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Abstract

Given that the brand drugs are too expensive to afford, some patients in Taiwan choose
to apply for special permission to import foreign generic drugs that are cheaper than
brand drugs but with or without drug permit license for personal use. Despite the
unlicensed drugs are cheap, they often accompanied with the doubts such as
dissatisfaction with pharmaceutical equivalence, involvement of public health risks and
infringement of pharmaceutical patents. The Ministry of Health and Welfare in Taiwan
once disapproved the import application of special permission because of legal and
policy issues mentioned above. But the Ministry’s decision of disapproval was
criticized to be an overreaching of its authority in interpreting and implementing the
Pharmaceutical Affairs Act and Regulations on Management of Medicament Samples
and Gifts. In order to enable the patients to properly use special permission scheme in
Taiwan, this thesis suggest that current regulations governing the import control of
medicines for personal use can be revised accordingly based on the regulatory scheme
adopted by the UK, Australia, USA and related international regulations such as

Convention Concerning Customs Facilities for Touring.

Keywords: personal use, unlicensed drugs, drugs import permission, Pharmaceutical

Affairs Act, Regulations on Management of Medicament Samples and Gifts
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https://www.fda.gov/industry/import-basics/personal-importation; Therapeutic Goods Administration,
Personal Importation Scheme, AUSTRALIAN GOVERNMENT DEPARTMENT OF HEALTH (Mar. 18, 2015),
https://www.tga.gov.au/node/3988.
6! The Human Medicines Regulations 2012, SI 2012/1916.
62 The Human Medicines Regulations 2012, SI 2012/1916, art. 46.
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63 Jeffrey K. Aronson & Robin E. Ferner, Unlicensed and Off-Label Uses of Medicines: Definitions and
Clarification of Terminology, 83(12) BRITISH JOURNAL OF CLINICAL PHARMACOLOGY 2615,2616 (2017);
% 5L 7848 MHRA #E32H A M 12 248 A EBRAF 45 & 25 T35 » LB I ER: T4 a i 15

IEEE  flde 2019 ~ 2020 AFREE SIS IER R o A5 4EdE 3P T 3841 © Medicines and Healthcare
products Regulatory Agency, Guidance: EU Guidance Documents Referred to in the Human Medicines
Regulations 2012, Gov.UK (Jan. 23, 2019), https://www.gov.uk/guidance/eu-guidance-documents-
referred-to-in-the-human-medicines-regulations-2012#history.
0 1d. g 1.1.
% Id.
6 Jeffrey K. Aronson & Robin E. Ferner, supra note 61, at 2616.
7 1d. 2617.
8 Peter McLoughlin, Use of Unlicensed Medicines — Legal and Ethical Issues, BIRCHAM DYSON BELL
(Jan. 11, 2012), https://s3.amazonaws.com/documents.lexology.com/a5fc2449-d220-460a-86e5-
lelaSc616dea.pdf?AWSAccessKeyld=AKIAVYILUYJ754JTDY 6 T&Expires=1672676409&Signature
=eYDtPG8ytVhpYztnwetgUhdsC8c%3D.
' Alesha Wale, et al., Unlicensed “Special” Medicines: Understanding the Community Pharmacist
Perspective, 9 INTEGRATED PHARMACY RESEARCH & PRACTICE 93, 93 (2020).
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0 Jeffrey K. Aronson & Robin E. Ferner, supra note 61, app. at 2623-2624
MHRA # 836 3
BoMER ) &A

» A REEME
7l MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, 9 1.3; 3B GMC 2
TR R A AT

BRLMEEZERF GMC HRZEXZ LA ARRAFTHEELGFTHREINMERA (H
EE

3 = H
=4 2 55

T E S ) MHRA X35 SRAE RS AI5HH -
GENERAL MEDICAL COUNCIL, GOOD PRACTICE IN PRESCRIBING AND MANAGING MEDICINES AND
DEVICES 14 (2021), https://www.gmc-uk.org/-/media/documents/prescribing-guidance-before-cie pdf-
85470847 .pdf?la=en&hash=EBC2C2FCDD5F7481667629E891F4ABFBSA792F59D
Aronson & Robin E. Ferner, supra note 61, at 2619
i’ =N

3 The Human Medicines Regulations 2012, SI 2012/1916, art. 167,
A w2012 A

Jeffrey
72 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, § 1.3
4,

K.

RAAEZT » R
5 Gemma Donovan, et al., supra note 74, at 861.

EaLiER) F 16T RER AMEZH TRAE b 2 ’

SUR 14 3F ba ) KB B AF A8 7015 3T W A © The Human Medicines (Amendment) Regulations 2017 SI
Donovan, et al., Special Unlicensed Medicines: What We Do and Do not Know about Them, 65(641)
6 Id.; RIS ”‘?ﬁ'é}’é}iﬁmé’]uu%’* & &

lm&ﬁ%%ﬁkﬁ%%%
2017/715, art. 5; The Human Medicines (Amendment) Regulations 2017, SR 2017/241, art. 5

4 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, § 1.4; Gemma
BRITISH JOURNAL OF GENERAL PRACTICE 861, 861 (2015)

26(6) INTERNATIONAL JOURNAL OF PHARMACY PRACTICE 515, 515 (2018)
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Bl MR TR H R ER G RAEERBEE "7 F4E (yellow card scheme ) | 78

EFRMDIRATA R RRIEFH o B L 2R B SEE AR E BT L3
% A EARFE 3B > NHS T % A o435 2k 4 5% 5 f2 A et B A 4% 42 (primary
care) B # BT A5 R4S & (Drug Tariff) ¥ » ER U BHERT LEMH > B

st B B g A e 2 AE A& T B30 .

