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This information has been prepared for you by Pear Therapeutics (US), Inc. (”Pear”) for informational purposes only. This information is intended for
individuals and entities with knowledge and expertise in the area of healthcare economic analysis, carrying out responsibilities for the selection of
devices or treatments for coverage or reimbursement management and is not intended for healthcare providers.

The contents of this information may include health care economic information, as defined under 21 U.S.C. § 502(a) and FDA’s final guidance on
Drug and Device Manufacturer Communications With Payors, Formulary Committees, and Similar Entities (June 2018). The information provided is
of a general nature regarding disease states. The information including real-world data is in no way intended to imply or suggest any claims
regarding Pear’s Products beyond their cleared indications and uses and FDA-required labeling.

Any data concerning any cost savings which may be shown in this information is based on real-world data. Some or all of the real-world data
contained herein may not have yet undergone peer review or been approved for publication and should not be relied upon as conclusive evidence.
Pear cannot provide any assurance that organizations will experience similar cost savings.

The contents of this information including text, data and/or graphs are confidential and proprietary to Pear and should not be shared without Pear’s
prior written consent. Pear is not responsible for the decisions that you may make using this information. reSET®, reSET-O®, Somryst®, and Pear
Therapeutics® are the property of Pear Therapeutics (US), Inc.

All other trademarks and registered trademarks are the property of their respective owners.

Disclosure
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Safe Harbor Statements
Forward-Looking Statements and other Cautions/Industry and Market Data

Unless the context indicates otherwise, the terms “Pear,” “Company,” “we,” “us,” and “our” refer to Pear Therapeutics, Inc. 

This presentation contains forward-looking statements within the meaning of the safe harbor provisions of the U.S. Private Securities Litigation Reform Act of 1995. Forward-looking 
statements may be identified by their use of terms such as “anticipate,” “believe,” “confident,” “could,” “estimate,” “expect,” “intend,” “may,” “plan,” “predict,” “potential,” “project,” 
“target,” “will,” “would” and other similar terms. Examples of forward-looking statements include, among others, statements we make regarding the PDTs becoming a first-line 
treatment for most conditions; the market opportunities for PDTs; our ability to obtain and maintain adequate payor coverage, and reimbursement for our products. These forward-
looking statements are based upon estimates and assumptions that, while considered reasonable by Pear and its management are inherently uncertain. Factors that may cause 
actual results to differ materially from current expectations include, but are not limited to: (i) changes in applicable laws or regulations; (ii) the possibility that Pear may be adversely 
affected by other economic, business, regulatory, and/or competitive factors; (iii) the evolution of the markets in which Pear competes; (iv) the ability of Pear to implement its 
strategic initiatives and continue to innovate its existing products; (v) the ability of Pear to defend its intellectual property and satisfy regulatory requirements; (vi) the ability of Pear to 
obtain funding for its operations, including funding necessary to complete further development, authorization and, if authorized, commercialization of our product candidates; (vii) the 
impact of the COVID-19 pandemic on Pear’s business; and (viii) other risks and uncertainties set forth in Pear’s filings with the SEC. These filings will identify and address other 
important risks and uncertainties that could cause actual events and results to differ materially from those contained in the forward-looking statements.

Any forward-looking statement made by us in this presentation is based only on information currently available to us and speaks only as of the date on which it is made. We 
undertake no obligation to publicly update any forward-looking statement, whether written or oral, that may be made from time to time, whether as a result of new information, future 
developments, or otherwise except as may be required by law.

Unless otherwise noted, the forecasted industry and market data contained here are based upon management estimates and industry and market publications and surveys. The 
information from industry and market publications has been obtained from sources believed to be reliable, but there can be no assurance as to the accuracy and completeness of 
the included information. The Company has not independently verified any of the data from third party sources, nor has the Company ascertained the underlying economic 
assumption relied upon therein.  While such information is believed to be reliable for the purposes used herein, the Company makes no representation or warranty with respect to 
the accuracy of such information. 

