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1. INTRODUCTION:

This is a within-scar randomized control trial that compares fractional ablative CO2 laser, 0.5mm
punch biopsies, and non-treated controls in the treatment of hypertrophic burn scars (HTBS). The
study aims to utilize data collected from punch biopsies to examine changes in histology and gene
expression. Patient reported outcome measures (PROMs) will be collected to detect changes in
response to CO2 laser treatment/reconstructive procedures.

2. KEYWORDS:

Hypertrophic burn scar, carbon dioxide laser, patient reported outcome measures, randomized
control trial

3. ACCOMPLISHMENTS:

What were the major goals of the project?

Aim I: Conduct a randomized control trial comparing fractional ablative CO2 laser, 0.5mm punch
biopsies, and control in the treatment of HTBS

Aim II: Evaluate whether PROMs detect changes in response to CO2 laser treatment/reconstructive
procedures in burn patients

Goals:
-Initiate enrollment of patients and the RCT (15 patients have been enrolled)

What was accomplished under these goals?

Aim 1: Conduct a randomized control trial comparing fractional ablative CO2 laser, 0.5 mm punch
biopsies, and control in the treatment of HTBS (months 1-48)

We have been working to increase enrollment in the study. As of last year we had 7 patients enrolled
and are now up to 12 patients enrolled with 8 patients completing their treatments and 6 that have
completed all their post-treatment follow-up. Recruitment has improved with more frequent
screening of patients as a team as well.

What opportunities for training and professional development has the project provided?
Nothing to Report

How were the results disseminated to communities of interest?

With flyer approval we have partnered with Harvard Burn Model System to disseminate information about
the study to burn survivors communities in the New England area and approached Brigham and Woman’s
hospital about referring patients, but this has not been successful at increasing enrollment.




What do you plan to do during the next reporting period to accomplish the goals?

Enrollment has increased because we are doing a better job screening patients, including screening patients
toward the end of their inpatient stay to approach when they come to clinic for follow-up. It helps us better
ensure we do not miss patients. Also, we have increased our clinic staffing to two medical assistants, so we
have plenty of clinic appointment slots and this makes it easier to see more patients.

4. IMPACT:

What was the impact on the development of the principal discipline(s) of the project?

This trial has led to other studies on patient reported outcomes in burn survivors. While there are
limitations to the study, it does suggest that simply administering a PROM (generic or burn specific), may
not be specific enough to detect changes in patients before and after certain reconstructive procedures.
This is being worked on as a publication and is still in the draft stages. Also, a methods paper is in the
draft stage and being worked on as well.

What was the impact on other disciplines?

There are impacts within our burn model system (funded by NIDLRR) and a growing awareness that patient
reported outcome measures might need to be more specific to detect changes before and after reconstructive
procedures. Greater interest in the outcomes following reconstructive surgery has resulted from this project.

What was the impact on technology transfer?

Nothing to Report

What was the impact on society beyond science and technology?

The results of this study if positive, would help improve access to care for burn survivors across the
county as with level 1 evidence it would be difficult for insurance companies to deny access to laser
treatment for burn survivors. This continues to be a problem across the country despite several studies
demonstrating the positive impact of laser treatment on burn scars. Patients report this to us as do several
insurance companies during peer reviews who simply are unaware of the benefits lasers seem to offer
patients.

5. CHANGES/PROBLEMS:

Nothing to report




Actual or anticipated problems or delays and actions or plans to resolve them

The main challenge remains recruitment of patients. We do appear to be on track to hit our goal of 20
patients, though will likely require an additional NCE to complete the data analysis. This has been
discussed with our contacts at the DoD and we are starting the process early to request that as well as a
plan for unused funding so that it can be utilized.

Changes that had a significant impact on expenditures

With revised power calculations, the number of patients needed to measure a reasonable effect size was
decreased to 20. That extra funding is anticipated to be used for a second NCE to allow for analysis of the
data.

Significant changes in use or care of human subjects, vertebrate animals, biohazards, and/or select
agents

Significant changes in use or care of human subjects

Nothing to Report

Significant changes in use or care of vertebrate animals

Nothing to Report

Significant changes in use of biohazards and/or select agents

Nothing to Report
6. PRODUCTS:
o Publications, conference papers, and presentations

Journal publications.

Nothing to Report

Books or other non-periodical, one-time publications.

Nothing to Report




Other publications, conference papers and presentations.

Future Trends in Burn Care, American Society of Plastic Surgery, The Meeting. Boston,
MA. 2022.

o Website(s) or other Internet site(s)

Nothing to Report

o Technologies or techniques

Nothing to Report

o Inventions, patent applications, and/or licenses

Nothing to Report

° Other Products

Nothing to Report
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Nearest person month worked.: 3

Contribution to Project: Mr Annand is taking over Angela Man, who has returned
home to NYC to pursue interests in medical research
working on clinical trial monitoring.
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Project Role: Investigator
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Contribution to Project: Dr. Tam is involved in the histologic evaluation/data

analysis, and is participating in regularly scheduled
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the progress of the study
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Has there been a change in the active other support of the PD/PI(s) or senior/key personnel since
the last reporting period?
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this project.
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