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RESULTS
Palatability of DAYBUE® Stix in Water-Based 
Beverages
• The flavor quality of DAYBUE® Stix constituted in a 

variety of common water-based beverages was 
evaluated in an open-label taste assessment
o The juices and hydration beverages assessed were 

identified through polling of patient groups and 
included fruit juices, teas, and sports drinks 
(Figure 3)

o A 12-g dose of DAYBUE® Stix was constituted in 
25, 60, and 120 mL for each beverage

o Flavor characteristics were evaluated by 9 sensory 
panelists using the Flavor Profile Method of 
sensory analysis6

• Flavor quality varied between the different beverage 
vehicles (Figure 3)
o Sourness and astringency of the samples 

increased with increasing trofinetide concentration
o Consumption of miracle berries before tasting 

DAYBUE® Stix for oral solution powder resulted in 
the highest flavor quality

o Sweet tea, Mott’s for Tots, Tropicana Light, and 
Welch’s Grape had the same aggregate amplitude 
as the miracle berries, but with higher scores for 
sourness and astringency

o The 2 viscous vehicles, HyFiber and ThickenUp 
Clear, helped mitigate sourness and astringency

Figure 1. Bioequivalence of DAYBUE® and DAYBUE® Stix

Figure 3. Flavor Quality of DAYBUE® Stix in Water-Based 
Beverages

aSum of sour and astringent intensities (basic sour taste and puckering) of all preparation volumes (120 mL + 60 mL 
+ 25 mL). bSum of amplitude rating (balance and fullness of all preparation volumes (120 mL + 60 mL + 25 mL); 
higher score is better

Bioequivalence of DAYBUE® and DAYBUE® Stix
• The results of a randomized, phase 1 study determined the 

bioequivalence of DAYBUE® and DAYBUE® Stix5

o In total, 38 healthy adults took 3 versions of trofinetide: (A) 60 mL 
(12,000 mg) DAYBUE®; (B) 12,000 mg DAYBUE® Stix constituted in 
60 mL water; and (C) 12,000 mg DAYBUE® Stix constituted in 25 mL 
water (Figure 1)

o Each solution was orally administered on separate days in an ABC or 
BAC sequence

o Each dosing period lasted 3 days separated by a washout period of 
5 days, for a total period of 19 days

o Trofinetide blood concentration was measured over 48 hours after 
each dose using high-performance liquid chromatography

o Bioequivalence criteria (90% CI of geometric mean ratio for maximum 
observed concentration of the drug and area under the plasma 
concentration–time curve falling within 80% and 125%) were met for 
all treatment groups (Figure 1)

o The safety profiles of DAYBUE® and DAYBUE® Stix were similar and 
consistent with other phase 1 studies of DAYBUE® in healthy subjects

o The results of this study demonstrated that DAYBUE® and DAYBUE® 
Stix can be used interchangeably and support that DAYBUE® Stix can 
be constituted using adjustable volumes

• To summarize the data supporting DAYBUE® 
Stix development and present early learnings 
on the real-world use of DAYBUE® Stix
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• Trofinetide is approved for the treatment of Rett syndrome 
(RTT) by the US Food and Drug Administration (FDA) based on 
the efficacy and safety results of LAVENDER (NCT04181723), 
LILAC-1 (NCT04279314), and LILAC-2 (NCT04776746)1-3

o At the time of the approval, trofinetide was available as 
DAYBUE®, a ready-to-use oral solution4

• DAYBUE® Stix, a trofinetide powder for oral solution that can 
be constituted with water or water-based beverages over a 
range of volumes, was designed to address the real-world 
challenges of DAYBUE®

o DAYBUE® Stix was approved by the FDA in December 20254

• Real-world experience has revealed 
challenges with DAYBUE® use in some 
patients with RTT regarding excipient 
sensitivity, taste, large dosing volume, 
dietary restrictions, and refrigerated 
storage/portability

Trofinetide is now available in 2 formulations: DAYBUE® and 
DAYBUE® Stix
• DAYBUE® Stix addresses real-world administration needs in RTT

The integration of bioequivalence, formulation, and 
taste supports the role of DAYBUE® Stix as a flexible 
and patient-centered treatment option for RTT

Real-world insights from RTT experts and caregivers 
in the LOTUS study suggest favorable usability by 
caregivers and manageable tolerability

Ingredients in DAYBUE® and DAYBUE® Stix
• DAYBUE® Stix consists of the same active ingredient (trofinetide 

hydrate [≥95% w/w]) and the same medium (water) as DAYBUE® with 
fewer excipients than DAYBUE® (Figure 2)5

o DAYBUE® Stix does not contain maltitol as a sweetener
o DAYBUE® Stix does not contain antimicrobial agents (methylparaben 

sodium and propylparaben sodium) or dyes (FD&C Red No. 40)
o DAYBUE® Stix is flavored with natural strawberry flavor, whereas 

DAYBUE® is flavored with artificial strawberry flavor 

Figure 2. Ingredients in DAYBUE® and DAYBUE® Stix

aFixed medium and volume with DAYBUE®; medium can be water or water-based across a range of volumes with DAYBUE® 
Stix. bDAYBUE® contains more sucralose than DAYBUE® Stix

