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No Approved Oral Lichen Planus (OLP) Treatments Available

Approved Treatments

None - neither topical nor systemic

Challenges with Off-Label Topical Treatments (creams, ointments, mouthwashes)

Contact Time • Limited contact time with lesion 
• Immediate loss of drug due to saliva, chewing and swallowing

Drug Penetration • Poor drug penetration into mucosa due to short contact time

Infection Risk • Drug exposure to entire oral cavity can result in Candida infection due to oral immunosuppression

Compliance • Reduced patient compliance due to poor taste, messy application, required application 
time/procedure

Toxicity • Potential oral cavity immune suppression

Challenges with Current Systemic Treatments

Toxicity • Undesirable systemic exposure
• Short-term use

Current OLP Treatment Attempts are Inadequate
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The Rivelin® Patch
A soft mucosal adhesive patch with unidirectional, targeted drug delivery

• Protective backing layer

• Facing mouth

• Non-adhesive

• Hydrophobic

• Biodegradable

• Porous layer with drug

• Facing mucosa

• Bioadhesive in presence of water

• Hydrophilic

• ‘Dissolves’ over time
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OLP Phase 2 Study (n=138)

Secondary Endpoints: Multiple endpoints including changes in patient-reported symptoms 
and clinician-reported outcomes

Primary Endpoint: Reduction in ulcer area vs. placebo

Four Arms: Placebo Patch and 3 different doses of clobetasol (1 µg, 5 µg, 20 µg)

Phase 2 US, EU & CAN trial in OLP patients across 20+ clinical sites (n=138)
Applied twice daily for 4 weeks to visible and measurable symptomatic OLP lesion 

(2-week follow-up after end of dosing period)

• First global randomized, placebo-controlled trial ever conducted in OLP patients
• Largest global clinical trial of any design in OLP patients
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Key Criteria
Inclusion Criteria

OLP patients with at least one visible and 
measurable symptomatic ulcerative OLP lesion

Clinical diagnosis of symptomatic OLP 
supported by the Oral Lichen Planus Symptom 
Severity Measure (OLPSSM) sum score of 5  

Diagnosis of LP histologically confirmed by result 
of either an existing clinically relevant biopsy or a 
new clinically representative biopsy

Exclusion Criteria

Patients requiring more than 6 
patches (corresponding to an area 
of approximately 3 cm2 per patch) 
to cover symptomatic ulcerative 
and erythematous OLP lesions at 
Baseline visit

Ongoing active visible fungal, 
bacterial or viral infection of oral 
mucosa



8

Study Setup and Design

VISIT 1 VISIT 2 VISIT 3 VISIT 4 VISIT 5 VISIT 6 VISIT 7PATIENT VISITS

-14 TO -7 DAY 1 DAY 8 DAY 15 DAY 22 DAY 29 DAY 43DAYS

For taking a 
study biopsy in 
case that no 
previous 
histological 
confirmation of 
OLP is available

After histological 
confirmation of OLP 
and, if applicable, 
after complete 
healing of biopsy 
wound including 
complete relief of 
associated pain

1st Screening 2nd Screening Treatment Follow Up Period

All patients followed 
up for 14 days after 
treatment

Rivelin Plain Patch (Placebo)

Rivelin-CLO Patch (1 ug)

Rivelin-CLO Patch (5 ug)

Rivelin-CLO Patch (20 ug)

• A total of 28 study sites 
participated in this 
study: USA (14), Great 
Britain (7), Canada (2), 
Denmark (2), Germany 
(2) and Ireland (1)

• First patient first visit:  
28-Jun-2018

• Last patient completed: 
20-Dec-2019

Participants
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Change in Ulcer Area (Primary Endpoint)

Reminder:
Visit 1 = Screening Visit
Visit 2 = First Dose
Visit 3 = After 1 week’s treatment
Visit 4 = After 2 weeks’ treatment
Visit 5 = After 3 weeks’ treatment
Visit 6 = After 4 weeks’ treatment 
(end of therapy)
Visit 7 = Follow-up visit

Ulcer Size (cm2) at visits Change in Ulcer Size (cm2) 
Versus Baseline (visit 2)

M
ea

n 
ul

ce
r s

iz
e 

(c
m
2 )

C
ha

ng
e 

in
 u

lc
er

 s
iz

e 
(c

m
2 )