(=) BN

Je iR o BB B M 2 B E M AN BR A & F 32 A (Therapeutic
Goods Administration, TGA ) > TGA #& B (1989 B & M shik ) 81 » $REURFR & 32
HEERAERNZ EHRA S AR THERHLE - R EEA £ EFBFAF
R AR EHFTHER LT RE R =58 ERE SR ETIESR2 Bt
T TCGAFEHLE - oM - ARMHE AN B R A a2t
(Australian Register of Therapeutic Goods, ARTG ) #3% 1% £ Aefit JE 46 B 51 A >

ARTG ¥ €7 R Ly LB BTy tm i ~ BT BT F M -

77" Adam Sutherland & Stephen Waldek, /¢ Is Time to Review How Unlicensed Medicines Are Used, 71(9)

EUR. J. CLIN. PHARMACOL. 1029, 1031 (2015).
8 Medicines and Healthcare Products Regulatory Agency, 4bout Yellow Card, YELLOW CARD,
https://yellowcard.mhra.gov.uk/the-yellow-card-scheme/ (last visited Mar. 28, 2021).
7 Adam Sutherland & Stephen Waldek, supra note 77.
80 National Health Service, Use of “Specials”: Guidelines for Good Practice and Points to Consider,
DERBYSHIRE MEDICINES MANAGEMENT (May 2018),
http://www.derbyshiremedicinesmanagement.nhs.uk/assets/Specials/Local_resources/Use of Specials
_Guidance_on_good_practice.pdf.
81 Therapeutic Goods Act 1989 (Cth)(Austl.).
82 Therapeutic Goods Administration, How the TGA Regulates, AUSTRALIAN GOVERNMENT
DEPARTMENT OF HEALTH, https://www.tga.gov.au/how-tga-regulates (last visited Apr. 11, 2021);
Therapeutic Goods Administration, The Therapeutic Goods Act 1989 & the Poisons Standard,
AUSTRALIAN GOVERNMENT DEPARTMENT OF HEALTH, https://www.tga.gov.au/therapeutic-goods-act-
1989-poisons-standard (last visited Apr. 11, 2021); see also THERAPEUTIC GOODS ADMINISTRATION,
ACCESS TO UNAPPROVED THERAPEUTIC GOODS: PERSONAL IMPORTATION, 6 (2004),
https://www.tga.gov.au/sites/default/files/access-personal-import-guidelines.pdf.
8 Peter Donovan, et al., Access to Unregistered Drugs in Australia, 40(5) AUSTRALIAN PRESCRIBER 194,
194 (2017); Therapeutic Goods Administration, Australian Register of Therapeutic Goods, AUSTRALIAN
GOVERNMENT DEPARTMENT OF HEALTH (Oct. 29, 2019), https://www.tga.gov.au/australian-register-
therapeutic-goods.
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(— )45 %] A 2 %) B ( Special Access Scheme, SAS )~( = )#%4# & 7 %1 B ( Authorised
Prescriber Scheme )~ ( =) 18 A & A i v 4] & (Personal Importation Scheme, PIS )~

(w9 ) BEAR3RERSS o Ll h] B 32 A FRAIFTBAF O B L85 PR TR R LA &
A S ERERGES (FlhedpEEd) 5 BPPAAE S ETEBU L4
BT 0 42 TGA &9 b # % RAF RT3 By iy £ 4L RS -
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A FREAREE G LAARED S 5 A TGA FTE KGR 5 & 3%

A
#7190 %38 SAS BUFE L0 o SR 0 A E AR IR AR T AL hu B E 0 BUE RN

v
e}
e

8 Therapeutic Goods Act 1989 (Cth)(Austl.).

85 Therapeutic Goods Regulation 1990 (Cth)(Austl.).

8 Therapeutic Goods (Medical Devices) Regulation 2002 (Cth)(Austl); THERAPEUTIC GOODS
ADMINISTRATION, ACCESS TO UNAPPROVED THERAPEUTIC GOODS: PERSONAL IMPORTATION, 6 (2004),
https://www.tga.gov.au/sites/default/files/access-personal-import-guidelines.pdf.

87 THERAPEUTIC GOODS ADMINISTRATION, SPECIAL ACCESS SCHEME: GUIDANCE FOR HEALTH
PRACTITIONERS AND SPONSORS, 28 (2017), at 7, https://www.tga.gov.au/sites/default/ﬁles/special—
access-scheme-guidance-for-health-practitioners-and-sponsors.pdf; R 2 & 3% % &b it R 6,4 4 % %
eyt BIMER © TGA &=y FIMER 2 ¥ B A B st R B Rk T F’\#%»%r%%
INRE B 4238 TGA 8955 %, ~ #L /B 3% 4 © Therapeutic Goods Administration, Special Access Scheme:
Frequently Asked Questions, AUSTRALIAN GOVERNMENT DEPARTMENT OF HEALTH (Apr. 20, 2021),
https://www.tga.gov.au/special-access-scheme-frequently-asked-questions.

88 Therapeutic Goods Administration, supra note 83.

8 Id.; Peter Donovan, et al., supra note 83.

N & TGA FIEEAEIE 19A BEME RS > AR EFELER AR N s B +4
AFZ > UGB RZEE ey o B4 REE EIJ Fi ¥ B #1 % ib o Therapeutic Goods
Administration, Database of Section 194 Approvals to Import and Supply Medicines to Address Medicine
Shortages, =~ AUSTRALIAN ~ GOVERNMENT DEPARTMENT OF HEALTH (Apr. 6, 2021),
https://www.tga.gov.au/ws-s19a-index.

