study-related information that has
been supplied is accurate and appropriate. Because
Web sites are often modified over time, IRBs must
maintain the version of the Web site information
that contains the study-related information that the
IRB reviews and approves, either electronically or
as a hard copy (see 45 CFR 46.115 and 21 CFR
56.115).

IRB /%, WFFExI 58 OWFED EFRBFRIZD
W COBRIEZRET 272 DIEH S AT
BOEMRFEL L 2—T 3 0ERH S,
IRB (%, elC BN T I L E 22—
L., TEZFA—=FLOT W 2R T D H0E
WD, 71T LR R A RET
BI=OIANA =Y 7 2T D854,
IRB I%, #FFExtRE NSRS 5 NE % iR
L. 2t S 7-wF7ERE s s IEfe Tl b) T
HHINE D IPEYIMT HMENHDH, Web Y
A MR ORI & & BICTERIND Z LN
272w, IRB L, WFEREE A a2
Web A MEHD I H, IRBNA L E 22— - 7K
WLTNN—Va v EEH I — Kae—
ELUTHERFL 22T U 67220y (45
CFR46.115 }2 T} 21CFR 56.115 % &),
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Q14. What eIC documentation does FDA require for submission with applications?
Q14. FDA ~DOHFERFZHEH R D H D elC SCEIM 2

Investigational new drug application (IND)
regulations do not specifically require submission
of informed consent documents to FDA as part of
an IND application; however, the Center for Drug
Evaluation and Research (CDER) and the Center
for Biologics Evaluation and Research (CBER)
may request submission of the informed consent
form for review!® under certain circumstances
(e.g., when unusual known clinical toxicity is
associated with the study drug or class of drugs;
when the study population is particularly
vulnerable; when the clinical investigation has
significant potential for serious risks to human
subjects; or for a postmarket safety clinical trial,
required under section 505(o) of the Federal Food,
Drug, and Cosmetic Act (FD&C Act)? to assess a
serious risk).?! Although all informed consent
documents used in FDA-regulated clinical
investigations must be reviewed by an IRB (see 21
CFR 56.103), there are situations in which CDER
and CBER review of an informed consent in
addition to IRB review is particularly important to
determine whether a clinical investigation may

safely proceed under 21 CFR part 312.

Investigational new drug application (IND) i
TiX, IND HFEO—HE LTA 7 +— A
K« atr FCGES FDA IZRRNT 5 2 & 1%
FRIZESR LTy, 72720, CDER K TY
CBER %, FFEDIRBLT (B A1X, FH 728k
D ERIR TR T FEREC TR B L Tu
L6, WHERIGERI DRI M8 Th 5 5
A DRI BB I TRA IR ) A7 & b iz
LI ATREMED @V A U TR D A
B A RBRICEB VT FD&C At X D7 v g v
505 (0) (ZHADEERAN 72 A7 ol 555
B F) BT, LE2—DE)ITA 7
F—bL R artry VERORBEZRDD P
Y3 %, FDA Hiffil N CHEM SN DHHFET
FHENDTXTOS T+ —AL Rk
Y FUEIZIRBICE - TCLEa2—&SNRITH
I£72 5720 (21 CFR 56.103 2 & [0) 23, #F%E
23 21CFR Part 312 (23N TLRITHEA T
HE D AT H7-DIC, IRB L E 2—
{2 % C CDER O CBER |21 % L B 2—A%
FRICHE L 2 DR B D,

Investigational device exemption (IDE)
regulations state that IDE applications must
include copies of all forms and informational
materials to be provided to subjects to obtain
informed consent (see 21 CFR 812.20(b)(11)).
When FDA approval of an IDE application is
required, a sponsor must not begin an investigation
until the IDE application and informed consent
materials have been reviewed and approved by

FDA (see 21 CFR 812.20(a) and (b)).

Investigational device exemption (IDE) #iii| T
X, A1 74— K arter TS
7o OITHFE R IRt S 5 TR ToFEX
EEWEEID 2 ¥ —% IDE HigIcEa b iTh
X722 5720 EEDH TS (21 CFR 812.20
(b)(11) ZZHR), IDE HFEIZx LT FDA 7GR
RO BN TWD YA, FDA 25 IDE HigE & A
YT F—ARearktr bERELE LK
OVKRT 2 £ T, WFEKIEF IR 2 B4 L
TIE72 5720 (21 CFR 812.20(a) &} (b) %
Z ),
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The sponsor should submit to FDA the same eIC
materials that will be presented to subjects to
obtain eIC for their participation in the clinical
investigation. For example, as part of an electronic
submission to FDA, the sponsor should submit
copies of all forms and informational materials
including any videos, Web-based presentations,
hyperlinks or other Web sites or podcasts that are
used to convey information specifically related to
the investigation. The sponsor should also submit
any written information related to the clinical
investigation that is provided to the subject on
paper. Hyperlinks or other Web sites or podcasts
containing incidental information not related to the
clinical investigation need not be submitted to
FDA. The eIC materials should be provided in an
electronic format acceptable to FDA, on an
electronic storage device, or as a link to the eIC
Web page that is accessible to FDA for viewing

these eIC materials.?

