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Correlation of DHT-derived nocturnal scratch
measures with clinical and other measures of

disease severity and efficay assessments: No Additional

Evidence
Required**

Evaluate correlations

o o o Clinical between proposed i.e. PROs (e.g., NRS i.e. PROs
o o o - Ve F . . - L ltch), Skin lesions, : !
6.Adaptation for Different Diseases or Body of Evidence Needed for Regulatory Validation of Technical & Analytical Requirements .. . cojution Profile (TSP): Therapeutic | O e e Other Al Iprimary/secondary [Fmanyisecon | o o
. . Regulatory Intel/Acceptance Accelerometr —based . efficacy -C. e
Instruments - Determlmng how the Quaiification Protocol measurementﬁ of Nocturnal studyl/ies) SIS, G, gssesisérgegiél kin lesions No Additional
~Yale pOiﬂt can be extended to other e |TF had no overarching concerns with the strategy proposed. Scratch EASI, SCORAD or |59~ Required Evidence
A t tool ® The discussion centered on: WG Required™*
congaliaons or measurement tools. O Use.of patural history studies -->A set of features and Anchor-based methodology (e.g., using PGI-S as
. : © Derivation of MCID Usage Protocol quirements that define the . - an anchor) as well as distribution-base
CO“CI“S'O“S: Th IS WO I’|< represe nts a ® |TF acknowledged: _ _ standard for the wrist-worn- Minimal aeeg?ﬂenmflgllrghuar?\ S T methods as supportive.
Sle nificant step toward the © ADis not a progressive disease, but rather one that is in soufion Ferermance Requremen® accelerometry-based '(\:/lﬁaningful be inter|goreted & e 1 - e
It i f digital flux and prone to flares | . o Health Data Variables measurement of Nocturnal ANIE  Ibenefit O'éesreartvuerg f#gtgﬁg;”% tsl eee"gzig'“s%rgt ghanges
regulatory accep .ange O IgI1a o Analytical vallda.’uor.\.wnh patient coefficients of variation Agoriihm Choracrerstics Scratch, classified into essential Measures
health technolog|es N dermatology, - would cover valrlablllty reél;ted tolﬂares o and desirable based on their
. . . . ° were open to alternative & complementary methods to Data Ripelne Characteristics importance. * Replace AD in Objective wherever applicable with Psoriasis.
potentla | |y improving disease determine MCID, however, they noted that additional detail, VI ? ** No additional evidence is required if the new instrument meets the previously qualified TSP and demonstrates equivalence to previously used

Instrument.
TSP Block DEEP Stack Model *** Sypplemental evidence equates bridging or additional supporting studies to support the change.

NI eI monitoring and patient outcomes. context, and discussion would be required.




