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The Premarket Regulation of Mobile
Medical Software: The American Experience
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Mobile medical software has developed rapidly in recent
years which brought risks and benefits to the development
of medical care. It has become an important issue about
how to balance the development of the mobile health
market and the control of health risks. This article observes

the evolutionary process and management measures of
American legal regime and finds that it presents a pattern
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of gradual relaxation and progressive clarify. Compared
with Taiwan, the American model provides more flexibility

and may be worthy of reference.
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1 R3CGE > BIRITRBREBRRESEZRESE  https://mic.iii.org.tw/
AISP/ReportS.aspx?id=CD0OC20190226011 (ZERHHA : 2019431
15H) -

2 JIEE  ARAMBOKE AppRREIAHE EREXK - 3ARA
) > 20193514 HRE - https://tw.news.appledaily.com/headline/
daily/20190314/38280438/ (ZIE&EHH : 20194£3815H ) -

3 Meghan Bradway, Carme Carrion, Barbara Vallespin, Omid
Saadatfard, Elisa Puigdoménech, Mireia Espallargues & Anna
Kotzeva, mHealth Assessment: Conceptualization of a Global
Framework, 5 JMIR MHEALTH UHEALTH 1-2 (2017).
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FEBRGEMES - TEHBFRRMMZE (Federal
Food, Drug, and Cosmetic Act) JILIFRED - WHRREYER
Z (Food and Drug Administration, FDA ) #{TE I - £1£1989
F - ZEFDARL BT EE BB A kRS L
B AR LS R E RN E MR BN ERS M - DIKE
EHER RN Wik " BEEREEBER ) (FDA Policy
for the Regulation of Computer Products ) B% * 1EILI—2H
MERVRIBRIB RS - M - BRNEBERIRRAE - &
mBEEBLREEM - XBIFDAZRR AL —E R 3HE
EARMEEREEMEENERSMEE  HEMKE® -
18 - SXEIFDAFEERIE ¥ HERRE B I8 S -

Bt REERE L EBREMREREERS M AERT
EMIREHEE - <BEIFDAR1997E7H484IE (MREERET
ERIZEEEEIES|Y (Guidance on Off-the-Shelf Software Use
in Medical Devices) > HEWH1999F9IHIHHIEZ (MREE
FREPERAREHRE  EXNEMEYEREES LEEE
5|» (Guidance for Industry, FDA Reviewers and Compliance on
Off-The-Shelf Software Use in Medical Devices ) B, » lb$85|F
ZEMNEN B EERSM ISR T AR SIS B ERE
ERIZHAFDARE ChRIFER - BEBN XM BB ITSE

4 BURE - APPsZEFRERMIS ? #E5XE] FDA WITHBERERENR
SEEEUE - BIEIAREN © 24568 » 201246H © 438 -

5 See 73 Fed. Reg. 7498, 7499 (Feb. 8, 2008).

6 Id.
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R st HERNITEHEERERARER » ZEFDAR
20135F9A2SAME (TEEFEEAEN - REENEESE
AEFES|) (Mobile Medical Applications: Guidance for Food
and Drug Administration Staff) > EZWH2015F2898%E
Z ATHEFREAREN | EXLEREYEEZEASEID

( Mobile Medical Applications: Guidance for Industry and Food

and Drug Administration Staff » ™5 ({T&/EEEHETE
31 ) B - (ITEIBEEERERNES) TEBMENREST
FEARARSENRITEERREN » LAATEEFRERNNDE
EEIRTIENFEIR - TzolstéEHFDAé’é?E (TeBEER
RIIES) NEE - HEBHTE (ERSMERRS - BEY
BTN NEERER {% e —EXLEREYEEEA
E385|) (Medical Device Data Systems, Medical Image Storage
Devices, and Medical Image Communications Devices: Guidance
for Industry and Food and Drug Administration Staff > ™18 (5§
BREMERRSR BERZAGHEGEV ABREGBMSMIE
51 ) AR BEE=EHRERHAFEEARMRETR
HREBEBMNES - BARERRE  SEBEFDATHERT
BHE - AEREBHETHBENESER’ -

5t SREIFDARYZRM SIRET RO 20165F 1 529 H
HIE (—RRE  BEREKERR —EXNAEREYERE
EANEBEES|) (General Wellness: Policy for Low Risk Devices:

7 FDA, GUIDANCE FOR INDUSTRY, FDA REVIEWERS AND COMPLIANCE ON
OFF-THE-SHELF SOFTWARE USE IN MEDICAL DEVICES 1 (1999).

8 FDA, MOBILE MEDICAL APPLICATIONS: GUIDANCE FOR INDUSTRY AND
FooD AND DRUG ADMINISTRATION STAFF 4-7 (2015).

9 FDA, MEDICAL DEVICE DATA SYSTEMS, MEDICAL IMAGE STORAGE
DEVICES, AND MEDICAL IMAGE COMMUNICATIONS DEVICES: GUIDANCE
FOR INDUSTRY AND FOOD AND DRUG ADMINISTRATION STAFF 8 (2015).
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Guidance for Industry and Food and Drug Administration
Staff) - BELER (BSRELRE) EEE—REEER
Z =& (general wellness intended uses ) " » B {E ¥ A E ffth
AR LR2ERBEERE » AIZXBEFDARANEEHEESENE
HEMCMBEMRENERSN (NRZERBRERS
M EREREBARRRSEMREN LhaEE Rk EH
BEIIBTER) "o

