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1 James Colgrove, Immunity for the People: The Challenge of Achieving High Vaccine Coverage in American

History, Public Health Rep. 2007 Mar-Apr; 122(2): 248-257.
2 https://www.fda.gov/AboutFDA/WhatWeDo/History/ProductRegulation/100YearsofBiologicsRegulation/ucm
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3 Wax PM, Elixirs, diluents, and the passage of the 1938 Federal Food, Drug and Cosmetic Act. Ann Intern Med.
1995 Mar 15;122(6):456-61.

4 d.

5 Nasr, A., Lauterio, T.J. & Davis, Unapproved drugs in the united states and the food and drug administration,
M.W. Adv Therapy (2011) 28: 842.

5 https://www.washingtonpost.com/r/2010-2019/WashingtonPost/2012/11/19/National-
Politics/Graphics/PEW_FDA_Public_19112012.pdf
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7 https://healthcare.uslegal.com/organ-donation/legislation/the-national-organ-transplant-act/
8 W.P Sheridan, M Wolf, J Lusk, J.E Layton, L Souza, G Morstyn, A Dodds, D Maher, M.D Green, R.M Fox,

GRANULOCYTE COLONY-STIMULATING FACTOR AND NEUTROPHIL RECOVERY AFTER HIGH-DOSE
CHEMOTHERAPY AND AUTOLOGOUS BONE MARROW TRANSPLANTATION, The Lancet, Volume 334, Issue
8668, 1989, Pages 891-895, ISSN 0140-6736, http://dx.doi.org/10.1016/50140-6736(89)91552-3,
http://www.sciencedirect.com/science/article/pii/S0140673689915523)
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9 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=1271

10 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=1271.3

11 https://www.fda.gov/biologicsbloodvaccines/guidancecomplianceregulatoryinformation/guidances/tissue/u
cm073366.htm
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TENFEANAE ~ dH4R e AR sl s A el 2 an iy B S T T8 TSt O Z R
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1 https://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatorylnformation/Guid
ances/Tissue/UCM085439.pdf
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15 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=1271.15
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SR AN TS ZZ (L - PRI E ] PHSA 25 361 {f&##i"  Richard A. Epstein
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-~ AP R TR AB R HNN A

RRAIAE — B AR EAYHIRE - ERE LS T E AR E DIRERVAIAE - P40 - 41
srdlifRESD (L ST ELA R THRE RS BRECEE B B - srafift (s 73 (bRt
FIATE > WL paRETE (totipotency ) ~ #8%BE B (pluripotency ) PAK ZREST
{4 (Cmultipotency ) » B 1 73 {bEA FEIAHRIALAYRE D51 > wpdlifeid B B A (self-

renewal ) TYRE ST °

2005 FFE - HA RN E] (Regenerative Sciences, LLC ) JAHA7 7Y Broomfield
Colorado 27 > FHHE. FEZENFE Christopher Centeno E2RfiEid John Schultz E2EiHE [H] 5 2%
Regenexx-C (Cultured) Procedure ( N7 " Regenexx-C ;) &2 » HIE{EGHERIETL
ELELA S BHIEAR © W ANGAF RO S [FE 8 5 T a2l « MRHE 2 Jas AT 51w A
(R B B B TR o e ] Lo AL e F BE B e AR Y B RS TETE # 4l (autologous
mesenchymal stem cells - "N MSC 1) » FHE MSC 4R LU By B #G4HR T W

16 Greg Pivarnik, Cells as Drugs?: Regulating the Future of Medicine, 40 AM. J.L. & MED. 298, 319-321 (2014).
17 Mary Ann Chirba & Stephanie M. Garfield, FDA Oversight of Autologous Stem Cell Therapies: Legitimate
Regulation of Drugs and Devices or Groundless Interference with the Practice of Medicine?, 7 J. HEALTH &
BIOMEDICAL L. 233, 238, 270 (2011).

