Sun’s out? Tongues out! Improved Vitamin D Replacement Utilizing Oral Thin Film Cholecalciferol in
Pediatric Patients Post-HSCT
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BACKGROUND

* Vitamin D deficiency is common in
childhood, pervasive before and after

hematopoietic stem cell transplantation
(HSCT)’

* Vitamin D deficiency has been
associated with increased incidence of
graft versus host disease (GVHD) and
decreased survival in patients
undergoing HSCT1"2

» Attempts to improve vitamin D
deficiency in these patients with
additional doses/higher dosing of enteral
vitamin D are often not successful??

 Numerous barriers impede adequate

replacement with conventional vitamin D
therapy:

« Malabsorption secondary

to gut GVHD

* Inability to take capsules

* Mucositis

* Kidney disease

* Liver disease

METHODS

* We enrolled 24 patients (20 evaluable) post-HSCT with 250HD levels <35 ng/mL, or not tolerating standard

enteral supplementation

* Cholecalciferol OTF strips were provided by CURE Pharmaceutical, each OTF contains 40,000 IU Vitamin D3

(1000 mcg cholecalciferol)

» Patients received dosing of Cholecalciferol OTF based on weight and baseline vitamin D level for twelve weeks
while we monitored changes in serum Vitamin D levels, per standard of care

* Dosing was titrated based on response and pharmacokinetics of the individual, in accordance with current

| What is the Vitamin D level? I

standard of care (Figure 2)

| <30 ng/mL |

Increase dose
by 1 strip/week

|

31-59 ng/mL

Increase dose by 1 strip
every other week, based on
vitamin kinetics
at clinician discretion

60-99 ng/mL

Continue current dose

or decrease dose by 1
strip*/week based on vitamin
kinetics at clinician discretion

2100 ng/mL

Hold supplementation;
continue weekly vit D levels,
when level <50 ng/mL, restart
supplementation at 1 strip
less* /week compared to
former dose, based on
vitamin kinetics at clinician
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changing the outcome together

DISCUSSION

 Marked improvement in serum vitamin D levels was observed in all
patients transitioned from standard of care vitamin D capsules to
oral thin film cholecalciferol formulation

« Compliance and tolerance likewise improved, with patients and
parents expressing a preference for the strips

* Median age of our cohort was 8 years, range: 1-28 years old
* Dosing varied significantly, from 1 strip monthly to 4 strips weekly

» All patients showed improvement in serum vitamin D levels by
week 4 on study

* Median vitamin D level at baseline was 29.4 ng/mL, significantly
improved (p<0.0001) to 55.5 ng/mL at the end of study

* No toxicity was observed

« Of 24 patients enrolled, 20 patients were evaluable; 1 patient did
not like the taste, 2 patients did not like the texture, 1 non-compliant
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