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ZoXEICET 2 B, Office of Regulatory Affairs (ORA) Office of Strategic
Planning and Operational Policy (OSPOP) @ X —v ORAPolicyStaffs@fda.hhs.gov £ T
BHWEDET I 0,

ADMINISTRATION

U.S. FOOD & DRUG

U.S. Department of Health and Human Services
Food and Drug Administration

Office of Regulatory Affairs

Center for Devices and Radiological Health
Center for Biologics Evaluation and Research
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a Xy b ERERHINILE https://www.regulations.gov ICIEE L 72 & W, METL 9, HM
DAL BMESRSFO N7y MEBZ X v 7.5630 7 4 v ¥ % —A L — v A— LA 1061
(HFA-305), & v 7 L, MD 20852 Ic$2HI < 72 X v,

I XY MI, 2O FT v FES FDA-2019-D-0914 CHE L £, CEDOHRGETREH £ T,
AV FBREBINZEELDH D T T,
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CDRH

Center for Devices and Radiological Health (CDRH) 2»6 2 v =% F 554, 4 v X2 —*
v F22b AFTE E9, CDRH-Guidance @ fda.hhs.gov ICEE T A —ATY 7 TR + %2%[E
LT, FAX Vv ZRDavr—%2ZTRNLE T,
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9, Office of Communication, Outreach and Development, Bldg. 71. Room 3128,
10903 New Hampshire Ave., Silver Spring, MD 20993; #&&&. 1-800-835-4709 % 7= 1%
240-402-8010; 2 —v: ocod @ fda.hhs.gov; {4 v % —% v
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/
default.htm
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TOHAXYRIZ, 2Dy 7T 2 8MESENE (FDA £ 72 13BUFHEE) oIR7E
DEZITERLTWE, W75 A NITH L TH vz 28 b 73, FDA AR %
T 2D DTIERV, U T2 ESPHHO B2z LT 35513, lohiksr

T2z TE3, loT7e—FriEmd 25681, 24 b= HOA
HA X ZA%HY 4 2 FDA X & v 7 F 721 Office 108§ 2 2 &,

L. AviaXrsryav

FDA 1%, 2017 4 FDA f&#ZiE (FDARA) (2% 115-52) ok 27+ 3 v 702 (b) (2) i
LT 2720 DH AL BV ZABRITT 2, ZOFERIZ. FDA ICHA XV A2 RT3 X5
ICHRLCTE Y, BRSO EREROMES S ROBITORRE 7' n e X & A 2 ii—3
22 EEHMELTWS (MDD - 255 DEERERL) 2

FDA 13, 7ot R B L i L, L L 2 2 BRWIM %2 Ew 72, i3, FDARA 7 &
= v 702 (a) I X VBN S 7z @R i E S URE L (FD&C %K) o+ 7 v 2 v 704 (h)
(1) DHLWHEICHNIGT 2720 TH 2, ZOHA4 X v AL, BEOEKE, FAEED
FHESTIEDRE., HEREEY k> T\ 2 a0 B IR 2 BEOMFM % Mg Icd 2 5k
BEINTWD,

CDHAXY 2% &t FDA QA X v ZA3GEIL, EWEEII 235 Y £ A, FFE DM
EEERGIHINTWR IR Y, FDA OBEDE 2 5B L - #E3EHIH ¢ F,

YCDOHA X ATHW S THEERE| &) B TRVE F 72 13ER D L~ | %45 L. https 0 /@ Office
of Management and Budget Circular No. A-119 (/www.nist.gov/sites/default/files/revised_circular_a-
119_as_of _01-22-2016.pdf) it [HEMESERLHE] 2iET DO TIIR .

A MERSEESE FD&CHE) ok 27> 2 v 704 (h) (1) & THEIC X 2 BEEUI DAL
AT 2, XoT, COFAX VRO [HE] ik, BECX3ERIEINR YV, TOHL XY
ADHEPANDEZ L FD&C D€ 7 3 v 510 (h) (2) 0o Y 27 R— 2 DFHIICHE VT ),
SCDOHA XY ATRIMH— L7 awR e f# T 21 CFR 607.80 3 X U° 21 CFR 1271.1 (b) (2)
ICEDWTERT 2LER D Dfiak 2 NRE LT b8, ZHUCKREL &\,