Richard A. Epstein, The FDA’s Misguided Regulation of Stem Cell Procedures: How Administrative Overreach
Blocks Medical Innovation, 17 LEGAL POL’Y REP. 1 (2013).

Arnold I. Caplan & Michael D. West, Progressive Approval: A Proposal for a New Regulatory Pathway for

Regenerative Medicine, 3 STEM CELLS TRANSLATIONAL MED. 560 (2014).
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fi#/% (autologous platelet lysate ) 35 ~ #44: ~ L E —EHER - WRIGENPRERE
H AN 2 S8 RS 2 i R PUER R (doxyeyline) Ry &R (Mixture) » FELLEZ
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9000 JT3=E< - AR 2 B B » Regenexx-C 52 A LGRS E 1B G BIRHER % -
B REHILIA S S B IR (G - M MEMERTR ZE VE - DURGIREHER 248 -

Centeno BEHEHE B2 Regenexx-C FHREMEAARELGEIEIN - (HRIGFHVBRE PATFS
TR bREE SR o BIA0 - EAGHUL A R E eI - RS METTIROR R - 4
MWEEAUEE AR A E b2 ME 2 fE(EZE e b SR R i (BRI E
TR > {BJE Centeno B Fifify B 5 /R s& PR (RCBIY I > AHAEAYAE R & iz
P e BURERCINE A RAHBAYIIRE 2 2F87% - M A R R -

BRIERSMEE (R4t 228 WA e b A Z fERr A
Bi% - DVANEEER Y MEERS > dIRE R A RraiieavRr It - EAIHE R N R EAE
17o0b > RUELEER EEG N &2 —BEAERCRAIHTANRE - AL E G HR b T2 a5
SRR « 28010 - FEAZERS > SR AR I 2 4RI i ] SUEARERE ARIE
IR A R IHE - TR RERREE W0 SHARAY I A2 T R E S R IR AS B AU 2R - 941
7R BRI BONIBRE AR B4R > BRIMEE AT FE I &R
& - FEREERAEEES - SRS S EEBIRE S B — 2 - AN e ey
HEM: - ATERRCR AR EZEE -

BRESS /RS BN R AR & (EHIILE —(EZEA e E el a R
FYRAEERR TR A A @ T HI 50 (5 RE A T Ry K E R PR SR e A Rral
REDERRAVEE LA S 22 e - SRR aRnVER - DIRS B ARRE Y - siEZ e
PER IR > I AET 2 5ERE - BEPAE Centeno B ETHYE B BT BRI R Rz » {2
FEARRERE Z 7B EERE YT TIHIZER] -

S FDARE L PE 2T IS R-EL R AKS

2008 £EE > FDA FltaBf AR S AR T E SR (S (warningletter ) » EHEHAERE

20 Centeno, C.J., et al., Increased knee cartilage volume in degenerative joint disease using percutaneously
implanted, autologous mesenchymal stem cells. 11 Pain Physician 343 (2008).
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/N Z Regenexx-C 27 2 FDCA B PHSA - {H A B A mE B L RIE - 2010 42
8 H > FDA [aiABe B AR A E] A< (injunction ) JEAE - ZEH S oS HA R
FEAE] TR IR DAL ~ BB ~ Ol A S R AR 07 =GR SH R AT |
A RFAFENE B RG-S FEAELET (counterclaim ) » BEEE{FRATELAR &R B AR S
TEEBIR REREE 0 Bl FDA R — B BANARF I - —&F ZHHFRrE & AR (The
U.S. District Court for the District of Columbia ) F[J A= B/ T HEFL o [fifE 2014 4 2
H4H > EBBFRE FERARLEREA TR R AE R A SRR -

Z B RPELRELSN

REREEAE > — » {£1° Dr. Christopher Centeno 58X Regenexx-C FfE H
= THEFEIT Ry (medical procedure ) » fESZ1TEEENGEH HHAYTT{E (practice of medicine )
FirfRiE - MHEOEAR (Mixture ) FUZHE R BAVARE > FEGTIAEREZERE—RE
BEIREE Lt R AR R B T R iRy —#0 5> (medical procedure ) °

