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1. 5E FDA 275 2023 M ETeetiFEH= NS IRRSI ST

10 B 5H, FDARHT 2023 FETEEMITFHEIEINE, RRKEINELESFE —WBEFR Lk, 2%
FEiERRTEIA 2022 £ 10 B 1 HZE 2023 9 A 30 H., Annual Establishment Registration Fee: $6,493,
HEeBRNERTR.

Application Type Standard Fee ~ Small Business Feef
510(k) $19,870 $4,967
513(g) $5,961 52,080
PMA, PDP, PMR, BLA $441,547 $110,387
De Novo Classification Request $132,464 $33,116
Panel-track Supplement $353,238 $88,309
180-Day Supplement $66,232 $16,558
Real-Time Supplement $30,908 §7,727
BLA Efficacy Supplement $441,547 $110,387
30-Day Notice $7,065 $3,532
Annual Fee for Periodic Reporting on a Class Il device (PMAs,PDPs, and PMRs) $15,454 $3,864
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THR, BREAREMSIANIRIEHARE. BEER. B% -IDG/ E X NRIF Bt SLEL 7 SCATHE R 8
SOtERg. XTI TIER, AT LIEHERIRERFING RBUESME, BHT DeepCAD-RT: —FF
FELRNEEIFINERERERI AL, ZhEUUSBHERERAESUSTISIN AR, XN FEETR
EEREEY, RRNEERICEIETTUERBTIGETRNE, XEESCEERGTEFIIBMmE. HRE
BRTZMLR, SEWNE. HEaNSBNERE, MRTBIRFHELERRD ATP ERESIME,
Wz 2D BAFERGHN 3D R, EUFERITERA, Zh AU B SIEET R BRGEHE, Farr
B BRI R A IR R YD B T RBUER G, HXMRBEAZRE Nature Biotechnology 8Tl E, &

:%SZW Li X, Li Y, Zhou Y, et al. Real-time denoising enables high-sensitivity fluorescence time-lapse imaging beyond the shot-noise limit. Nat Biotechnol. 2022

Sep 26. doi: 10.1038/s41587-022-01450-8. Epub ahead of print. PMID: 36163547.
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=R, 1ZIAGAERARFE(E Science Z¥E E, SSESTRR: Toi PT Jang H) Min K, et al. In vivo direct imaging of neuronal activity at high temporospatial

resolution. Science. 2022 Oct 14;378(6616):160-168. doi: 101126/50enceabh4340 Epub 2022 Oct 13 PMID: 36227975
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Nature 7_]—7_‘:,:5_1:, %%Y[‘ﬁﬁ Slade P, Kochenderfer MJ, Delp SL, Collins SH. Personalizing exoskeleton assistance while walking in the real world. Nature.

2022 Oct;610(7931):277-282. doi: 10.1038/541586-022-05191-1. Epub 2022 Oct 12. PMID: 36224415; PMCID: PMC9556303.
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