BR Y TIREBPISN » BB GRBHEHEES T REE,
(Software Act) M ' HIEEEBER R EAMETHE R
%, (Sensible Oversight for Technology Which Advances
Regulatory Efficiency Act) B85 » HEKEFRMENKIED &
FRIRERES ~ (RN EFRRE = - HEHHBERRIBET
BT AM  H—ERNEHEEERINZEBIHET » 58
RYERELURS - BRRREMMERRET ARSI ReER
B o BAIERIERIOE? R © 7E201645 - EEEAEEA
M21HACBE L, (21st Century Cures Act) * sZAIEIE Y B
HERgmEHER "8 1 WEE  EENATHREE
WA R RAEELRE « RRETRE « BBREEERE
BISVERABRNBRBEINERE  IAZRAIEENE
BT - ANERESR LT - KR REHXEFDABB L
MIESIFTRUMEERBELITE  KILEER2017F7A A

10F738 T —RRBERAZEE ., AI2RME  — BT RERE ~ Bk
AR » BRARRF SR AN B RN 2 hRE » — ~ B SRR ~
AREGIRE T - BEMERSR IR E BN 28 - B WBRERSE
BIERSUERZ B - SN ELETERE - FDA, GENERAL WELLNESS:
PoLicy FOR Low RISk DEVICES: GUIDANCE FOR INDUSTRY AND FOOD
AND DRUG ADMINISTRATION STAFF 3-4 (2016).

11 Id., at 1-2.

12 Komal Karnik, FDA Regulation of Clinical Decision Support Software,
1 J.L. & BIOSCIENCES 202, 206-207 (2014).

13 FDA, DIGITAL HEALTH INNOVATION ACTION PLAN 3-4 (2017).
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Y TENIEREAIFTETE 4 (Digital Health Innovation Action
Plan) A7+ MREIRK E#H LAAVIES|I W BMFFTRVFES| (B
SN "B EESRMEREEWE, (International Medical
Device Regulatory Forum, IMDRF ) "R EEEIIM 2 BLEEER IR
FHERES]) - LIRS AL ERIEAVARED - WHRAL BB MIRY
FEAY o

BERBMRIFTENRE - ZEFDAR2017F12A8H
AHT (BREFESMcRERKTLE—EXNEMRE
MEEBEAEIESI) (Software as a Medical Device (SAMD):
Clinical Evaluation: Guidance for Industry and Food and Drug
Administration Staff * N (BREERR KRR 4
B3 ) XWAm TR ERIAZE3060RH A BERR
REREEF—EXLRMEYEREABRSIER

( Changes to Existing Medical Software Policies Resulting from

Section 3060 of the 21st Century Cures Act: Draft Guidance for
Industry and Food and Drug Administration Staff » N7 T211H
REBERRIESIER ) ) K THRKRORREDE—EXN
BEmEYEEEANEESIEZ, (Clinical and Patient Decision
Support Software: Draft Guidance for Industry and Food and
Drug Administration Staff > N8 " B&R A ARSI BHENEETES|E
) e

BN B BRI TETES A IMDRFR RIF7 A AT
Tz (BRERSMRERKRTEIES) RtARME
MEBEANEBNEXSE  WAREXBRIXEFDANEES
o EEIRIREIE AR BB A TVIRARAIIERIESI™ - IMDRF

14 IMDRF2— B H SR E RSB AR ERMBPTAERMN B EAS
B1EINR B BR e e M IR HIEAYFAA - IMDRF, About IMDREF, http://
www.imdrf.org/about/about.asp (last visited Mar. 14, 2019).

15 FDA, supra note 13, at 4-5.

16 FDA, SOFTWARE AS A MEDICAL DEVICE (SAMD): CLINICAL EVALUATION:
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5 BR AV ER PR 17 BO AV SR BE RV AR €0 R #EA T E — P RVARRE - FFAl
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GUIDANCE FOR INDUSTRY AND FOOD AND DRUG ADMINISTRATION STAFF
1(2017).

17 Id., at 4.

18 FDA, CHANGES TO EXISTING MEDICAL SOFTWARE POLICIES RESULTING
FROM SECTION 3060 OF THE 21ST CENTURY CURES ACT: DRAFT
GUIDANCE FOR INDUSTRY AND FOOD AND DRUG ADMINISTRATION STAFF
7-14 (2017).
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