WFFRARAEE 1L, FES IO elC 2 BS3 57
DITHIIERRE IR 2D LA U elC &k}
Z FDA IR T 2 ERH D, Bl AF
ZJERAEF X, FDA ~DETHFEO L L
T, WIEICRRICBE T D ME(niET 5720
WHEREND H DA OERZ T
LHMLENRD D, O Vol AL OFHRIC
X, B F, Web_X—2DF Lo F— g
V.= T FDOMD Web T A kX
IRy FEvy 2 IR EEND, Fo, WFEK
R L, AFFRIC BT D SCE IR E R 5
FIRTIREE SN D B O LRI T 2 LER B
%o WRIZBHMRD 2WNMERE G Te A 3=
V7 XAEZE DD Web A K LFKRy R v
A | % FDA IZHRHT 2 B2, elC Eh}
IX. FDA RO LE AT, B HhEE
IZE V., IXFDART 7B A LRBETE S
elC Web X—T~D VU 7 & L THRMET 24
ERH D 2,
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Q15. What steps can be taken to ensure the system archives the eIC materials appropriately for

FDA-regulated clinical investigations?

Q15. FDA Hifill FCHEM X DMt & L TR 2N L 2 IZT AT Al

72O ED L D I FIAZEFEATE D LV ?

lCERZT —HA T EHED

FDA regulations do not specify a preferred method
for archiving documents; however, the eIC process
should incorporate procedures to ensure that
electronic documents can be archived
appropriately and that all versions of the IRB-
approved elC can be retrieved easily. All
procedures must be in compliance with applicable

FDA regulations for electronic records.?

FDA Bl Tl, 3CEEZT—A 7357200
%E@ﬁ%i?ELTWﬁ% 7272 L. elC
Trat AL, EFXEEAEICT AT
L\mBﬁwﬁ&MC@ﬁmf@A—ya/
ZHEICHG X 5 X 9127 2 FIEAZ M AIA

DVERH S, TXTOFNET, Bk
BH9-2% FDA HHNCHERL L TV iF Ui 7e 572
vy 23O

Q16. What materials or documents will FDA require during an inspection?

Q16. FDA [IEZERICED X 5 2B IXEEZERT 50?2

During inspections of clinical investigation sites,?*
FDA regulations require that FDA be granted
access to records and reports made by the
investigator, including site-specific versions of the
elC, the materials submitted to IRBs for review
and approval, all amendments to the site-specific
elCs, and all subject-specific signed eICs.> These
should be available at the site either in electronic
or paper form. FDA reserves the right to review
the content of the eIC program or informed
consent document and the corresponding informed
consent of the subject or the subject’s LAR and the
signature of a witness, where applicable, along
with the date that the eIC was signed. Any updates
to the documentation should also be available for

review.

FDA #ifill%, WFICIMERRE DAL DR 24 (2
FEFEMHA T & o TYERL S L7z itdk e OV 3
ZFDADHETEL XL IICTHZ L ERkDT
W5, EO XD 7eFigk K OEEHZIL, elC D
MR E A D NN—2 g ) LE2— - K
DD (ZHRH U720k, IR S fti
z¢ﬁ@d€@¢&f®%ﬁm\&wﬁnﬁ
[ETLOBLHFEHFACE NEEND, Th
bk, EFRAITEERONT T, of
FEFMMIRE TIRALTEX D L HIC L TR ~&
TH 5, FDA X, elC 7077 LA XiZA 7
=L R arky hLEONE, eIC B4
H A DA o T WFFEt G AT FE R 38 Ok
ERFADA T —L R eartr b,
YT H50) MnFHEOEL, Ll Ea—T
LR ERT D, I, BE~OFTXTo
BH LRI TE D LI L TR LER D
Do

g%%; Bt &

27

% 0.1

BZLib-113_FDA eIC r0.1.docx



U.S. FDA Guidance for Institutional Review Boards, Investigators, and Sponsors

Use of Electronic Informed Consent Questions and Answers

No. BZLib-113

FAAE
No HEE FHFRC

1 | This guidance has been prepared by the Office | A4 A % > A% CBER & T CDRH D7)
of Medical Policy in the Center for Drug D &, CDER @ Office of Medical Policy
Evaluation and Research and the Office of S O Office of Medical Products and Tobacco
Good Clinical Practice in the Office of Medical | @ Office of Good Clinical Practice (= & ¥ %
Products and Tobacco in coordination with the | fii X417z, A H A % > AL Department for
Center for Biologics Evaluation Research and Health and Human Services Office for Human
the Center for Devices and Radiological Health | Research Protections & 3[R CIERL S 172,
at the Food and Drug Administration. This
guidance was developed jointly with the
Department for Health and Human Services
Office for Human Research Protections.

