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Barton Hutt, “The History of Government Regulation of Adulteration and Misbranding of Medical Devices”, in Norman F. Esttin et al.,
“The Medical Device Industry: Science, Technology, and Regulation in a Competitive Environment”, 1990 Z+%.
3) FDA Consumer magazine June 1981, Taste of Raspberries, Taste of Death The 1937 Elixir Sulfanilamide Incident, http://wwwifda.
gov/aboutfda/whatwedo/history/productregulation/sulfanilamidedisaster/defaulthtm Z+-3=.
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vice and Radiological Health Regulations Come of Age, January-February 2006, http:/ /wwwifda.gov/AboutFDA /WhatWeDo/History/
ProductRegulation/MedicalDeviceandRadiologicalHealthRegulationsComeofAge/defaulthtm 3=,

5)  Norman E Fstrin etal, “"The Medical Device Industry: Science, Technology, and Regulation in a Competitive Environment”, 1990, p.19.

6) Edward M. Basile, “Overview of Current FDA Requitements for Medical Devices " in Norman E Estrin et al, “The Medical Device
Industry: Science, Technology, and Regulation in a Competitive Environment”, p.65.
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10) http:/ /wwwidagov/Cosmetics/Labeling/Claims/ucm127064.htm Z+=-.

11) FDA WARNING LETTER, Derma Pen, LI.C 1/9/15, January 9, 2015, " Please be aware the Fedetal Food, Drug and Cosmetic Act
(the Act) does not recognize any such category as "cosmeceuticals." A product can be a drug, a cosmetic, or a combination of both, but the
term "cosmeceutical has no meaning under the law " http:/ /wwwida.gov/ICECI/EnforcementActions/Warningl etters/ucm429899.
htm Z2.

12) 5 13).

13) 14 #F=

14) FDA Edo]A] AlA] A& #FZ: Home>For Industry>Color Additives>I.aws, Regulations, and Guidance>Color Additive
Regulations(http:/ /wwwida.gov/ForIndustry/ColorAdditives/ GuidanceComplianceRegulatorylnformation/ColorAdditive ListingRegula-
tons/defaulthtm).
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7] H ®ALs A% AE (Center for Devices and Radiological Health, ©] &} “CDRH" ¢} 1L kool
Al gt} CDRHA= W=l A vl ¥ = o 57719 A%, 24 B A2, 54, =l ¥
Al B S TRtk CORH= 2 o] A, e el o] ], Zg-ut ], A Ak Q1 #], 2 e
Qo)A 2o o5 g W ol B ae] AL WE Y WA 7] Aol A E A
248 744 31 gk

CDRHO| £ &5 T/ d9 o=z gt O Al 55 (Establishment Registration), (2)
9] 7 7] 7] E-Z(Medical Device Listing), 3) A] 2 %1 Al 17 (Premarket Notification, FDCA #|510%
&) Bi= Al A 59 (Premarket Approval, PMA), @) 97 A8 &8 W A Z1k7] 7] (Invest-
gation Device Exemption for clinical studies, IDE), (5) 32 A] 2~ ¥l 5+ 4] (Quality System Regulation/
Good Manufacturing Practices, QSR/GMP)ol] thst 7= 7ik 2 ¥ (6) 2| 57]7] %A A=
(Labeling requirements), (7) 2] & 7] 7] }.31 (Medical Device Reporting (MDR)) AF5-0] T}, 71 Blo] I
4 95 717] 714l 71 AL ok AHFE Fal gkt

I OFE 1A 7] O 2 FDA AFaFe] A ¢ AR 4~ (Office of Regional Operations, ©] 3} “ORO”
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2. 58 25 HE(Classification of Medical Devices)

FDAT oA 2 fa A 7| ol e 35 F o2 8577 5 E/eth o577 5532
A v+ F (CFR) #8622 W] 4189279 75 o] it} 1671 o & Fopd & th=F 1,700

17) FDA &3 o] %] AlA] A& 32 http:/ /wwwitda.gov/MedicalDevices/DeviceRegulationandGuidance/ Overview/ default htm



el Aol R At o] T lewo® &7 Y577 Al 45%E AHA 6
W, 25 Ho® i 57 A 47% 3ew o ® id o577 AAL] 8%

(3% 1) CDRHL| ==

Office of the Center Director

CDRH Ombudsman

Office of Office of Device Office of Management Office of Surveillance &
Compliance Evaluation Operations Biometrics

Office of Communication Office of In Vitro Office of Science &
Education, & Diagnostic Device Engineering
Rediation Programs Evaluation & Safety Laboratories

(H2)029 dzrl| S2E 27 2%

Mo
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158 ldt Fx|(General Control) 45%

- Ut 7 & EE A
258 47%
(General Control / Special Control)

Ut A Y AR H 59 AE

3= 8%
(General Control / Premarket Approval)

18) FDA &3|o]A] AA] A& Fr3=>Device Classeshttp:/ /wwwida.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/
ClassifyYourDevice/ucm(05154 2. htm.
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