%' Therapeutic Goods Administration, Accessing Medicines During a Shortage, AUSTRALIAN
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B 7 AT 3 v M) A L BRAT R 3R 2 Sh 693818 F 0 SAS B H AR 2 A B A
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2. ¥ MR % ( Authorised Prescriber Scheme )

AR R R R RS BEBEREIT RIS > 1T TGA sbiEiz# e
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Z155 TGA #tE > B EABEFT 6 BAM TCGA RELAFERA EFELG B
¥4

HEC AN wREBEAFLEHF AR S AL REERBEFLEEER

TGA R E R A MR H & > MmIEILFA BB ERE 69 SAS H EY -

GOVERNMENT DEPARTMENT OF HEALTH (May 20, 2020), https://www.tga.gov.au/accessing-medicines-
during-shortage.
2 hAe A s B R #2475 € (National Health Act 1953) 89— 385 > Fa/ & B 69447 1
B 3T E G R TR B S ST AR R 4 AT 0 B AR R R i E B AR B L 22 B T R € o Australian
Government Department of Health, About the PBS, PBS, https://www.pbs.gov.au/info/about-the-pbs
(last updated Jan. 1, 2021).
93 Therapeutic Goods Administration, supra note 91.
M R BERBET > —MARLH D Z 2 FE % (general practitioner ) ° Seeing a Doctor or
General Practitioner (GP), BETTER HEALTH CHANNEL,
https://www.betterhealth.vic.gov.au/health/servicesandsupport/seecing-a-doctor-or-general-
practitioner#bhc-content (last visited Apr. 13, 2021).
95 Peter Donovan, et al., supra note 83, at 194; THERAPEUTIC GOODS ADMINISTRATION, supm note 87,
at5,6; AT Hyh%E /}lkﬂkﬁ,mﬁﬁ FRECSAS ~ AR JEAE A SAS T HAERIEHAT BB H 5D
TGA P T Z % Xk R T B ° Therapeutic Goods Administration, Guidance Tool for Access to
Unapproved Therapeutic Goods, AUSTRALIAN GOVERNMENT DEPARTMENT OF HEALTH (Oct. 12, 2020),
https://www.tga.gov.au/guidance-tool-access-unapproved-therapeutic-goods.
% Therapeutic Goods Administration, Authorised Prescriber Scheme, AUSTRALIAN GOVERNMENT
DEPARTMENT OF HEALTH (Nov. 16, 2020), https://www.tga.gov.au/authorised-prescriber-scheme-0.
97 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 11.
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PIS A R A HFBAZH AR ER RFEA - RAFEESL > LREZEREME
AREBEABRBEER > FIFREMAS - RIE TGA XA » wwRFZAH DT F4H
PIS &) & 1B& 4 > 12 R A% TGA ¥ 3FERIFHt A -

4. BEIRRAER

BE R SR B X T 4 A BR R 3R B i@ 40 (Clinical Trial Notification ) ¥1E% R X Ex 24
%, (Clinical Trial Exemption ) > 375 838 7 AR & b ok A L2 oM L2 &

B b3 AU R RERIF T2 K B € W1 TGA 89t R 15 s i 7,100 6

Db v R R AR 0 PR SUAT AR BT S 3B AR R 2 SR AR B AE B 5 A SAS #2 PIS
ST B REFE RN R AL BE N B AE AT — I o RN 2 SAS AFdEEH R
BEABTKRBRRYESLERNE A B -CZ8HR = FHFTEZZE4MN 1 4
RABBRKREANBASTEELSBRIFRLELL  RABEH K5 TGA B4l ] ; 3
EHEAEA A BHFR > LAFBBELEANLAZDERA Y > RIBBEKEA
BZA6 TGA ¥ HEBIEURSFEFLEL  WEBREIX 22 FEBELA
M AEEDER > AIRBAELFR TGA thatE > BBHEANE T HBKRME

o F R BEER > 3 é TGA BB+ > bk C A R0 -

BAFERT R > TGA 32K v Y1 503848 A B 0936 7 AR AR 4 &0 % 41
B30 5] 4o L B A B B % B (Australian Health Practitioner Regulation Agency ) *

AXBBEENBERABL SAS HETHHET > AFRLERABABRRL

%8 Therapeutic Goods Administration, Personal Importation Scheme, AUSTRALIAN GOVERNMENT
DEPARTMENT OF HEALTH (Mar. 18, 2015), https://www.tga.gov.au/personal-importation-scheme.
2 Id.
100 THERAPEUTIC GOODS ADMINISTRATION, ACCESS TO UNAPPROVED THERAPEUTIC GOODS: CLINICAL
TRIALS IN  AUSTRALIA, 104 (2004), https://www.tga.gov.au/sites/default/files/clinical-trials-
guidelines.pdf; Peter Donovan, et al., supra note 83, at 196.
101 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 5, 6.
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Bl %4y > B JBER I 8 %4 % H1 B (Office of Drug Control ) ¥ 3 i 1 3 7] 3544
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Jin
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e
\>ﬂ<|,

£ B R dh#% BB % 5 (Food and Drug Administration, FDA ) 4R 3% %t

192 1d. at 21.

103 Id

104 1d. at 22.

105 ZEMEas s B ToyEE  RERAEETUATBEFCES  URERYER - HEER
% o Therapeutic Goods Administration, Contacts for State/Territory Medicines & Poisons Regulation
Units, =~ AUSTRALIAN = GOVERNMENT  DEPARTMENT OF HEALTH  (Feb. 18,  2020),
https://www.tga.gov.au/contacts-stateterritory-medicines-poisons-regulation-units.

106 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 22.

107 Id

108 3R 52 5h4R 1956 £ (Hibiw) o 4 LHFNEHEHNHQERFEP -

Customs (Prohibited Imports) Regulations 1956 (Cth) (Austl.); Office of Drug Control, Controlled
Substances, ~AUSTRALIAN  GOVERNMENT DEPARTMENT OF HEALTH (Aug. 12, 2020),
https://www.odc.gov.au/ws-lps-index.

109 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 22; Peter Donovan, et al., supra note 83,
at 195.
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R dh ~ % itk sk (Federal Food, Drug, and Cosmetic Act, FFDCA )) 942
R BRI R AR E RGBT 0 LALMAT FDA X 0 A TH
3| FDA 2377 » HE B L ARBIERIE R XAZRERE S REMEF BMH
BERA A ERHBEBFDA 248 E - UREFEMH E2 a2 L3k FDA RH
BT R RAANFALELERS EE D HEH R E BN E N KB R A
iR R ARMEZEDEDR LR ANE AR ZAT 4L /A% T FDA
Z I .

