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FHRMRNAE, FEATFL LN T2kl fF e Mg =REaHMERSmME.
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H e 7 IR 55 BA B RIPE, N2 BT N . B 22 E N R IRk 55 v g e T A 3 il 55
IR B2 97 Mk 55 ELA EAMERPE L 8 3515 TR RE R AR LA A S0 i E % L 48 g dk S B ARl KT . (HIE SR
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a5 2011 AFECFE Bl B2 97 I 4 FE 58 ) LR R B (e & 48 B ) AE 4L 8URT N 45 T T 55 (B8 8l B T i
PG FE F 5 A0 AR AHAE 3R I IAT 1 B e 38 A RS 52 8 X R O AT T SR AR

B (REIRRINE TREIF M HMME. S SE A ZMEL, KA B3 BT
FH7 38 AN B —F 88 3l T - (D A5 CBR 2 285 8 R Aol i 35 ) (Federal Food, Drug, and Cos-
metic Act,FD&C Act)% 201 (h) 4% T“28 i (device) " 5 X5 () WA E N “VEE BEIT 88007 109 B 8
BUE R O E BT SRR SR B . AR Bl BT N GE SCRKOR B A L H R SR B 2
i B A LR (FDAD Y™ & 11k 5 B2 7 #% A7 19 A1 SE 418 5 AT G158 P 1 B2 97 4 b A HC v, RO 36 B &
i 245 i B AR LR (FDAD g5 55 R 2 WY ff AL v sl AL o

HOR (R AR D TR E TR A X R o AP 48 0 58 [0l 24 ol W B0 /8 PRy (FDAD #3535 8l 12
I LR AR 77 B AT WA UE AR - (L) R A5 AR Aol i) 52 7% 2l 12 9 o7 D A8 ML A 1 ) sl 3 1 i i VAR
PN T B R 4 A8 W 3K 3l B2 9T 1 P A 2 ZRBLAS  fEL X S T 3 7 bR R s T L i E A BT A R Y 2
RERIBR A1 5 (2) Sy 7% 2l B2 7 1 ] T 200 100 B B30 5RO 90 B0 DA JHG Al 4> N SROL A 1) 3K 77 it AT 2% /1 3 Al
55 LUME 2 )5 B I 58 8B A LU0 5 (3) W R 31 6 B it i — 38 3l B2 97 1 JH ARE 1 s b, HLA 37 &
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g5, Ak 1T B P B B R 55 s H SR ALY T AU ER R 2 T i e B T A B2 RE 1 B AR 1 4H 2L

(D See Section 618 of FDASIA.
@ More details see http://www. fda. gov/downloads/MedicalDevices/. .. /UCM263366. pdf.



POl i . R RS g 529y Mk 55 14 W 4 R 2 o o < 113 -

(A8 )M T A Z FDA WA 1Y X 4 - B4l 28 6 s 6 65 5% o0 B2 97 I FH I LA 8 W48 I AL CEb
W, 7RI s — & 8 3 F & 9 A 77 3 CLLAn A H i A B T 00D s T ol I 7 I A F %
B B Y R R 55 s R A Rt 4R A A B Ol 55 AR BT S Bl 1R T I 0 PRIk 15 O
LA FR = s A Sy H TS T T R 8 B 0 B Bl T T A T . R Ry 3k e B RS 4 4
9o EB T AR, o S ) B fe /N o IR 288 B B T o ALK 0 R S AR BT AR B RE AL
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T PR B T7 I8 1948 A MR 80P S DL R 2o 2 0 1) 39 f i Tt 2 e £t B O s il R i ML 1 B A R 55

T SR B R T LR H L FRATT T B MAL G A A A R AN e A 1Y
BRI, A0 28 B TF B R sl 20 37k 2 A B DG T s 3 B BCLE B v S R I A L i 0 el o RS
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M. EUE, H A28 B R ARG 2 2R 3 A2 sh i B Y B bR RSB, S b, 3T JLAR S B8 8 v I T &
H— ELAE TR A DG B i T O L LAWY o WP 6 B 2l g A2 3 36 £ 24 B A BILR) (FDAD 1 1545, T
SN A7 WA . WA DG 43 I 0T W 5| 45 5% R0 A E O BT R R EL A S, 36 [ A A A R P
(CDRH) Ji %f b2 (A0 G 48 S B WL . 56 T8 2l I (o 2848 B )R R F -

