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LR Summary
1. Significant superior efficacy of Dymista® vs Placebo for PRQLQ
2. 1TNSS, rTOSS, etc.:
3. Dymista® treatment difference increases with the extent of children ‘s self-rating
and 1s always at least numerically superior
4. When children self-rated their symptoms, Dymista® provides significantly better relief
in:
1. rTNSS
2. 1TOSS
3. each individual nasal and ocular symptom (except rhinorrhoea)
5. Dymista® is safe and well tolerated

Dymista key Messages

1. Dymista® is an effective treatment for AR in childhood.

2. Dymista® is safe and well-tolerated in children.

3. Caregivers are less able than children to accurately assess response to treatment with
available tools.

4. There is a need to develop better tools for paediatric AR symptom assessment

Do not provide results proactively as long as Dymista is not indicated for children.

Does Dymista® effect on ability to drive and use machines?

1. Dymista® Nasal Spray has minor influence on the ability to drive and use machines.'

2. In 1solated cases fatigue, weariness, exhaustion, dizziness or weakness that may also
be caused by the disease itself, may occur when using Dymista® Nasal Spray. In these
cases, the ability to drive and use machines may be impaired. Alcohol may enhance
this effect.’

3. The systemic availability of both AZE and FP delivered within Dymista® is very low
so the risk to develop any systemic effect is minimal.”
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® (lucosamine sulfate
B (Use of the GRADE recommendation methodology 1n ESCEO
algorithm
u “The ESCEO WG gives a strong recommendation to the use of
prescription crystalline glucosamine sulfate (pCGS) as long
term background therapy and discourages the use of other
glucosamine preparations’
® leta-analysis of randomized placebo-controlled trials, using, as
much as possible, data from full safety reports.
® Adverse events (AEs) with various SYSADOAs in patients with OA.
P ® (Qutcomes

B  QOverall severe and serious AEs,

B AEs involving the following Medical Dictionary for Regulatory
Activities (MedDRA) system  organ classes (SOCs ) :
gastrointestinal, cardiac, vascular, nervous system, skin and
subcutaneous tissue, musculoskeletal and connective tissue,
renal and urinary system.

® \|Many guidelines are available assessing the effectiveness of
therapies 1n OA

® Some guidelines put treatments in the logical sequence suggested
by the available evidence

® ESCEO recommends the use of pCGS as a background treatment and
discourages the use of other formulations or combinations




