FDAZH T fE4EREZS10(K)FEEHEE ZBUR | FHE U FEE

R Es AR SE B R AT ER ATERY AR » Ry HHEES10(K)E A e R iR & (Premarket Approval, PMA) « JIEFF E55— » DVATEQOKHil ] 5Bl &

[%ZE%%EE)%(US Food and Drug Administration, FDA)fZH! " F i@l ; (Premarket Notification, PMN)EE 55 - FrEEry510(K) » (4355 (&

- @) R Abil %) (Federal Food, Drug, and Cosmetic Act, FD&C Act)555106i 2 #iTE » #FEREEH AR » FDAS S G AvEs - &
EE{%E@ELFEE’WFEH%H Tz TEPERHS M ) (Substantial Equivalence) » #N B T EEAEEN: o RIHE APMARIZETEST o

FDASS B RRIEEZ 3T 2R E 1501 (K)EF & FE - MRVHE KIS SR B RS g Pt - DUETHEE L - FDAHIEHE
IIERF  HEFTHEENIES - TRE A VEEATERN AT - FDARY201248 H 104 i " EARRE2510(K)E & H 55 2 BUR | FRESUFEE - fF
ForE B N5R501 (K) S L SR B Rl » s S a2 s B BRI L E R L 4t (Traditional) ~ F§54(Special) ~ il
(Abbreviated) =fEA [FY ST 2 FE XM - FDAGLETHEE MR G BEFVTCEY - ETHEESE - M RRIIE S EREN S
(1% 7% (Checklist) Fir A 2 MR FE S FEE S - FDAR 15IRAH[H] B EMT R 2 745 Se T > SRERIRE AR 15K 2 e - &R
(Acceptance) [P AFEASEH © HHETHERE - MR i EEE S » SRR IRHEZ B WERHARBHRE - fEECIF R SRR A DU T 2 (e
Il PRt BB UL R e L

- RAESE R Fygatd
HEEE SRR IERE
- E@P’i@m |:l/£510( )EF'
A EERY S PMARR iz B s
5. FrERtIAYEEIREDS - FREEE R G2 " FREEHEIICR ) (Application Integrity Policy, AP) «
FDAZ @ik TR R 2 J7= » MRS Z 5 BEMAGVES TR ERTETEE RS » DI RETEIARIOYEIRELA 1)
BTN EEEL - ARENEFDAE FT501(K) 8 & H a2 R A %

AW DN =

A E " EESEFER R ERR

I HHERRESS
£ Jennifer D. Newberger, FDAIssues New Refuse to Accept Policy for 510(k)s, FDALAWBLOG
& Aexander Gaffney, New 510(k) Guidance Consolidates Pre-Review Policies, RAPS

REEIGTE
FDA, Refuse to Accept Policy for 510(k)s Draft Guidance [ pdf]

BRECEE gapaom
RERERT : 20124208H

BRI -


http://www.fdalawblog.net/fda_law_blog_hyman_phelps/2012/08/fda-issues-new-refuse-to-accept-policy-for-510ks.html
https://www.raps.org/focus-online/news/news-article-view/article/2072/new-510k-guidance-consolidates-pre-review-policies.aspx
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM315014.pdf

FDA Refuse to Accept Policy for 510(k)s Draft Guidance, (2012), hitp:/mww.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance
/GuidanceDocuments/UCM315014.pdf (last visited Aug. 17, 2012).

Aexander Gaffney, New 510(k) Guidance Consolidates Pre-Review Policies, RAPS, Aug. 10, 2012, https:/iwww.raps..org/focus-online/news/news-article-
view/article/2072/new-510k

-guidance-consolidates-pre-review-policies.aspx (last visited Aug. 17, 2012).

Jennifer D. Newberger, FDA Issues New Refuse to Accept Policy for 510(k)s, FDALAW BLOG, Aug. 13, 2012,
http:/Amwww.fdalawblog.net/fda_law_blog_hyman_phelps/2012/08/fda-issues-new-r

efuse-to-accept-policy-for-510ks.html (last visited Aug. 17, 2012).



http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance
https://www.raps.org/focus-online/news/news-article-view/article/2072/new-510k
http://www.fdalawblog.net/fda_law_blog_hyman_phelps/2012/08/fda-issues-new-r
http://www.fdalawblog.net/fda_law_blog_hyman_phelps/2012/08/fda-issues-new-r

	FDA發佈「拒絕接受510(K)審查申請之政策」指導文件草案