% 7 45 FDA 35 7T A& B 2 % 3% A #7 % F 35( New Drug Application, NDA )’
EHZLELAERA A H %P H (Abbreviated New Drug Application, ANDA )
N4 o g F L AR A E B BRI (Bl BB ) Ik~ RERY
B F150 32 % B (active pharmaceutical ingredient ) 10 2.5 &7 & #4849 NDA >
B AR R B B AR AR T B R B R F o A R T i 0 B £
7o fim Bt R AR LR §LAXE FDA X E# » ™ FDA 4k FFDCA

% 510(h) 1182 K 4 A URFR A A M B N sh 2 B AT R A -

T.# FDA #THEZ &L INEIRA £ RE FDA 2534~ HTHHE LT
)G EEHE o BIEEES  FFDCA AHE T EBELIFRERIFHEOIERY

B0 BRI E » ARA L EFEL > 5N EHCH FDA HFITHE LI H

Q
l

HWIRA > Bt AR — 24 & M E Rty » FDA L& TINRIRAR

11021 U.S.C. § 321-399i (2018).

111 AMANDA K. SARATA & AGATA DABROWSKA, supra note 9, at 2.

2 1d. at 1.

113 Id

114 Id

115 Id

o BAEXBELED Ry > REDEATAMURO RS > ALEMER SRRTHRS » TR
R R BE AR R AR B 8 X% A 4E A o Kathlyn Stone, What Is an Active Pharmaceutical
Ingredient (API)?, VERYWELLHELTH (Aug. 19, 2020), https://www.verywellhealth.com/api-active-
pharmaceutical-ingredient-2663020.

117" AMANDA K. SARATA & AGATA DABROWSKA, supra note 111, at 1.

118 21 U.S.C. § 510(h) (2018).

119 AMANDA K. SARATA & AGATA DABROWSKA, supra note 111, at 1.

120 Id
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O REFTZ 8 B H 301 ()t B L SR B 4125 A B 443521202 B 03

oz B g2

FFDCA # 3 # Lt o B ¥R R BHE 0 RIFLARA A RN LR
( Department of Health and Human Services, HHS ) & B P % b 4a £ 4K L3242 i O
RH LR FFDCA # 804 1582 s A 3rEn ! o B A LBBY ~ Z2MH
ARG BB E SR LR FDA Frb i oy - BAEN AR
Bl P& LB LR MBSO RBE TR BB TR A R B 1
FRRENABRANFBREABR T EHEILT  AFFIBRIRAAEE %D hed) &
AT

BAIEEBRBATET A EDRFRELNREA =M (1) R2ETTH
3+ & (Safe Importation Action Plan ) ; (2) # dhsa#k 5 (3) /8 A 2 2R (Personal

Importation Policy, PIP) 3!

1. &2 4783t £ (Safe Importation Action Plan )

B HHS #2 FDA 7 2019 8554 » § ARE B R L2 0 BB Ky &4

BRAFE LA £EBRAT44)] £ (Donald John Trump ) # 2020 & 7 A %%
ATEC 42 242132 HHS 2 FDA AT 83t E A Lo s o 7 X > 59 Bk

121 Id
122 21 U.S.C. § 505(a) (2018).
123 21 U.S.C. § 301(d) (2018).
124 21 U.S.C. § 301(a) (2018).
125 {5 4w R FE R AF 4T A AR Z KU TF A & 8 2 35 o AMANDA K. SARATA & AGATA DABROWSKA, supra
note 111, at 1.
126 flhoty B K 6,438 F HIME R R o Id
127 Id
128 21 U.S.C. § 804 (2018).
129° AMANDA K. SARATA & AGATA DABROWSKA, supra note 111, at 1.
130 AMANDA K. SARATA, CONG. RESEARCH SERV., IF11056 ver. 5, PRESCRIPTION DRUG IMPORTATION 3
(2021), at 1-2, https://crsreports.congress.gov/product/pdf/IF/IF11056.
B Id. at 1.
132 Exec. Order No. 13,938, 85 Fed. Reg. 45,757 (July 24, 2020).
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FFDCA % 804 #&25 % 64 & 4&#L 8] (finalrule) 133 %A B 45 T TR %
#1345 2R AK FFDCA % 801(d)(1)(B)f& %4 9 3k 45 d (final guidance ) '35>

AABRARRERSTANPIEERED BHE DL RIEI0

Bl P92 Bsa sk ey B LEE 0 FDA TTHRIEAETH R E > flhom 3% ¥ 3h2
%38 > HHS & T AAFBIFEEE Y BRELLETRYGE  DEREEHF
Mo A2k B A% F B 0 HHS R 2D o dbATE) 157 - @ 4E @ ¥ 4 426205 > FDA % &
REETHEEAKEN ANBERED AL CREHE (Flo: THRB - 2EF
MERER) 2 £ B AEERAF T RFERS -

3. M A v BUR (Personal Importation Policy, PIP)

EFRBATERRALRAFBALBEOEGTHERAGR T E > WA
FFDCA # 804())#4'3°4 F FDA fT1E &k 24 > &£ FDA B EREAFLEL L& T
ARG LA LR AR RAFEZIAZEHREF EEINLT > KR FDA B4 %