REIRZ 8l N & T B8 97 AR 55 T L &8 3 m) BB AR O B2 9T % 4. 36 [ 4 BT R O 4E R PO

OZMLHM B 4 Fr & Center for Devices and Radiological Health, 5§ J& T35 [ £ 5 25 5 W B4 7 J5) (FDA) F J&@ B9 EE 97 77 5 5 0
P A % (Office of Medical Products and Tobacco) # 5 HF S LA . 2811 FDA BFFEHLIEIEAT 6 5, 43 2 & dh K8 57 1
1.0 (Center for Food Safety & Applied Nutrition, CFSAN) , 4 1) %% 3 4y S #F 5% o .L> (Center for Biologics Evaluation and Re-
search, CBER) , 24 ¥ 31 il S #F 9% 1 .0> (Center for Drug Evaluation and Research, CDER) , ¥ 24 d1.0» (Center for Veterinary Medi-
cine, CVM) , [H % # FL 2% BF 5% t}.0> (National Center for Toxicological Research, NCTR) A 4 # i & BF 5%t (> (Center for Tobacco
Products,CTP) ., 3% EfE A b AE I B HAR (BT 28 W07 B il 5 56 7™ 2 4 5 T 9 40025 38 X8 T Qe bR 3o A T 22 97 2 Ak
P JB S AT RS TR BB S AR R R B T RIGR T A AT — A o R R R 2 PR O S X S AR AR X A
AT I B 5 2 7 0 5 e S R oL . TS LM IR S5 T 5 FDA — 30, 3007 T 0% e R (200 24 3 e e (R B i Rl H 2 322
BT s H R BT R 55 T oK A RS AR AL B (22 A R e B Y R YT AR A B A A R R R S IR T S R R RO
B 97 MR 55 7 3R A SR AL 07 T BB S B 05 B S5 RN I7 7™ b o AL S0 4 3 W B R R S 7 SR BB L O BT A AT I 4
MERT I  FESR 0 BB RA M I E A P R E N BT ST S 0. S0 http://www. {da. gov/aboutfda/

centersoffices/officeofmedicalproductsandtobacco/cdrh/default. htm,
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(D Guidance for Industry and FDA Staff-Implementation of Medical Device Establishment Registration and Device Listing Require-
ments Established by the Food and Drug Administration Amendments Act of 2007, http://www. fda. gov/MedicalDevices/Device-
RegulationandGuidance/GuidanceDocuments/ucm185871. htm.
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FEAE S BA 1 3 B g7 b A R . A BB P SE I T 2013 4R 10 AR I T (R G B M B BOR DR | I BOR R R
(Sensible Oversight for Technology which Advances Regulatory Efficiency Act) , I 21 B¢ o 2 F1 58 5 2 57 IR B9 56 B ] F 2014 4E
2 A T 1k A ok AR 9 B 9T 3 R 3 %€ ) (Preventing Regulatory Overreach to Enhance Care Technology Act) , 3% %4~ #:
ZEH B AR BRI 5% [ £ 25 B A 38R (FDAD 28 3l B2 o7 S iy MG Y B . 9 R G2 30 T M 17 I R 288 £t 38 208 R [ 97 28 i F 4 A
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FHA S b XA ERH TR BN T R L2 0 2, B E 2t 2R 2 18 28 56 5 £ 5 24 5 58 48 38 ") (FDAD 76 3% U8 1Y
WA AR R IFAEIS . MR JR) Z 1076 2% AU 1 W A T s R R SRR LR K AT B 56 42 03 X B8 B fdt BRE 45 i W A AR
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China’s mHealth Service System and the Improvement of Its Legal Supervision

Tu Yongqian (Nanjing Audit University)

Abstract; With the application and popularization of the internet technology and smart phones,the emerging mobile medical
applications are gradually spreading world-wide. The domestic research in the field of mobile medical is still in the embryonic
stage, the problems concerningthe formulation and implementation of relevant laws and regulations, the protection of the
patients, the legitimate rights of the hospitals, as well as the providers of the third-party mobile medical applications
(Apps). Through the analysis of mobile medical concepts, the research of the domestic status in this field, the existing
problems and the investigation of the relevant legal system in the United States, this article puts forwards some investigative
suggestions on how to resolve the existing problems of China’s mhealth and the constitution of concerning systematic
regulations and laws matching China’s status quo in this brand new field.

Key words: mobile health service; mobile medical application; law enforcement
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