VisitVisit

*V5/V6 = Average of Visits 5 and 6; “V” used as abbreviation for “Visit” throughout

p = 0.0468 V5/V6* average

p = 0.0356 V6

p = 0.0226 V5/V6 average

p = 0.0350 V6

NOTE: all p-values throughout presentation are ITT

Treatment
20 ug 5 ug

Placebo1 ug

Treatment
20 ug 5 ug

Placebo1 ug
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Key Clinician Reported Outcome: Guy’s Disease Activity Score
Clinician-assessed disease activity significantly improved with 20 µg dose

Endpoint:
Clinicians assess a) disease extent, 
and b) disease severity at 17 sites in 
oral cavity
• 2-3-point scale for disease extent

• 4-point scale for disease severity

• “Extent” and “severity” 
assessments combined into 
“Disease Activity

• A 72-point score

Treatment

20 ug 5 ug

Placebo1 ug

p = 0.0219 V5/V6 average
p = 0.0076 V6



11

Key Patient Reported Outcome

p = 0.0006 V5/V6 average
p = 0.0004 V6

Soreness with daily activities significantly improved with 20 µg dose

Treatment

20 ug 5 ug

Placebo1 ug

Endpoint:
Patients asked to rate their soreness 
upon performing the following 7 daily 
activities: 

1. Soreness when brushed teeth
2. Soreness when ate food
3. Soreness when drank liquids
4. Soreness when smiled
5. Soreness when breathed 

through mouth
6. Soreness when talked
7. Soreness when touched

• 5-point scale rated from 0 (“Not at 
all sore”) to 4 (“too sore to do”)
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Study Period

X axis change
R-1 to Visit 1-2 (Run in)
W1 to visit 3
W2 to visit 4
W3 to visit 5
W4 to visit 6
F-U to visit 7



12

Key Secondary Endpoint: Pain Numeric Rating Scale
Pain significantly improved with 20 µg dose

Endpoint:
Patients asked at each clinical visit 
asked: How much pain have you had 
in the last 24 hours from your OLP 
disease? 
• 11-point scale from “No pain” to 

“Worst imaginable pain”

Treatment

20 ug 5 ug

Placebo1 ug

p = 0.0121 V5/V6 average
p = 0.0319 V6
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Key Patient Reported Outcome: Symptom Change
Patient symptoms significantly improved with 20 µg dose

Endpoint:  
Please choose the response below 
that best describes the overall 
change in your OLP symptoms 
since you started this study
• 7-point scale from “Very much 

worse” to “Much better”

p = 0.0116 Week 4
~60% of 20 µg group felt 
“much better” (best rating) 
versus ~ 20% in placebo group

A little worse

No change

Very much worse

Moderately worse

Moderately better

Much better

A little better %
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Adverse Events

Placebo 3 Dose Groups (range)
Any AE 48% 43 - 47%
AE casually related to therapy 16% 6 – 18%
Patients who discontinued due to AE 3% 0 – 3*%
SAE 0% 0 – 3**%

* 1 patient in 1 µg group due to insomnia/oral pain/stomatitis, 1 patient in placebo group due to Varicella 
Zoster infection
** 2 SAEs total, 1 patient in 1 µg dose group (humerus fracture) and 1 patient in 20 µg dose group (acute MI)

No significant AE differences from placebo for any of dose groups
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Oral Fungal Infection/Candidiasis
20 µg

Number (%)
5 µg

Number (%)
1 µg 

Number (%)
Placebo

Number (%)
Total

Number (%)

Oral Fungal Infection 0 (0) 0 (0) 1 (3) 0 (0) 1 (1)

Oral Candidiasis 0 (0) 1 (3) 1 (3) 1 (3) 3 (2)

Observations from clinical practice

• A cohort study in Charlotte documented a need for anti-fungal treatment in 13% of the OLP patient population 
(Osipoff et al., Oral Surg Oral Med Oral Pathol Oral Radiol. 2020 Feb 7. pii: S2212-4403(20)30005-5. doi: 
10.1016/j.oooo.2019.12.019) 

• A study following OLP patients on steroid therapy documented 13.6% of patients developed candidiasis 
(Marable et al., Oral Dis. 2016 Mar;22(2):140-7. doi: 10.1111/odi.12399. Epub 2016 Jan 13)

Confidential
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Next steps

Confidential

* Hypothalamic-Pituitary-Adrenal Axis PK study examining impact 
of exogenous steroids on endogenous steroid feedback loop

FDA  & EMA 
Interaction

HPA Axis* 
Study 

initiation

Initiation of next 
efficacy study 

with Rivelin-CLO
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