#2 5+ (Regulatory Procedure Manual, RPM ) 140 > #3048 £ 2 M8 A ik 0 &35 2

4o FDA BB FUAB AR ZIABITERRLEDE S AHFA LB & LES

133 Importation of Prescription Drugs, 85 Fed. Reg. 62,094 (Oct. 1, 2020) (to be codified at 21 C.F.R.
pt.1,251).
54 2 g Rl % HHS 82 FDA 4 2020 4 9 F 24 B4 + A% FFDCA & 804 #5% b 5| h 4
® ¥ - Tom Cosgrove, et al., HHS and FDA Actions on Importation of Prescription Drugs from
Canada and other Countries, COVINGTON (Sept. 30, 2020), https://www.cov.com/-
/media/files/corporate/publications/2020/10/hhs-and-fda-actions-on-importation-of-prescription-drugs-
from-canada-and-other-countries.pdf.
135 TImportation of Certain Food and Drug Administration-Approved Human Prescription Drugs,
Including Biological Products, and Combination Products Under Section 801(d)(1)(B) of the Federal
Food, Drug, and Cosmetic Act: Guidance for Industry [hereinafter Final Guidance], 85 Fed. Reg. 61,955
(Oct. 1, 2020).
136 AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 2.
137
L
139 21 U.S.C. § 804(j) (2018).
140 REGULATORY PROCEDURES MANUAL, FOOD AND DRUG ADMINISTRATION, 21 (2017),
https://www.fda.gov/media/71776/download.
141 Jd.; AMANDA K. SARATA & AGATA DABROWSKA, supra note 111, at 2.
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WA AT MR AR — 2 B s s E R FDA ¥ HHS 15 2478 £ 48 > ™ Ik — A2 B
KBEARMETHE  EATAINBELALFLSLEOFEERHNEE  HE
g2 TekorstE TEARBORR,, sz c ENELEBHER TR E
DigfE AR E 1160117 BB & % &R FHhAE D RERLEEAMLR Z 3k
oA EMIAIIFAERESREHARTEMRGBELT  AFETBEAERZ
BEH%E S > 24 FDA ~HHS RARE 2 X e AdREFRED E D
FENREERZY > EAB 6 FRRE D BUR % R 4ol o

Bt  SBRABEERALEDFTEEHZINE

SHEFRTE PTAR I Z 3B ~ TR ~ EREHNE B R T L LI HE > UTF
BRBE LD FE Y NRRITH@NE  CRNEELTHEE 235

WHARE S HEHEAARY  BETURGEEELGENS BUFENED &

F) R H - EBGHAMARIEE SALTLTARBCHEAFTHEZ
CRROEDEE SARATAFRERS RO EFES NERER
EFRRZERE B LEERFNBRABR ~ B - ZEH ERL
¥ Z 0% & BB R AORE O TRHIE A

142 AMANDA K. SARATA & AGATA DABROWSKA, supra note 111, at 2.

143 AMANDA K. SARATA, supra note 130, at 2; Id. at 2.

144 AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 2.
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FRB MHRA PR ERIEFRREL  MARER BB UREHH
(FAMERN ) HREAFALSS (2012 ABEZER) &BBET  #
HRELEDGAARN M EL - FTE - BB EH IR I 6092 F 67 - 15 204
FRAB ) i BAE 1Y o BB LR E T L AR TR e R R BT SR B b N B

CoREBBABAGEANBESES FRFEGERER  BHRAGHERG T
KABF E L1400 gboh o LA S BEELMRAEFHERE EATHE LY
R IT B R AR o

2. M

e - B 4% A %4 B (Special Access Scheme, SAS) X T4 %A A~B~C
ZRAREARFNERBRG T A AR LAGBEAAEHFREA
ho o HAG B EANB R RAEWBIIR Y - FRetFAEREE S X ABREIX &
ARHEWBBRKEANBETFF EACHEIA BAAETFE L BRI E

T SR ) 18 401480 A B A ¥ A B A LR B N A A8 B S S IR AT A
¥4 0o BA T8 RgHen - HIREF - HAEFFIY - g BT XABN T F
A Bk TGA WL BT FHUELE By —AREREFEFHHE TR
TGA %57 ' B BFXBRBEAFEDOFFRAL  SAHBHAETE T ELW
B R AR F 0

o R E A BB ORI E B B B ER R A B 35T 4%7%}?&7‘7_;%&&‘%[7}:\

145 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, 9 3.1.
146 14,932,
147 14,933,
148 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 6.
149 1d. at 11.
150 1d. at 15.
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FBE & I THBERAFESNBEREL A EMBERARTUARBR T B
ARBFF wRBEARACRETBRABHN A FE DL BRI TUH
EREZREACHRBEMS > AHB X HFER A F R LGB EFWRED?.
BEYHFABEARE EHN M ELTEOECERABYHFHLALGE &
RIMESCBTBEFF - R R FERLBoMBALBELY C BF X
TGA T4t :EBE ~ FREE S - FHEBG BHRABZBIIEHRMRA

b AR A bl e P sh R ) B A B T SR AR5 o

A—BAXARNLGHANED BFELZHEABAERETHE
(Personal Importation Scheme, PIS) » 3% % B 2318 A 22 448 T E AR R
HBESMERR T REDL MARS RS RIBARAARLEARBER > Ri1F8
ERRBLHMAS - HL> SAS L PIS A EFHALZ £ E A7 SAS B

BB EABREYE MPISAIGMERAERZ AAREAREZ/THO BT -

3. #H
AEBE BATRF R EESERRBAZ SR UTII T RAMBARTB R

2019 # 7 A > HHS #2 FDA & % 4 # 1 47

P
i
gk

TEEL T REFELR

FH R 55 4 2020 F 9 BB A e & 43R (final rule ) 157 & #& #4345 & (final

15174
152 g
153 14
34 Id. at 18 19; /7—/)'1’\5'151‘§11j?tw N A AR BRI RRA]  ELT R C T A&

BEEE BRASL CBBAB T herapeutzc Goods (Authorised Supply of Specified Medicines) Rules
September 2017 (Cth) (Austl.); Therapeutic Goods (Authorised Supply of Specified Medical Devices)
Rules September 2017 (Cth) (Austl.); Therapeutic Goods (Authorised Supply of Specified Biologicals)
Rules September 2017 (Cth) (Austl.).
155 THERAPEUTIC GOODS ADMINISTRATION, supra note 86, at 8.
156 AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 1, 2.
157 Importation of Prescription Drugs, 85 Fed. Reg. 62,094 (Oct. 1, 2020) (to be codified at 21 C.F.R.
pt.1, 251).
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guidance) 1% T REHT X G ARBH EHE L2 BABMRAZE LY -

