Pilot study utilizing short contact protocols for treatment of actinic keratoses (AK) with
ALA gel-red light photodynamic therapy (PDT)
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PDT uses a photosensitizing drug, 5-aminovelunic acid (ALA) and an 5 50 s S E X = o
artificial light source to target neoplastic lesions in an entire skin field. The @ :g — --""'-a... ' 5=0.003 E ; 8 oo
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stinging pain during illumination. However, recent studies suggest that 0 p=ass i E e M Group B
shorter incubation times during blue light PDT (m-PDT) can reduce pain Vi V3 va i g, I "oroupe
and have efficacy similar to c-PDT. We sought to translate the blue light m- R 'g 221 Z':' 183:' B iy S 2 sben
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patient reported pain levels, yet will maintain similar clinical efficacy (lesion
clearance) as c-PDT,; the latter is modelled in our study as Group C. Figure 1. AK lesions were counted at Baseline (V1), 8 weeks post 1t PDT Figure 2. Forest plot demonstrating the comparison of reduction of AK lesions  Figure 3. Maximum pain values recorded during each PDT treatment, averaged
(V3) and 3-6 months after 2nd PDT (V4). between different treatment groups at a clinical efficacy margin of -15% and a  for each group. Patient who dopped out was excluded from the analysis. Error
90% ClI interval. bars represent the standard error.
Methods
 Randomized clinical trial (n = 30) / Visit Schedule \ Results
 Enrollment Criteria: A minimum of 10 AK lesions on the face )
* Block randomization scheme 0d 3d 8 Wk 3-6 m After 2 PDT treatments, the reduction in AK lesions from baseline were 76% (Group A), 74% (Group B), and 82% (Group
* Topical Ameluz to entire face; no occlusion C). The reduction in AK lesions from PDT Treatment #1 (V1 to V3) was non-inferior between Group A and C (p = 0.003).
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_ o : However, Group B did not meet the -15% non-inferiority margin when compared to Group C (p = 0.29). At either of the two
Group: Incubation, lllumination PDT Photographs PDT Lesion Count . o - . \/2- _
Group A (n = 10): 10 min, 20 min (74 Jcm?) Teaatant Treatment visits, pain in Groups A and B was significantly lower than for Group C (V1: A, p < 0.001, B, p < 0.0001; V3: A, p = 0.001,

= - ’ Lesion Count Lesion Count B =0.002).

Group B (n = 10): 20 min, 10 min (37 J/cm?) @Otographs / )

Group C (n =10): 1 hour, 10 min (37 J/cm?)

Outcomes Measures:
 AK Lesions — counted and photographed
« Pain — reported on an 11-point VAS scale (0

intolerable pain)
« After treatment starts, pain reported at 1 min, 5 min, and end of treatment

Future Directions

no pain, 10 =

The results support the use of a
shortened red light PDT incubation
protocol for the treatment of AK
lesions on the face.

Statistical Measures:

* For evaluating AK lesion clearance, a non-inferiority model was utilized
with a non-inferiority margin of -15%

* For comparing pain across the three groups, a linear regression model

Our protocol is a more tolerable
treatment for patients, as evidenced

and ANOVA was utilized Before PDT Before PDT 3 Days After PDT Before PDT 3 Days After PDT by the minimum pain levels reported,
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