FLILEmAL - —2F B Ay - AR A EE FDCA331 (K) K PHSA
262 (j) > NwRER (Mixture) [FRFRT & S8R YBIRHYE % - SULAR G EEL R
2k ~ AR ESE FDCA 2] -

Dr. Christopher Centeno X F 5 » FDA ZtF %R - i H L Colorado JN#EFTHY
Regenexx-C 12 » (RIETTEHERA (Administrative Procedure Act (APA) 5U.S.C. 706

(2)) FDA HE WG H SRR HIHERE -

wulttames - AT Ay A EE - {BAE5 - 2K Dr. Christopher Centeno JE A% 8 H
G MSC dHfry DT AE R IUEREE (doxyeyline ) ML E AR (Mixture ) » gZiiA4zZ& MY
IR I HINE#PS (interstate commerce ) [I{E AN 2 SERE A8 iE 7 HiE 2K H
Dr. Christopher Centeno [t A > 2L FDA HETERE

> AERdtoE ERYEEE - ABOIGREE - FAERIE A B ASRES Regenexx-C R E
¥ MSC 4z EEEL (expansion in culture ) ZFEHH » JGAHEHEL 21 CFR 1271 2 T 7/
#RUE o TRIL - BRFRARERREE L VRV ERSE B - FHELIEHSEE - I BUE T
58 - JREI FDA » BEE & -

21 United States v. Regenerative Scis., LLC, 878 F. Supp. 2d 248, 251 (D.D.C. 2012).
22 United States v. Regenerative Scis., LLC, 741 F.3d 1314, 1317 (D.C. Cir. 2014).
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&f LA - BEFSRTE_ESRARBERE R Dr. Christopher Centeno 2 5k B H > H1
AR A FIMET -

T B

= B A A B R DR B R E i L TE R IR » 5 HRF R SR 22 SR R S AR 4 ~ 1h &

S VR S SR B EOR - A R IR an (R DU = (R R & o el s

RTER B HI_ BRI AR - BB R B 4553412 > J7Re bl - A8 157

ERPERERMAT > B0 AR AN RS AR AR e TR S R B S E R B

FZERERER > IR SIER R E (fast track ) [fZF(3EE] FDA Z R HIHKGY
(early approval )

PREEZSN > SEBIA RO S 2 TS b - B hniy AL an BB BIET 2 2] FDA By &
Bl BUASTA R EZEEEER - £ ARE FDA DA BASCHHATEE (guidance)
TERoRRSE - LA B NAE TIEARE Z 6 > RS E AR R IESET FDA guidance HY
1845 > DAES BN R B B SRR 58 I - S5V MEBA UERIREDR ~ (Em A VEG2]
L eEEAREF R #rEHRSTAESHENTE > R R MR AERE N
B FDA IR -

TR EMHE S Y S - B BB, RN G BB (To improve
is to change; to be perfect is to change often. ) FTHAEERA T Hr S22 - FEIERERE MR ERIL
SRR - CHAT SIS EIREY 2016 FEmEALUEE 48 {350 NIH 9T » I L
TTEE R DUIIEREEY)BR % 2 21 Century Cure Act® 2 1% - BR4RE R AT 250 R A BE 454K
Y " EFRPEED | (the wild west ) s {l7H R EGET A AR T )X T FHFEE L (injectand see )
“ HERE T A BRI E R Y 2 B DITER . R - 2L ASGE R - R
e R AR MBI ER R A S (R ? ) » BRLEHROARARNL -
FREARIENE A %R ? S EEA KBRS e FAIFEA 2 A 7 B R R R
&I a0 FraE -+ 8E DL B _E 8BS ( post market surveillance ) B[ & ( accountability )

23 Kathy L. Hudson, Ph.D., and Francis S. Collins, M.D., Ph.D., The 21st Century Cures Act — A View from the
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