(1) 2 THIE

R4 E HHS #1 FDA & FFDCA % 804 14487 » SRR fLr &M ~ 3%
TS R A~ w4 B HHS #iAe T % 804 #ki o3t E (Section 804
Importation Program, SIP ) | 12 % > & EAZBZ E M KX IRE TR £ ERGINA B
FHMELEOHL R TR LHEOPFRTY  SPE F RLAAWE RN K
o BRI EREANOIE R LA THE > B ARERE H3EM LLELEE
Bl FDA st A 5h R B R > SR R R B0 EME R R0 2 S8R T % > A
RRERhERL ARz o BT OGTERA (O RIF%E ) RfERA
PTG BB ER ~ e FDA 57T BLAR N 3235 A 4L Bl 25 AL A B35 45 7 162

SHOFTHIEY B —REHNPRERNG T X R &IEd 5kl dh
AHEFDAF TR FEARS LS REZEENFEELIEE B
TRBPE — BB TAT R INBRA - O B A B £ S48 4 F » FDA AU3F
BB AELRSE > K FFDCA % 801(d)fk 312 Bl W A7 £ A EIR AR T
EOIE R A &I B ARBEFE T AR ERT ARG T E e BRE
EhA (R #Bey /MR EpRAR) S EBRHEHS o b Ll T4 o 24733+

158 Importation of Certain Food and Drug Administration-Approved Human Prescription Drugs,
Including Biological Products, and Combination Products Under Section 801(d)(1)(B) of the Federal
Food, Drug, and Cosmetic Act; Guidance for Industry; Availability, 85 Fed. Reg. 61,955 (Oct. 1, 2020).
159 HHS & FDA, SAFE IMPORTATION ACTION PLAN 1 (2019),
https://www.fda.gov/media/129528/download; FDA, News Release: FDA Takes Actions to Help Lower
U.S. Prescription Drug Prices, U.S. FOOD & DRUG ADMINISTRATION (Sept. 24, 2020),
https://www.fda.gov/news-events/press-announcements/fda-takes-actions-help-lower-us-prescription-
drug-prices.

160 AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 2.

161 Seth S. Ray, 4 Guide to FDA's Final Rule on the Importation of Prescription Drugs from Canada,
ARNALL GOLDEN GREGORY LLP (Oct. 27, 2020), https://www.agg.com/news-insights/publications/a-
guide-to-fdas-final-rule-on-the-importation-of-prescription-drugs-from-canada/.

162 Id

163 HHS & FDA, supra note 159, at 3.

164 Id

10 FRBURARE A RS THERK G ALBARBESL ELARGAEEE S 0 TFRF
S HEHTHHEI RN LR TR T e R e A a2 4R - B b A B 45 0k
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AFRERLZEA A AREREM O RETZRT /ME AR EAE
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1' “'\

3% B MHRA 7245 53000 7 > &R3E (2012 AFBE LA H) % 167 152N 5 3H
ST THEMARAFRE S (BPRBED) 254 #ERAR TR > HEHA
AU TR REEREL (D) BERAHN A FERE LR LA
TEANFEBERABOFRMIEBRBEGHRME -(2) 2FLERLAUETFEELER
ABRZRRARERER -3) A F LR ABAREERABMATHEL LA
HRZEZEY T HRER (4) AFED LB R TAEERMEET

HETARBUER RGOS EIOBRASEIRA - 1d

166 Food and Drug Administration, Personal Importation, U.S. FOOD & DRUG ADMINISTRATION (Nov.
10, 2020), https://www.fda.gov/industry/import-basics/personal-importation.

167 21 U.S.C. § 804(j) (2018).

168 REGULATORY PROCEDURES MANUAL, supra note 140.

169 Id. at 23.

17 Food and Drug Administration, supra note 166.

17! MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, § 1.4, 2.6; The
Human Medicines Regulations 2012, SI 2012/1916, art. 167(1).
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T3R5 7% % R > MHRA 247 45 530 94 0545 5] 8k 22 2001/83/EC 454 ° %45
SRE S EBADAHRBEZNRERL BNTHLAA RELRIFHEZA
BRI TUBERAENHEFTHELER  UAFEEFNHHRTF R Bk
MHRA #35]|3%i5 4 2T wRABNBEANAHEZLAEELTURLEEZF R
AR EFRAE 38 28 50173 o BT 2 48 % M (pharmaceutical equivalent ) | 2 %%
R PE 2008 FIRAGL TR > BMEAREABLERPRIFERAERE
Sh17 o g8 MHRA 7 B AT#) 2014 FhRASE SRR & R BoAsE A T B Hm %

2:

Mo 2B BRI E MR AL RERT -

REBLREHRNY THRER  RbBETEHHEEX
KR #BA¥e GMC #9468 FATR T 70« b T4z E K
BZHOSREEFHE TR AR B8 REZRADEBA OREERR ;
R A5 FRALERA > HAREREMFLAABFOHRERT RAMN  HH%F
RIERQBEH ~ RA - BEBRLET - REZH > EE MHRA — & RER U
BOAFXERES B REBRNAEELEAFTESBRERE L F@EEUH
BorREm LR EEREARANAZEEMIFRRED RFELIT -

B—AEARRIF G YR BB L LA R N Y& o de £ F P BT

FRE G BRELIASCERMNEBENHETERMAEELE TREZE

172 Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community Code Relating to Medicinal Products for Human Use, 2001 O.J. (L 311) 67 [hereinafter
Directive 2001/83/EC].

173 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, 9 2.2.

7 BRBMENZ RO E T AMRAMNEENE KA RBE RGBT A MEIRE - AR EH
thER R F K48 F) %48 % ° lan Dodds-Smith, et al., Practical Law: Unlicensed Medical Products in the
UK, THOMSON REUTERS 4,
https://www.arnoldporter.com/~/media/files/perspectives/publications/2017/02/unlicensed-medicinal-
products-in-the-uk.pdf (last visited Apr. 6, 2021).

175 Id
176 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, 9§ 2.2; GMC 5 3t
B 0 B REE BRI A E 4 % E R - lan Dodds-Smith, et al., supra note 174, at 4.

