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From this pilot trial we hope to gain more information on the effect size. Although adverse effects have
not been documented in the prior clinical trials, clinicians in the community are still concerned about
negative consequences of electrical stimulation that could have been missed by prior trials. In this trial
we are aiming at including 15 patients per group for this pilot study, which would detect an adverse
effect in 23% of the population with o for Type I error as 0.05 and power at 0.8.

9. Privacy, Confidentiality, and Data Security

Standard institutional practices will be followed as described in the OHSU Information Security and
Research Data Resource Guide (http://ozone.ohsu.edu/cc/sec/isg/res_sec.pdf) to maintain the
confidentiality and security of data collected in this study. Study staff will be trained with regard to these
procedures. Paper files will be stored in locked filing cabinets in restricted access offices at OHSU.
Electronic data is stored on restricted drives on the OHSU network. Electronic data will be stored on
encrypted computers. Access to data/specimens is restricted to study personnel. Access to data requires
OHSU ID/password authentication. Data from paper forms will be migrated to REDCap Database.

Upon enrollment, subjects will be assigned a code that will be used instead of their name, medical
record number or other personally identifying information. Electronic files for data analysis will contain
only the subject code. Codes will not contain any part of the 18 HIPAA identifiers (initials, DOB, MRN)
The key associating the codes and the subjects personally identifying information will be restricted to
the PI and study staff. The key will be kept secure on a restricted OHSU network drive a in a limited
access folder.

Cisco meeting which has been approved for use with PHI will be offered to participants who cannot
make the visit. Best practices will be used with the cisco meeting telemedicine.

Three years after the study all data will be destroyed.

Data will not be shared with researchers outside of this study.

10. Provisions to Monitor the Data to Ensure the Safety of Subjects
We believe electric stimulation of the face for Bell’s palsy offers a minimal risk. It is currently a
therapy covered by many insurances for this indications. Five different clinical trials have not
reported a negative impact of therapy (the references from these studies are in the risk and
benefits section).
Confidentiality breech is a risk and the measures taken to prevent a problem are described above.
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11. Risks and Benefits
a. Risks to Subjects
Our hope is to study if electric stimulation decreases these risks, but there is a potential that electric
stimulation might worsen these complications.

This study also has the risk of being futile. Electric stimulation may not be effective in helping to
treat your disease. This means subjects might spend time in the study and experience side effects that
may not provide you with any health-related benefits.

Five published clinical trials have examined electrical stimulation of the face during acute Bell’s
palsy (Tuncay et al. 2015, Alakram et al. 2010, Manikandan et al. 2006, Flores et al. 1998 and
Mosforth and Taverner 1958). Two trials reported mild benefit from electrical therapy (Tuncay et al.
2015 and Manikandan et al. 2006), while the rest showed no difference in recovery. Worse recovery
with electrical stimulation has NOT been reported. However, some clinicians discourage electric
stimulation because they are concern for worse outcomes based on patients they have treated and
animal studied (mice studies) (Skouras et al 2009).

Patients with Bell’s palsy can experience residual weakness, facial spasms, inability to coordinate
facial movements and unintentional facial movements (for example the eye can close when
attempting to smile or the lip can twitch when closing the eye). Patients with Bell’s palsy can
experience pain and soreness on the side of the face that is paralyzed even if no electric stimulation
is used. The complications from Bell’s palsy happen even in patients who never receive electric
stimulation.

Common side effects of electric stimulation are:
-Mild to moderate discomfort during the 15 min of stimulation.
-Skin redness from the stickers for the electrodes (NO needles are used)
-You might experience skin irritation for the adhesive
-You might experience worse soreness in the face

Investigational protocol for the device: There might be some side effects we do not expect because
we are still learning about electric stimulation of the face. Effects of electric stimulation can take
weeks to months to be noticeable. The FDA has approved the use of electric muscle stimulation.