Carbohydrate Content in DAYBUE® and DAYBUE® Stix
• The different excipient composition changes the carbohydrate burden 

of trofinetide treatment from 0.03 g of carbohydrates/mL in DAYBUE® 
to 0.04 g of carbohydrates/g in DAYBUE® Stix
o Across recommended doses, DAYBUE® contributes 1.5–3.6 g of 

carbohydrates/day and DAYBUE® Stix contributes 0.40–0.96 g of 
carbohydrates/day

DAYBUE® DAYBUE® Stix

Trofinetide
Watera

Sucraloseb

Natural strawberry flavor

Maltitol
Methylparaben sodium, 
propylparaben sodium

FD&C Red No. 40
Artificial strawberry flavor

Treatment C: 12,000 mg DAYBUE® Stix in 25 mL water

Treatment B: 12,000 mg DAYBUE® Stix in 60 mL water

Treatment A: 60 mL (12,000 mg) DAYBUE®
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Early Clinician Perceptions of DAYBUE® and 
DAYBUE® Stix
• Early insights from 7 key opinion leaders in 

RTT point to clinicians and caregivers favoring 
DAYBUE® Stix over DAYBUE® (Table 1)
o The advisors shared that DAYBUE® Stix is 

generally preferred by caregivers (n = 3), is 
easier for caregivers to administer (n = 3), and 
that they strongly recommend it to caregivers 
of patients with RTT (n = 4)

o Although some advisors did not have enough 
experience with DAYBUE® Stix (n = 5), some 
of them shared that, in their experience, 
DAYBUE® Stix has a better tolerability profile 
than DAYBUE® (n = 2)

Real-World DAYBUE® Stix Insights From LOTUS
• In total, 29 patients with RTT enrolled in LOTUS have been treated with DAYBUE® Stix (Figure 4)
o Of these patients, 25 switched from DAYBUE® to DAYBUE® Stix, 2 had discontinued DAYBUE® and restarted treatment with 

DAYBUE® Stix, and 2 patients were treatment naïve before initiating DAYBUE® Stix 
o In these patients treated with DAYBUE® Stix in LOTUS, normal stools were common, followed by constipation and diarrhea
o The most common type of diarrhea reported by caregivers was loose stools

Table 1. Clinician Perceptions of DAYBUE® and DAYBUE® 
Stix (N = 7)

DAYBUE® DAYBUE® 
Stix

They are 
about the 

same 

Not enough 
experience

Comparing ease of administration between DAYBUE® and DAYBUE® Stix
Generally more preferred by caregivers - 3 - 4
Seems to be more palatable - 3 - 4
Easier for caregivers to administer 2 3 2 -

Comparing dosing between DAYBUE® and DAYBUE® Stix
Easier for patients to achieve their 
weight-banded dose 2 1 1 3

Easier to titrate 3 - 4 -
Comparing tolerability and clinical benefit between DAYBUE® and DAYBUE® Stix
Results in less vomiting - - - 7
Results in less diarrhea - 1 - 6
Results in better/more detectable 
clinical benefit - - 1 6

Is more tolerable - 2 - 5
Strongly recommended to patients - 4 1 2
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Figure 4. Stool Type in Patients From LOTUS Treated With DAYBUE® Stix

aPatient was treatment naïve at the time of DAYBUE® Stix initiation. bPatient discontinued DAYBUE® and restarted on DAYBUE® Stix.  W, Week
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Patient  1a

2a

3
4
5
6
7
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25b

26b

27
28
29


	Slide Number 1


<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Warning

  /CompatibilityLevel 1.3

  /CompressObjects /Off

  /CompressPages false

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /sRGB

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness false

  /PreserveHalftoneInfo false

  /PreserveOPIComments false

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Remove

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages false

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 600

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.00000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages false

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 600

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.00000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages false

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 600

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.00000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly true

  /PDFXNoTrimBoxError false

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox false

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)

  /PDFXOutputConditionIdentifier (CGATS TR 001)

  /PDFXOutputCondition ()

  /PDFXRegistryName (http://www.color.org)

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<

    /ENU ([Based on 'EPG UPLOAD'] [Based on 'EPG UPLOAD'] [Based on 'HighResolution_NoCrops'] [Based on 'HighResolution_NoCrops'] [Based on 'HighResolution_NoCrops\\0501\\051'] [Based on 'HighResolution_WithCrops'] [Based on '[PDF/X-1a:2001]'] Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /BleedOffset [

        0

        0

        0

        0

      ]

      /ConvertColors /ConvertToRGB

      /DestinationProfileName (sRGB IEC61966-2.1)

      /DestinationProfileSelector /UseName

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /HighResolution

      >>

      /FormElements false

      /GenerateStructure true

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MarksOffset 0

      /MarksWeight 0.250000

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PageMarksFile /RomanDefault

      /PreserveEditing true

      /UntaggedCMYKHandling /UseDocumentProfile

      /UntaggedRGBHandling /LeaveUntagged

      /UseDocumentBleed false

    >>

    <<

      /AllowImageBreaks true

      /AllowTableBreaks true

      /ExpandPage false

      /HonorBaseURL true

      /HonorRolloverEffect false

      /IgnoreHTMLPageBreaks false

      /IncludeHeaderFooter false

      /MarginOffset [

        0

        0

        0

        0

      ]

      /MetadataAuthor ()

      /MetadataKeywords ()

      /MetadataSubject ()

      /MetadataTitle ()

      /MetricPageSize [

        0

        0

      ]

      /MetricUnit /inch

      /MobileCompatible 0

      /Namespace [

        (Adobe)

        (GoLive)

        (8.0)

      ]

      /OpenZoomToHTMLFontSize false

      /PageOrientation /Portrait

      /RemoveBackground false

      /ShrinkContent true

      /TreatColorsAs /MainMonitorColors

      /UseEmbeddedProfiles false

      /UseHTMLTitleAsMetadata true

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