177 1d. 2.3 (“[T]he requlrement for a “special need” relates to the special clinical needs of the individual
patient. It does not include reasons of cost, convenience or operational needs.”).
178
1d.q2.4.
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B > TGA BREBRARARTR T BEHE LA - F AL EATH £ IRH
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Access Scheme, SAS ) #1038 % 3h > TGA M€ Bk A B LB sk € & T B A
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3 B B R B 9 R 4185

(1) 45% A %4 & (Special Access Scheme, SAS )

ETRBBABATRAEH SAS HRED ST R LT T %R
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ORIV ATRIRA B CH K e

BRIRIR A FAH RN ZAFEUT RS (1) EARERR wREAFATFHER
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LHH L RTTRRBEALBANE T (2) BEBNE—BE.(3) bE
RAXBIURBEMCBEBRABWNEARI S - BHRALT A LAFE AR S

B ANB B TCGA THE € T RIAE T 5 A8 B B 3 APELRARF 25 & LI 2 1850

179 4. 92.5.

180 Jd; Ian Dodds-Smith, et al., supra note 174, at 3.

181 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, q 2.5.
182 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 5.

183 Id

184 1d. at 12.

185 Id
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KATBAT 6 B35 B L A8 A 30 R A FRAMEAT A 7187 -

BEFXMEMHSL "TEREEBABTRE CHEFARGFEBERE >
A BB A AT ERE 0 ™ TGA £or » &FU CEH ARG EIRER
ERNAFEREEA S BB FHAABABRSAR  FE2FLEDH TGA #it
AR BEI Ry B (DB ERTHRENZEBERALRS
(2) BHXBHE—EE;(3) BEERMSASHARCEIX > M TGA%EB
AKX FHE > FEBREABEEN - b - RIF=HY -

BE-—BEEFEN B TERARTZRBEMBEESN—HREH BRIE
EM - EHFERMRIARFELATRIERGFE > TGA ERFFEMIEZE
O RAFRLOATEREG o G AMM FoTRETRFMN 817 8
HERIFEN 0 B H QSN M M BIEE A o ¥ AT
EARATH AR 2 B MR RBIRE AL R TOSBEBREERSHTH
% 041 #% ¥t B8 328 randomised controlled trials )~ JE [ #% ¥} B8 2X 5 ( non-randomised
controlled trials ) ~ Bl £ & ~ FHEERKYFTZLBETR > BLBHLETH
B P REROBBERERANEEREORER? EZE QRS BN
TGA ### LR 2Medell > BN B X RO N mRE =Ry

FENAXATE T TR R HE B ) N8 -

186 ( My fu 4 04 % — F EAZ % (Standard for the Uniform Scheduling of Medicines and Poisons ))
XAEFEARRE BN TGA HREMW A FMHF RN R > RTHAHMEBEG B R T EER -
Therapeutic Goods Administration, The Poisons Standard (the SUSMP), AUSTRALIAN GOVERNMENT
DEPARTMENT OF HEALTH (Feb. 1, 2021), https://www.tga.gov.au/publication/poisons-standard-susmp.
187 Id
188 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 13.
189 Id
0 B RIEHA LS EH R TR EMARE ~ AT A BESROmp R P FBGES A KBS
Se AP R IR T Wy A2 69 3R ~ BN TR HA G R R K 35 S 4E A b 04 B R R ] B3RS ¢ 1d.
at 14.
191 Id
192 Id
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WBTGA#E > AR EHXEA CHEMRAR T eyl EmE > Bp T BRA FI5 209 BRA
BAREOHEEELEL M - KM > CRRAFTHEELEL TR GARN TEM
7 ARTG 89K 38 b 48460 > shBFskiE® SAS 2 C 2 N0 B3 & 5h 0 LA
ELHBANARERAEATEEZEY T EAREREBALERBSEH 4 HE
Bl TGA %A PN CERA T RBLE L RFELNA RS LR
=1

b s Oh AR AN AR 0 BT
(2) /B A B A& a4 & (Personal Importation Scheme, PIS )

ERNERBAKFAPIS BT RBERL  WwRAFELBENERFE  ZEA
LB R AR N KA E B B 77 0 BRAB AR AR 2R A R RIER
ERPA RS E LT8R > ZRBIII B LR ERRIS.

3. £8

EER RAEUTHFZTHEDIRFEREL IR A RLAA T8
AN (M IR %E )~ AL AT BB 6D ~ % FDA 37 B A% M 30E A L B A A
BB S E Y I RF A RLIE D T ERD . ¥ XS IEES BHb FDA

193 Id. at 20.

194 1d. at 18, 19.

195 S| SMETS B P T A 3 E L E TR BOEIRAF B C F8HLR P A ABAE © Id. at 19,
196 1d.

197 Id

198
199
2

THERAPEUTIC GOODS ADMINISTRATION, supra note 86, at 9.
Seth S. Ray, supra note 161.
O HHS & FDA, supra note 159, at 3.
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M LT I > 43R FDA B LB EFIAFBARSEDE LR @ 1
R % LARALRAREHBERRK  LAAR ChoE ROEERR G IFR % 5
ERBRFTE B (1) AFELRAANEREER ZEBREBRNTRELEH
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BEEAER ~(5) BEAREIEA > TABALARMATRAZESE

174
Tty R BB A XL bk SRR E R LGS TREE LRSS THE
A2 o FDA @ RMEFATH R BMETRE > ZEA R OB R §EALFE
ERERBRART ETANELBE > MAGAER FDA 2R EMAFEE EXH

HAEEZBRRTHZGER -

BE (2012 AREE SLIER) F 167 154 T 8 5 il 044 09 IR SAPEfR 22 21 -
Bldo P A FBFELLAAPIRL T A T8~ Bl g M MR 3% 28 67 91 2 B 65 >
HpREARLEANEE ~ BIg ~ Bk b o2 85 60 64 B B T 48 204 AR AR AR