2 | Investigators are required to prepare and 5 5EhE4 1213 21 CFR 312.62 KO
maintain records as described in 21 CFR 812.140(a) T/R SN DHalEk% Ml L, Foék
312.62 and 812.140(a). Similarly, sponsors are | 95 Z & 23RO LTV D, [RIERIZHFSEHK
required to maintain records relating to an FAHE I 21 CFR 312.57 X UY 812.140(b) 17K
investigation as described in 21 CFR 312.57 SHIVDMZEICEE T HRiek A MR T2 Z &8
and 812.140(b). HEOLNTND,

3 | For the purposes of this guidance, eIC data KRITA K ANZHBNT, elCT—H L1,
includes the template and site-specific versions | eIC D7 > 7 L — k L 98 3 fii i 5% [E A D
of eIC, materials submitted to IRBs for review | /X—'3 >, L E o — « KGO 72D |Z IRB
and approval, all amendments to the template IR ESNDER, 77 b— N RO
and site-specific elCs, required informed FE itk [E A D eIC ~DFT X TDKET,
consent elements presented to the subject elC 7' 1 & X TV THFERT G [T fit S
during the elC process, and the electronic NoAr 74 =LK arky FOERED
signature of the subject, including the date 2B PR G IR DIEER
when the subject or the subject’s legally BN elC 24 LT Bt 72 L (B <)
authorized representative (LAR) signed the EREIND L DOEETe,
elC.
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No HEE FHFRC

4 | For additional information on subject WFIERI R B AR B3 2B IME HIZ >\ T
recruitment, see the guidance for institutional %, IRB R OMWIFEFE A [T DO A 2 A
review boards and clinical investigators Recruiting Study Subjects - Information Sheet
Recruiting Study Subjects — Information Sheet, | Z&MDOZ &, ZOH A X AL
available at http://www.fda.gov/RegulatoryInformation/Gui
http://www.fda.gov/RegulatoryInformation/Gui | dances/ucm126428 htm 7>H AFTX 5,
dances/ucm126428.htm.We update guidances | FDA [XEHRIICH A X A ZFH LT
periodically. To make sure you have the most Do WD TA X APEFNE > 0%
recent version of a guidance, check the FDA eI D 72T,
guidance Web page at www.fda.gov/RegulatoryInformation/Guidance
www.fda.gov/RegulatoryInformation/Guidance | s/defaulthtm 2 F = v 7452 &,
s/default.htm.

5 | Legally authorized representative (LAR) means | Legally authorized representative (LAR) '7'*]
an individual or judicial or other body ITEH SN DIED S & T, RS B
authorized under applicable law to consent on | fiAANDRD VIZFHR X BINCFRET S Z
behalf of a prospective subject to the subject’s | & ZFRAI SAV/MEN, FHEMES. oS
participation in the procedure(s) involved in the | % Eb9 %,
research (45 CFR 46.102(c) and 21 CFR [FRYE : SEERFEAER L, ]

50.3(D)).

6 | See also the draft guidance for IRBs, clinical
investigators, and sponsors Informed Consent
Information Sheet, available at
http://www.fda.gov/RegulatoryInformation/Gui
dances/ucm404975.htm. When final, this
guidance will represent FDA’s current thinking
on its informed consent regulations.

7 | For additional information, see section IILA.2 | IBAMFHIC SV TIE, IRB, AFIEFENEH
of the draft guidance for IRBs, clinical WFFCAKHER 7] 1T @ Informed Consent
investigators, and sponsors Informed Consent | Information Sheet @ III.A.2 FE & &R D =
Information Sheet, available at Lo ZOHAF AT
http://www.fda.gov/RegulatoryInformation/Gui | http://www.fda.gov/Regulatorylnformation/Gui
dances/ucm404975 .htm. dances/ucm404975.htm 2>H AFTE 5,
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8 | For additional information, see section V.D of | iBJIfF#HRIZ OV T, IRB, WFZE5EMEH .
the draft guidance for IRBs, clinical WEZEKARZE 71T @ Informed Consent
investigators, and sponsors Informed Consent Information Sheet ® V.D A S D Z L,
Information Sheet, available at DA K AR
http://www.fda.gov/RegulatoryInformation/Gui | http://www.fda.gov/Regulatorylnformation/Gui
dances/ucm404975 .htm. dances/ucm404975.htm 7°H AFTE 5,