All trademarks, logos, and service marks on this page are the property of their respective owners.
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HEALTH AND
WELLNESS APPS PHARMACEUTICALS PRESCRIPTION DIGITAL 

THERAPEUTICS

Utilizes digital technology to improve human health

Required testing in randomized controlled trials

FDA authorized safe and effective

Reimbursed via pharmacy/medical benefit

Provides real-time feedback to clinicians

FDA Authorization of PDTs Is Analogous to FDA Approval 
of Pharmaceuticals
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FDA Authorized PDTs: Pre- and Post-Market Authorization

5

FDA Submission FDA Review FDA DecisionPivotal Clinical Trials1

Safety testing

Efficacy testing 

1. Lee K., Bacchetti P., Sim I. Publication of Clinical Trials Supporting Successful New Drug Applications: A Literature Analysis. https://doi.org/10.1371/journal.pmed.0050191. Published September 23, 2008. Accessed September 23, 2021. 2. US 
Food and Drug Administration. De Novo Classification Request. https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request. Published November 20, 2019. Accessed September 23, 2021. 3. US Food and Drug 
Administration. Premarket Notification 510(k). https://www.fda.gov/medical-devices/premarket-submissions/premarket-notification-510k. Published March 13, 2020. Accessed September 23, 2021. 4. US Food and Drug Administration. Software as a 
Medical Device (SAMD): Clinical Evaluation. https://www.fda.gov/media/100714/download. Published December 8, 2017. Accessed October 2, 2020. 

FDA requires the continued 
monitoring of PDTs4

to evaluate the treatments’ continued 
safety, effectiveness, and performance 

in real-world use. 

Safety 
Monitoring

User 
Feedback

Record
Complaints 

Literature 
Reviews

Adverse 
Events

Reporting

Pivotal Clinical Trials1 Post Market Surveillance

De Novo2 or Premarket Notification (PMN)
510(k)3 Clearance

For Pear’s Currently Authorized Products:
21CFR882.5801 class 2 neurological therapeutic device with special controls (includes 
software verification, validation, and hazard analysis

Requires clinical data to support 
reasonable assurance of the safety 
and effectiveness
Sponsors can petition to reclassify low- or 
moderate-risk devices that do not have 
predicates as De Novo
Devices approved as De Novo can then be 
predicates for others

Product Examples
• reSET®: De Novo
• reSET-O®: 510(K)
• Somryst: 510(K)

Clinical data must be provided to fulfill the following:
Describe a validated model of behavioral therapy for the psychiatric disorder
Validate the model of behavioral therapy as implemented by the device
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Content PartnerProduct

Substance Use Disorder
Opioid Use Disorder

Chronic Insomnia
Alcohol Use Disorder 

Schizophrenia
Anxiety (GAD)

Depression (MDD)
Bipolar
PTSD

Acute and Chronic Pain
Migraine

Multiple Sclerosis
Epilepsy

IBS
Specialty GI

Oncology
Cardiovascular

Therapeutic Area / 
Indication Development Stage

Discovery POC Pivotal Commercial

*

*

**

***

Pear-009
Pear-004
Pear-011
Pear-015
Pear-017
Pear-005

Pear-010
Pear-014
Pear-006
Pear-013

Pear-012
Pear-018
Pear-016
Pear-019

Voice

Platform Enhancements 
DIGITAL BIOMARKERS

Physiologic Monitoring

Adherence Sensors

Keystroke

*Dartmouth transaction is with a researcher employed by Dartmouth. Pear has no direct contractual relationship with Dartmouth relating to this content. 
**Karolinska transaction is with individual researchers who are employed by the Karolinska Institute. Pear has no direct contractual relationship with the Karolinska Institute 
relating to this content.
***Services agreement with Ironwood to evaluate a PDT in GI diseases.
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reSET® and reSET-O®: A New Paradigm in the treatment of Substance 
Use and Opioid Use Disorder
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This presentation does not include all the information needed to use reSET or reSET-O® safely and effectively. Please see full Directions for Use for complete Important Safety Information.
reSET and reSET-O Clinician Directions for Use. Pear Therapeutics. 2020

