CLINICAL TRIAL OF CLICKOTINE , A DIGITAL THERAPEUTICS
SOLUTION FOR SMOKING CESSATION:
DESIGN AND TELEHEALTH EXECUTION METHODOLOGY
®
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Clickotine® is a mobile, digital therapeutic program for smoking cessation.
Clickotine® combines evidence-based behavioral interventions within a robust and
unique engagement strategy that leverages personalization and contextualization.
Intervention components include: motivational interviewing and empiricallysupported behavior change techniques; controlled breathing exercises; craving
monitoring and reporting; targeted missions, and others. Personalization and
contextualization features include: personalized messaging and participating in
quit teams, among others.

CONCLUSION
Digital Health enterprises can execute high-quality clinical trials by implementing
social media recruitment, digital data capture and remote interactions, while sparing
resources and prioritizing participant convenience.

Click Therapeutics, Inc. (New York, NY)
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Clickotine is a mobile, digital therapeutic program for smoking cessation that combines evidence-based behavioral interventions and
a unique engagement strategy that leverages personalization and contextualization. The potential utility of Clickotine® was assessed in
an open-label 8-week study focusing on user-engagement, as well as safety, tolerability, and smoking behavior efficacy. The study was
fully remote and employed telehealth interactions only. Designated sponsor representatives interacted directly with participants during
study recruitment, while medical and scientific team members monitored and analyzed de-identified data. Participants were recruited

via social media and a pre-screening telephone call. Informed consent and study questionnaires were delivered via an Internet portal,
complementing in-app data capture. Procedures for medical monitoring and biochemical verification of smoking cessation were in
place throughout the study, which was Institutional Review Board approved. Here we describe the efficient and effective execution
of a clinical trial of a digital therapeutic for smoking cessation, including baseline characteristics of the study sample recruited and
details of telehealth trial execution.

CLINICAL TRIAL DESIGN

PRIMARY OBJECTIVE: To assess the proportion of the Intent to Treat population (individuals who have
successfully downloaded Clickotine® - which requires filling out the initial survey to receive the download access
code) who remain active users at the end of the 8-week primary study period.
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OBJECTIVES

INCLUSION CRITERIA

WHAT IS CLICKOTINE ?
®

RECRUITMENT & SCREENING STRATEGY

This study is funded by Click Therapeutics, Inc.
JS is a consultant and shareholder of Click Therapeutics, and an employee and
shareholder of Teva Pharmaceuticals. DK is an officer and shareholder of Click
Therapeutics. TS is an officer and shareholder of Click Therapeutics. AB is an
employee and shareholder of Click Therapeutics. SL is a consultant of Click
Therapeutics. BI is an employee and shareholder of Click Therapeutics. NS is an
officer and shareholder of Click Therapeutics.

SECONDARY OBJECTIVES: To evaluate user engagement with Clickotine® by measuring the number of
times users open Clickotine®, and the extent to which users engage with individual Mechanism of Action (MOA)
components of Clickotine®.

ENROLLING PARTICIPANTS / BASELINE SURVEY

When responding to an ad, participants
are directed to a webpage to screen for
eligibility:

In the study portal, participants provide informed consent and
complete a baseline survey. Baseline survey assessed a variety of
variables, including but not limited to smoking behavior, history and
related symptoms.

Age 18 to 65

EXPLORATORY OBJECTIVES: To evaluate the tolerability and safety of Clickotine®; to assess whether
continued engagement with Clickotine® is correlated with smoking cessation and behaviors; and to assess
change in associated symptoms, including cravings, withdrawal, and mood.
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Once completed, an email is generated
with a link to Apple iTunes with an access
code to download Clickotine®. Upon
completing the baseline survey and
downloading Clickotine®, the participant
is formally enrolled in the trial.
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Participants were recruited through
social media postings, primarily on
Facebook. Sponsored posting was
targeted to people who search for “quit
smoking” on Facebook.

Able to comprehend
the English language
and the informed consent form

Potentially eligible participants are
directed to schedule a pre-screening
phone call to confirm eligibility criteria.
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CLINICAL TRIAL CONDUCT

DATA COLLECTION & MANAGEMENT

This was a fully remote, open-label trial of Clickotine®.

Raw data collected in Postgres; no manual data entry

Participation involved:

Data linked to an identifier that can be resolved to unique identifier for the participant

Completing a baseline survey and obtaining download code

Trial participant forms collected in Amazon S3; no manual data entry

Downloading the app

Combined datasets permanently archived in Amazon S3

Tracking cravings

Digital signatures of combined datasets to ensure integrity and authenticity

Completing missions

Access to all data maximally restrictive, logged and auditable

Interacting with other Clickotine® MOAs as desired

Data stored in central server using 128-bit encryption

Completing the 8-week outcome survey

The Clickotine® program generates massive amounts of data on each participant,

RESULTS

which is used to personalize the user experience

TIMELINE

FACEBOOK RECRUITMENT
& ADVERTISING REACH

4/2/2016 Approval by Western IRB
5/4/2016 Recruitment initiation
5/16/2016 First participants enrolled
7/6/2016 Recruitment complete (total: 63 days)
9/14/2016 Last participant completed
9/19/2016 Database lock

ACTUAL
REACH
ENGAGEMENTS
ITT PARTICIPANTS
AMOUNT

548,986

INTENT-TO-TREAT (ITT) AND PER-PROTOCOL (PP) SAMPLES RECRUITED

PARTICIPANT CHARACTERISTICS

PARTICIPANT FEEDBACK

After 63 days of social media recruitment 2050 contacts were received and 617 telephone pre-screens were conducted.

PER PARTICIPANT

AGE

GENDER

YEARS
SMOKING

36 years old

Female

18.1

CIGARETTES
PER DAY

FAGERSTROM SCORE

16.7

6.1

(NICOTINE DEPENDENCE LEVEL)

1,806

10,476

34

304

-

$4,174

$13.73

Inclusion of Android users would have driven
the per-user recruitment cost to ~$5.

CONSENTED
N=452

CLICKOTINE APP (ITT)
N=416

Excluded (Did not download): 36

8-WEEK FOLLOW UP
N=369

Excluded:
Did not complete survey: 44
Early Termination (withdrew consent): 3

PER PROTOCOL
POPULATION
N=356

Excluded:
Clinical protocol violation (i.e. non-iPhone): 13

CLICKOTINE®
TRIAL PARTICIPANT
MEAN
RANGE

When you’re ready this is by far this best app with the greatest support that
I have ever used!!! I would recommend this to anyone who is ready to quit!!!
Thanks to the support team at Clickotine, I am smoke free!!!

I didn’t think I could stop smoking and this app made it possible. I would
recommend this app to anyone that is trying to quit smoking. Amazing app!

19 - 65

59.4% Female
40.6% Male

0 - 51

5 - 60

1 - 10
middle 50%: 5 - 8

The Leader in Digital TherapeuticsTM Solutions
Smoked for 6 years and had many failed quit attempts. This actually worked.