9 | See the guidance for industry Investigator SEFANT AT A X A Investigator
Responsibilities — Protecting the Rights, Safety, | Responsibilities - Protecting the Rights,
and Welfare of Study Subjects (available at Safety, and Welfare of Study Subjects
http://www.fda.gov/regulatoryinformation/guid | (http://www.fda.gov/regulatoryinformation/gui
ances/ucm122046.htm). dances/ucm122046.htm 7> 5 AFA[HE) =%

oz L,

10 | See 21 CFR part 11. For additional 21 CFRpart 11 &M Z &, BINEHRIC
information, see the guidance for industry Part | DWW TIZZER AT DO A X > & Part 11,

11, Electronic Records; Electronic Signatures — | Electronic Records; Electronic Signatures -

Scope and Application, available at Scope and Application # MDD Z L, ZD

http://www.fda.gov/RegulatoryInformation/Gui | %71 % > A%

dances/ucm125067.htm. http://www.fda.gov/RegulatoryInformation/Gui
dances/ucm125067.htm 7»H AFTX 5,

11 | Biometrics means a method of verifying an INAFA Y 7 A, H AN OYEEH RS
individual’s identity based on measurements of | <1& AIREZREE (ZILMENFFE R H D
the individual’s physical feature(s) or T, FHAIFEETH D & L) OFHIT 5 Z
repeatable action(s) where those features and/or | & CEA DY LA MRFET B HFIEO—DOTH
actions are both unique to that individual and %, (21 CFR 11.3(b)(3))
measurable (21 CFR 11.3(b)(3)).

12 | Digital signature means an electronic signature | 7 ¥ % /VEL L, BAH OFRGEN, —HED
based upon cryptographic methods of HAIE T A =22 HWTERIND LD
originator authentication, computed by using a | Z2KF 5L FHEIZE S ETEL THY, &
set of rules and a set of parameters such thatthe | L& DEHILE T —X A T 7V T 4 DAEGE
identity of the signer and the integrity of the S#b, (21 CFR 11.3(b)(5))
data can be verified (21 CFR 11.3(b)(5))

% BRASH X# 30
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administers and enforces the HIPAA Privacy
Rule, which protects the privacy of individually
identifiable health information and establishes
an array of individual rights with respect to
health information; the Security Rule, which
sets national standards for protecting the
security of electronic protected health
information; and the Breach Notification Rule,
which requires covered entities and business
associates to provide notification following a
breach of unsecured protected health
information. Additional information about the
HIPAA Rules is available on OCR’s Web site
at: http://www.hhs.gov/hipaa/.

No HEE FHFRC

13 | We note that while 45 CFR 46.408(c) permits a | FDA {X, 45 CFR 46.408(c) TILHfE DIRIL
waiver of parental permission under certain TFTCROFAIZRERELTNDEHDD, 21
circumstances, 21 CFR part 50 does not contain | CFR part 50 (Z{%% O X 9 72RO KEIT
such a waiver provision. There may, however, | \WZ L2 L TW5D, LU, %
be certain circumstances under which parental | #A L72 &35 2 H 30D R XX CBIHED
permission is not required by 21 CFR part 50 5] RIS VT AREAR IS 4 D 58I B
for research conducted in mature or T, T4 D DORAAFED 21 CFR part
emancipated minors because those minors do 503(0) TEFKT DHEZADTEHITITi%
not meet the definition of children found at 21 Y L7gu= s, 21 CFR part 50 DER T 5
CFR 50.3(0). See 78 FR 12937 at 12945 and BLOFFRAI DB L R B RWGEERH D,
12946.

14 | See the Health Insurance Portability and 1996 4@ HIPAA Security Rule
Accountability Act of 1996 (HIPAA) Security (http://www.hhs.gov/ocr/privacy/hipaa/underst
Rule (available at anding/srsummary html CH & I HE) %2R
http://www.hhs.gov/ocr/privacy/hipaa/understa | @ Z &, F 72 45 CFR part 160 2 OX part 164
nding/srsummary.html ) and see 45 CFR part @ subparts A & C ZZDOZ &,
160 and subparts A and C of part 164.