reSET-O Product DescriptionreSET Product Description

INDICATIONS FOR USE
reSET is intended to provide cognitive 
behavioral therapy, as an adjunct to a 
contingency management system, for 
patients 18 years of age and older, who 
are currently enrolled in outpatient 
treatment under the supervision of a 
clinician. reSET is indicated as a 12-week 
(90-day) prescription-only treatment for 
patients with substance use disorder 
(SUD) who are not currently on opioid 
replacement therapy, who do not abuse 
alcohol solely, or who do not abuse 
opioids as their primary substance of 
abuse.

It is intended to:
Increase abstinence from a patient’s 
substances of abuse during treatment, 
and
Increase retention in the outpatient 
treatment program.

INDICATIONS FOR USE
reSET-O prescription digital therapeutic is 
a 12-week (84-day) software application 
intended to increase retention of patients 
with opioid use disorder (OUD) in 
outpatient treatment by providing 
cognitive behavioral therapy, as an 
adjunct to outpatient treatment that 
includes transmucosal buprenorphine and 
contingency management, for patients 18 
years or older who are currently under 
the supervision of a clinician. reSET-O is 
indicated as a prescription-only digital 
therapeutic.

It is intended to:
Increase retention in the outpatient 
treatment program.
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Capabilities and Functionality
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1. reSET® Patient Directions for Use. Boston, MA: Pear Therapeutics, Inc; 2019.
2. reSET-O® Patient Directions for Use. Boston, MA: Pear Therapeutics, Inc; 2019.

3. reSET® Clinician Directions for Use. Boston, MA: Pear Therapeutics, Inc; 2020.
4. reSET-O® Clinician Directions for Use. Boston, MA: Pear Therapeutics, Inc; 2020.
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A Continuum of Evidence for reSET-O to Support 
Clinical Use, Policy and Decision Making
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Randomized Clinical Trials (RCTs)
Demonstrate gold-standard scientific 
validity using objective endpoints

Health Economics and Outcomes 
Research (HEOR) 
Correlate economic outcomes with clinical 
value to support providers and payers

Real-World Evidence (RWE)
Confirm generalizability & external validity 
of RCTs in broad real-world use
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reSET® Clinical Data | Pivotal Trial Summary
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(n=206)

16.1%
(n=101)
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All Patients Patients Non-abstinent at Study Start

Treatment-as-Usual

 rTAU + reSET®

Outcomes rTAU + reSET® TAU P-value
Abstinence: all patients 40.3% 17.6% 0.0004
Abstinence: non-abstinent at study start 16.1% 3.2% 0.0013
Retention in treatment: all patients 76.2% 63.2% 0.0042

Campbell et al. American Journal of Psychiatry. 2014. 171(6):683-690; Pear Internal data and Pear regulatory submission. DEN160018

Study Results
▪ 399 patients with SUD (alcohol, 

cannabis, cocaine, stimulants) 
received either:

▪ Treatment-as-Usual (TAU), 
consisting of intensive face-to-
face therapy

▪ Reduced TAU+reSET®

(academic name Therapeutic 
Education System, or TES 
[rTAU+ reSET®]) for 12 weeks1

▪ Patients provided urine samples 
twice per week to objectively monitor 
abstinence 

▪ Co-primary study endpoints
– Abstinence in weeks 9-12
– Retention in treatment

Pivotal Trial Overview

Treatment with reSET did not demonstrate a significant difference in unanticipated 
adverse events compared to TAU



MEDICAL
AFFAIRS

This presentation (including all content) represents proprietary information of Pear Therapeutics (US), Inc. © 2022 Pear Therapeutics (US), Inc. All rights reserved. reSET®, reSET-O®, Somryst®, and Pear Therapeutics® are the trademarks of 
Pear Therapeutics (US), Inc.

reSET-O® Clinical Data | Pivotal Trial Summary
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Pivotal Trial Overview

Christensen et al. J Consult Clin Psychol. 2014;82(6):964-972. doi:10.1037/a0037496; Pear regulatory submission. DEN160018hcf; Maricich YA, et al. Curr Med Res Opin. 2021; reSET-O Clinician Directions for Use. Boston, MA: Pear Therapeutics, 
Inc. 2020. 

