Electronic Informed Consent (elC) Platform for Clinical Trials: An Operational Model and Suite of Tools
for Consent Authoring, Obtaining Informed Consent, and Managing Consent Documents

Memorial Sloan Kettering

Cancer Center Joseph Lengfellner, Michael Buckley, Matthew Koch, Hector Pacheco, Joshua Levine, Carol Hoidra, Dorothy Damron, Collette Houston, Roy
Cambria, Ann Rodavitch, Paul Sabbatini, Eric Cottington

Background Results A Seamless Digital Experience: Consent Authoring =2 Delivery
The informed consent process is the foundation of human * >5,000 completed consents

research subject protection, and studies have shown that * Used by 195 consenting professionals

enhancing the consent experience with introductory videos * Across 36 different services Collaborate with Multiple Versioning, Editing, Language Library
and visual aids can improve participant engagement and 600 Authors Language Library TR vE coeretheEme
comprehension.>2 With this in mind, the MSK elC platform Completed eConsents Per Month

ADRENAL INSUFFICIENCY

Adrenal glands (glands on top of the
kidneys) may not make enough
hormone, causing tiredness; weight
loss; muscle weakness; feeling faint;
joint, muscle, and abdominal aches;
nausea, vomiting, loose or watery

was developed to augment educational alternatives for 500

We do not expect physical injuries if you particig

stools; fever; salt craving; and
should be aware of, including: sometimes darkening of the skin like a

Discussion, Video Decision, Signing
Risks of Genetic Testing:Most people on this stu
risk of cancer in themselves or their family men ;. .. number of red blood cels,
increases the chance of getting cancer and/or o] which causes tiredness and shortness
this. These include psychologic or emotional dis orbreath

family members could become upset to learn th
need increased screening or preventive surgeric

ANEMIA

ARTHRALGIA

Pain in the joints

Participant's

Electronic Medical Record Patient Portal

497495
research part|C|pa nts, reduce administrative time and effort
associated with paper-based consenting, improve the IC audit
trail, and streamline consent document authoring. 400
e s T ot Secure est.econsent.msKCC.Ort S 300 300299
@ eConsent for AACITEST  Protocol #: 12-245, Part C: Germline Testing Joseph Lengfellner is assisting you.
Contents 0. Video Introducti
- ideo Introduction 200
hiteaichien Please click play to begin video. Advance to the next page when the video is 151156
1. INFORMED complete.
RESEAFlECH. 100
- - 4°
3. What will =" 21 13 2 19 23 26 18 23
i | _ o AN n ] l I . l

. &\ FEE L P L PP EE P Patient Feedback Buy or Build?

study?

5. What side

S \ oA S Would You Recommend elC To Off-the-shelf and Industry-specific solutions exist.

can | expect
from being in

the study? . 3 : ° ° : ? o o o .
o 2 | Im proves Qua [ Ity & COmpl iance Another Patient: MSK decided to build a custom solution:
' 1. Tightly integrate with MSK systems

taking part in

Consen t Version: A(24) Participant ID: AACITEST Software Ver v2.4.0.0

SR e MR oA e We compared the results of 170 research

2. One platform for all consents

par’Ficipants who Fonsented to at least one protocol 3. Consistent MSK brand experience
Methods during the same timeframe; 85 used the elC

platform, and 85 used the paper-based method.
This web-based platform is device and operating system- | Future Platform Enhancements
agnostic, built by the Clinical Research Informatics & e Use of the elC platform increased the
Technology (CRIT) team at MSK. completion of required data fields in the consent

form by 4%, versus paper-based consenting.

To evaluate the pros and cons of the elC platform versus e The elC platform decreases administrative effort

traditional paper-based consenting, we assessed: 1) the (collating, printing, scanning) associated with
availability of the finalized consent document in the electronic paper-based consenting by 5-15 minutes/form.
° (V)
medical record (EHR), 2) processing time, and 3) the accurate e The platform delivers completed consent 23% response rate (365/1,577, as of 6/19/19).
completion of required data fields in the consent form. A documents to the EMR within 2 minutes,  81% of participants found the platform easy or very
standardized 5-question survey was used to assess research compared to up to 72 hours for Paper .consents. easy to use.
. , e The elC module has a robust audit trail that . . . | _ References - |
participants’ feedback on the elC process. Free-text response : . Since February 2019, a standardized 5-question . Rowbotham MC, Astin J, Greene K, Cummings SR (2013) Interactive informed consent: randomized
tracks the consent session and pa r‘t|C|pa Nt comparison with paper consents. PLoS ONE 8(3): €58603.

feed ba C k su rvey Wwas se nt tO eac h pa rt|C| pa nt W h 0O 2. Finl.<, AS., Prochazka, AV, H§nderson, WG, Bar‘Fenfeld, D, Nyirenda, C, Webb, A, Berger,. DH, Itani, K,

Whitehill, T, Edwards, J, Wilson, M, Karsonovich, C, Parmelee, P. Enhancement of surgical informed consent

fields were provided for common topics. Participants always interactions via timestamps to indicate time P S i S o o ok ok
drive the decision to use electronic or paper consenting. spent in each section of the consent form. completed a consent process using the elC system. s | | =



	Electronic Informed Consent (eIC) Platform for Clinical Trials: An Operational Model and Suite of Tools �for Consent Authoring, Obtaining Informed Consent, and Managing Consent Documents