Although it is highly unlikely the study will have an adverse effect on pregnancy given that it only
affects the muscles being stimulated in the face. However, the following language was added to the
consent to emphasize potential unknown risks. For pregnancy/risk to fetus (For Women): 1f you are
nursing an infant or you are pregnant now, you can still participate in the study. Pregnant women
have a higher risk of Bell’s palsy than non-pregnant women and are suspected to have worse
recovery than non pregnant women. (Reference: Petersen 2004 Bell’s palsy: the spontaneous course
of 2,500 peripheral facial nerve palsies of different etiologies. Acta Otolaryngol Suppl.) This study
may involve risks not yet known to an embryo, fetus, or nursing infant that are currently unknown.
If you are sexually active and could become pregnant, you and your partner(s) can consider using
birth control. If you become pregnant during the research study, please tell the investigator and your
doctor immediately.

Interviews/questionnaires/QQOL assessments that discuss sensitive issues that may cause emotional
upset: The questionnaires only revolve around facial paralysis and its consequences.
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Loss of confidentiality. Although we are making efforts to protect subject identity, there is a small
risk of loss of confidentiality. Photos will never be published with any associated patient identifier.
There is a specific optional part of the consent to allow for photo to be used for educational material,
publication or marketing. Even though there are confidentiality protections in both Oregon law and
federal law, there is still a small chance that you could be harmed if a release occurred.

b. Potential Benefits to Subjects

In this study, patients with poor prognostic factor are being selected for intervention. By selected patients
with the worst prognosis we are hoping to see a more dramatic effect. The size of the effect is currently not
known. Five published clinical trials have examined electrical stimulation of the face during acute Bell’s
palsy (Tuncay et al. 2015, Alakram et al. 2010, Manikandan et al. 2006, Flores et al. 1998 and Mosforth and
Taverner 1958). Two trials reported mild benefit from electrical therapy (Tuncay et al. 2015 and Manikandan
et al. 2006), while the rest showed no difference in recovery. Better symmetry at rest and with movement
(from House Brackmann 3 to 2 to a scale 3 to 1) and better social interaction (using facial disability index the
scale went from 68 (20-96) to 88 (28-100) p0.001) have been reported. In all trials, only patients with good
prognostic factors were included.

The length of therapy in some of the studies could be insufficient to see an effect. For example, Alakram
et al. only treated patients for 30 minutes weekly for 3 months and Manikandan et al. only treated patients for
three times per week, for two total weeks. In severe cases of Bell’s palsy, recovery may not begin for many
months, making two weeks of electrical therapy potentially insufficient.

Outcome assessment could be improved upon by using blinded objective measurements of standardized
photographs at rest and with different facial expressions. Having two evaluators allows for better scrutiny of
inter-rater reliability. Only one trial (Tuncay et al. 2015) reported treatment-blinded assessment of outcomes.
Past trials have greatly relied on estimation of recovery by investigators using the House Brackmann scales.
The House Brackmann scale is a well-established scale first described in 1958. It classified patients into 6
categories of global facial function from normal function to complete paralysis. Facial spasms and synkinesis
are not considered in the scale. It is difficult to use this scale to describe intermediate levels of recovery, in
which some degree of residual weakness exists.

Finally, the time of follow up is an important consideration. Spasms and synkinesis tend to develop six
months or longer after initial onset of paralysis in severe cases. Length of follow up in prior studies has
averaged three months and often is not reported. We would like to perform a trial that addresses these
limitations.

It is important to highlight electric stimulation is currently an approved therapy for facial paralysis
and worse recovery with electrical stimulation has NOT been reported in any clinical trials. However, some
clinicians discourage electric stimulation because they are concern for worse outcomes based on patients they
have treated and animal studied (mice studies) (Skouras et al 2009).

For the consent, the following language was used: You may or may not personally benefit from being
in this study. However, by serving as a subject, you may help us learn how to benefit patients in the future.

12, Resources Available
A physical therapist with experience and training is necessary. Margaret McReynold is a
collaborator in the study and has been using these techniques for the last 10 years with patient.
She is listed as part of the study personnel.
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We will need to provide patient with the electric stimulation device and will need to have 15
machines available as well as electrodes.

Photographic camera and clinical space to conduct consent and follow up interviews is
necessary. We have such resources available.

We are applying for funding for a research assistant and the personnel will be updated if we are
able to secure a research assistant for the study.

Statistical support is also available as described in the statistics section. Jess Mace is part of the
study personnel.
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