▪ 170 patients were randomized to receive either:
▪ Treatment-as-Usual (TAU), consisting of 

Contingency Management + 
buprenorphine1 or

▪ TAU + reSET-O® (academic name 
Therapeutic Education System, or TES) + 
Contingency Management + buprenorphine

▪ All patients received 30 mins. of face-to-face 
counseling every other week. 

▪ Primary endpoint analysis2

▪ Retention in treatment

Treatment n HR (95% CI)

TAU 79 Reference
TAU+reSET-O® 91 0.49(0.26-0.92)
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Days

The observed adverse events were of a type and frequency as anticipated in a large population of patients with OUD or associated with 
buprenorphine pharmacotherapy, particularly during the induction phase. The adverse events observed were adjudicated to not be device related

Retention in Treatment

Outcomes TAU + reSET® TAU P-value
Retention 82.4% 68.4% 0.0004
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A Majority of Patients Remain Active in reSET-O 
Through Week 12 of First and Second Prescriptions
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Relative Week of Treatment

Activity by Week

Activity was defined as patient use of any PDT feature on a given day
1. Maricich Y et al. Real-world use and clinical outcomes after 24 weeks of treatment with a prescription digital therapeutic for opioid use disorder. Hospital Practice. 2021. 
https://doi.org/10.1080/21548331.2021.1974243

12 Weeks (N=3817) 24 Weeks (N=643)

https://doi.org/10.1080/21548331.2021.1974243
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Patients are active in reSET-O Throughout 
the Full 24-hour Period
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• In each cohort approximately 60% of activity occurred during typical clinic hours 
• Approximately 40% of activity occurred when treatment may be otherwise unavailable

Activity was defined as patient use of any PDT feature on a given day
1. Maricich Y et al. Real-world use and clinical outcomes after 24 weeks of treatment with a prescription digital therapeutic for opioid use disorder. Hospital Practice. 2021. 
https://doi.org/10.1080/21548331.2021.1974243
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reSET-O®: Reduced Healthcare Resource Utilization 

14

▪ A retrospective analysis of the HealthVerity PrivateSource 20 claims database was performed to assess the impact of reSET-O®

initiation on healthcare resource utilization among patients receiving treatment for OUD
▪ Patients who activated reSET-O from a large representative database
▪ Comparison of healthcare resource utilization between baseline and study period including facility and clinician service encounters

Study Overviews1,2

1. Velez FF, et al. Expert Rev Pharmacoecon Outcomes Res. 2021.(1):69-76. 

-62% -20% -22% 8.2%

Inpatient 
Stays
(Includes ICU)

Emergency 
Department

Surgical 
Procedures

Case 
Management 
Services

6-Months
Post-Index1

(n=334)

INDEX DATE
Date of first prescription for reSET-O

6 Months Post-index6 Months Pre-index

BASELINE PERIOD

Pear cannot provide any assurance that you will experience 
similar reductions in healthcare resource utilization

Mean number of days in the pre-index and post-index period are 180.0 and 104.0, respectively. Incidence and IRR are evaluated from 
a repeated measures (ie, pre- and post-index for each patient) negative binomial model of count of stays/visits, with an offset for the 
number of days in each period 
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Pear is at the Center of Improving Health Equity

Pear prioritizes health equity and inclusion 
of diverse populations to ensure its PDTs 
benefit people with social determinants of 
health that historically have made meeting 
their mental health needs difficult. 