15 | The HHS Office for Civil Rights (OCR) OCR I HIPAA Rules Z & H « 7L TV

5. Tbb, EAZFETE L HR
DT TAN—z i L, EHEHRICET

— I DOE N OMHER % N9 5 Privacy
Rule, #ET7H7, Trife SN fEFRIGEHO &
X2 U7 4 2 RET DO DEZEEES
TE® % Security Rule, 1 S 415 FHEARR
FRERMRE I LT, R S ol
DEF=2 VT A ERZENT D& 2RD
% Breach Notification Rule Td 5, HIPAA
Rules (Z B84 21BN #Hi% OCR ® Web
A B http://www.hhs.gov/hipaa/7> 5> A TR HE
Th s,

No. BZLib-113
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16 | For additional information, see the guidance for | IBAMEHRIZ OV TIL, ER T OT A &4
industry IRB Review of Stand-Alone HIPAA A IRB Review of Stand-Alone HIPAA
Authorizations Under FDA Regulations Authorizations Under FDA Regulations % 2
(available at Moz b, ZOHA X AT
http://www.fda.gov/regulatoryinformation/guid | http://www.fda.gov/regulatoryinformation/guid
ances/ucm122046.htm) . ances/ucm122046.htm 7> 5 AFTX 5,

17 | See the Electronic Signatures in Global and
National Commerce Act (E-Sign Act) (Public
Law 106-229) and 21 CFR part 11.

18 | See 45 CFR part 160 and subparts A and E of
45 CFR part 164.

19 | See 21 CFR 312.23(a)(11).

20 | 21 U.S.C 355(0).

21 | For additional information, see the draft BAERIZOW T, IRB, AR .
guidance for IRBs, clinical investigators, and WFICARIEE 7)1 F D FT A 4 > A Informed
sponsors Informed Consent Information Sheet | Consent Information Sheet @ V.D % % i
(available at DL, ZOHA X AL
http://www.fda.gov/RegulatoryInformation/Gui | http://www.fda.gov/RegulatoryInformation/Gui
dances/ucm404975.htm) . dances/ucm404975.htm 7°H5 AFTX 5,

22 | For additional information, see the guidance for | IENNHFHRIZOWTIX, ERETOT A 2
industry Providing Regulatory Submissions in | A Providing Regulatory Submissions in
Electronic Format — Certain Human Electronic Format — Certain Human
Pharmaceutical Product Applications and Pharmaceutical Product Applications and
Related Submissions Using the eCTD Related Submissions Using the eCTD
Specifications (available at Specifications
http://www.fda.gov/Drugs/GuidanceComplianc | (http://www.fda.gov/Drugs/GuidanceComplian
eRegulatoryInformation/Guidances/ucm064994 | ceRegulatoryInformation/Guidances/ucm06499
htm ). See also the guidance for industry and | 4.htm 7»H AFFA[HE) 22O L, F
Food and Drug Administration staff eCopy 7=. FDA B T DA A X > A eCopy
Program for Medical Device Submissions Program for Medical Device Submissions
(available at (http://www.fda.gov/MedicalDevices/DeviceRe
http://www.fda.gov/MedicalDevices/DeviceRe | gulationandGuidance/HowtoMarketYourDevic
gulationandGuidance/HowtoMarketYourDevic | e/ucm370879.htm 7> 5 A Fr[HE) & SHRD
e/ucm370879.htm) Z &,

23 | See footnote 10.
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24 | See the information sheet guidance for IRBs, EBIMEHRIZOWTIL, IRB, WFIEFERF
clinical investigators, and sponsors FDA WFFEARFETE 7)1 F @ information sheet A 4
Inspections of Clinical Investigators (available | > A FDA Inspections of Clinical Investigators
at (http://www.fda.gov/regulatoryinformation/gui
http://www.fda.gov/regulatoryinformation/guid | dances/ucm122046.htm 7>5 AFA[EE) KO
ances/ucm122046.htm) and the FDA and the FDA Compliance Program Guidance
Compliance Program Guidance Manual Manual (CPGM) 7348.811: Clinical
(CPGM) 7348.811: Clinical Investigators and Investigators and Sponsor-Investigators
Sponsor-Investigators (December 8, 2008). (December 8,2008) &S Z L,

25 | Under the FD&C Act, FDA may inspect and FD&C Act @ | Tld FDA (Z0F5EICBE 3 59
copy all records relating to a clinical RCOFELHMEELZ L a—FT 5T ENTX
investigation (21 U.S.C. 374(a)(1)). See also 21 | © (21 U.S.C. 374(a)(1)), 21 CFR 312.58,
CFR 312.58, 312.68, and 812.145(b). 312.68, 812.145(b) HLZMD Z &,
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