Pear’s SUD, OUD and insomnia 
therapeutics have been used in populations 
of women, people of color, rural populations, 
older individuals, and more, and have 
demonstrated benefits on addiction- and 
sleep-related outcomes.

All people with mental health needs are 
deserving of having those needs met and 
deserve to benefit from innovations such 
as PDTs. As such, Pear is committed to 
developing PDTs that address all 
populations.

These issues are at the forefront of how 
Pear is hoping to evolve the PDT arena. 
For instance, Pear launched Spanish 
versions of reSET and reSET-O in 
February 2022 and will be looking at 
outcome data in Spanish-speaking users 
as it becomes available.
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reSET®
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INDICATIONS FOR USE: 

reSET is intended to provide cognitive behavioral therapy, as an adjunct to a contingency management system, for patients 18 years of age and 
older who are currently enrolled in outpatient treatment under the supervision of a clinician. reSET is indicated as a 12-week (90 days) prescription 
only treatment for patients with Substance Use Disorder (SUD), who are not currently on opioid replacement therapy, who do not abuse alcohol 
solely, or who do not abuse opioids as their primary substance of abuse. reSET is intended to increase abstinence from a patient’s substances of 
abuse during treatment and increase retention in the outpatient treatment program.

IMPORTANT SAFETY INFORMATION 
Warnings: reSET is intended for patients whose primary language is English with a reading level of 7th grade or above, and who have access to an 
Android/iOS tablet or smartphone. reSET is intended only for patients who own a smartphone and are familiar with use of smartphone apps 
(applications).

Clinicians should not use reSET to communicate with their patients about emergency medical issues. Patients should be clearly instructed not 
to use reSET to communicate to their clinician any urgent or emergent information. In case of an emergency, patients should dial 911 or go to the 
nearest emergency room.

The long-term benefit of reSET has not been evaluated in studies lasting beyond 12 weeks (90 days) in the substance use disorder population. 
The ability of reSET to prevent potential relapse after therapy discontinuation has not been studied.

Please see the Clinician Brief Summary Instructions for reSET.
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INDICATIONS FOR USE: 
reSET-O is intended to increase retention of patients with opioid use disorder (OUD) in outpatient treatment by providing cognitive behavioral 
therapy, as an adjunct to outpatient treatment that includes transmucosal buprenorphine and contingency management, for patients 18 years 
or older who are currently under the supervision of a clinician. reSET-O is indicated as a prescription-only digital therapeutic. 

IMPORTANT SAFETY INFORMATION 
Warnings: reSET-O is intended for patients whose primary language is English with a reading level of 7th grade or above, and who have access to 
an Android/iOS tablet or smartphone. reSET-O is intended only for patients who own a smartphone and are familiar with use of smartphone apps 
(applications).

Clinicians should not use reSET-O to communicate with their patients about emergency medical issues. Patients should be clearly instructed not 
to use reSET-O to communicate to their clinician any urgent or emergent information. In case of an emergency, patients should dial 911 or go to 
the nearest emergency room.

reSET-O is not intended to be used as a stand-alone therapy for Opioid Use Disorder (OUD). reSET-O does not replace care by a licensed 
medical practitioner and is not intended to reduce the frequency or duration of in-person therapy. reSET-O does not represent a substitution 
for a patient’s medication. Patients should continue to take their medications as directed by their healthcare provider.

Patients with opioid use disorder experience mental health disease and co-morbid medical problems at higher rates than the general 
population. Patients with opioid use disorder have higher baseline rates of suicidal ideation, and suicide attempts, and suicide completion. 
Clinicians should undertake standard of care to monitor patients for medical problems and mental health disease, including risk for harming 
others and/or themselves.

The long-term benefit of reSET-O has not been evaluated in studies lasting beyond 12 weeks (84 days) in the OUD population. The ability 
of reSET-O to prevent potential relapse after therapy discontinuation has not been studied.

Please see the Clinician Brief Summary Instructions for reSET-O.

reSET-O®
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