AFRERLBARES  AFESNURZAREERARNET TR B

201 Food and Drug Administration, supra note 166.

202 g
203 14
204 The Human Medicines Regulations 2012, SI 2012/1916, art. 167(2).
205 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, § 5.2; The Human
Medicines Regulations 2012, SI 2012/1916, art. 167(3); The Human Medicines Regulations 2012, SI
2012/1916, para. 40, schedule 4.
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Economic Area, EEA) MM B RED ZHE > AL B K& o i LB A 4
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A 4% MHRA % B3T3 e i &% % Loy oM AT 43 MHRA #
fuiafel ol SHHEREHHRL  HEEE > MHRA # &4
EHERIG LT H4 R4 Z A (Good Manufacturing Practice, GMP ) ~ 3 7] 3%
AR R Ao E B R L H IR B IR $ 09 4T B B B oL B i B TR A
Beyt) 8 AR R e A AR Rl R AR R LR 2 F ®sTsk
5212,

4407 > MHRA 2 RLBFAFFTHEIE » B R4 o 54 (2012 A
B LIER) B 16T AR e > b B ATREA® 0 B 2 ATi@ 42 MHRAZ! - b
Sho O A D 2B L BRI IR AR AT R BOR JE B B AL 0 LAE B
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nn

200 74 art. 167(4).
207 14, art. 167(5).
208 14 art. 167(6).
209 14 art. 167(7).
210 74 art. 167(8).
M A ERHRE R B R TRRAEEZTET GMP #2012 AFEERERI > LeRERR
BB~ ST HEIEf A S o MEDICINES AND HEALTHCARE PRODUCTS REGULATORY
AGENCY, supra note 60, § 4.1-4.3.
212 Id
213 ﬁfﬁ"—f—"‘ B M &% & (The European Economic Area, EEA ) 8 0 ey 0 i & RAF A Wi m s o
0 ZHIFEEA BIR &0 Al R RIFHFFARREFTRE - Id 5.1,
214 :é%um}@ B4 TUABDLE B4 REL FUHNEHERIWLELTET M
i 0 HE TR 25 B0 RUASEA RS | ey 25 Ban (525 kA2 ) LRkl
W R ET 6 L AP - 1d. §5.2.
215 Id.; The Human Medicines Regulations 2012, SI 2012/1916, art. 170.
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(1) 45% A %4 & (Special Access Scheme, SAS )
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B

Bl L TGA #HRIRENRBRF ZMEE22 - Eh# FRF AR KA EE 6y ¥
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B EM SR AEBR  FRYE I T A 0 BRI 7622 o B gk -

216 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, 9 5.2.

217 14.95.3.

218 3ER 3 2001/83/EC 542X & BB R R AR T @ N FREE DI > L0535
HAH -BRE-BoEERAEE WEFHGANEE  Eol Loy RaREES
2 AL HATH - 1d. ]6.1,6.2.

219 14.96.3, 6.4.

20 F4EAE MHRA 2E— A RNELERLELREMEMAGHE > floE B
69 7T e B A LR RORE F 4 © Medicines and Healthcare products Regulatory Agency, supra
note 78.

221 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, 9 8.1-8.3.

222 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 10.
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BTAAED P AARBUES AR @ ERNOLELN B DL ~ BRLHE -
BB~ B BIR - SRTX - B ZHA AR S ARRRFE TR A
P ds 820 o RIA LB Ih 0 9 3h AL B AR A H M do feT 2 G B 5 R BLEAT R R
RIBEFHEF B AR ~ A1t~ fik ~ IR ER > 7T BAM L8y 23 Rk
MR 08 T R e ¥ B3R5 (randomised controlled trials ) ~ FF K5 # ¥ B8 3K 5%
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24 TGA e 245 H30 A b $0h Ia — 35 84T AR AR > 4 5048 B 0 B o 14 45
Az P BB KB E A EHE  wREZBRRXBETREGTLSL
t3k st K& o Id at 11.

25 1d at 10

226 Id

227 Id

28 14,

29 14 at 14.

230 14
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22 Id. at 18, 19.

23 1d. at 20.
244 g
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B
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> Office of Drug Control, Controlled Substances, AUSTRALIAN GOVERNMENT DEPARTMENT OF
HEALTH (Aug. 12, 2020), https://www.odc. -gOV. au/ws-Ips-index.

246 4%%]%%%’*@ GIARRBEGBYREHHER QB > flho © REEE Kl (54
ZIEH ) ~ AEAF AL E M E o THERAPEUTIC GOODS ADMINISTRATION, supra note 86, at 10.

7 Id. at 9, 10.

28 14 at 10, 11.

249 Id. at 10.
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Center for Drug Evaluation and Research ) 53 #1345 » i 0 2 % 5L 36 JB 54 FDA
BRZBE RV A AR 22 FDA B 4 S 093 E MR~ F E A
B RIFAEERS > 0BT FDA AR € 2:18:# 0 HRE M B HETR
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ZREUITEFN E T RH B R ANZ 2l B A8 FFDCA % 804

250 Therapeutic Goods Administration, Can I Import a Medicine for Personal Use?, AUSTRALIAN
GOVERNMENT DEPARTMENT OF HEALTH (Apr. 12, 2019), https://www.tga.gov.au/blogs/tga-topics/can-i-
import-medicine-personal-use.
251 Id
252 Food and Drug Administration, Human Drugs, U.S. FOOD & DRUG ADMINISTRATION (Mar. 5, 2021),
https://www.fda.gov/industry/regulated-products/human-drugs.
23 flim P2 AR LM BB RKEA Y ESME - F5MH#ERE (Affirmations of
Compliance ) ~ TA#A A 84855 © Id.
254 Id
255 Id
256 AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 1.
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(2) FRMWERGIBAERZCHBENERBESERR T R X LAY
BFEEAZINRERBMEAF LD () BRAFAEMRER Z R LIRKRA

257 Id
238 Id. at 2.
259 Id
260 14 ; Tom Cosgrove, et al., supra note 134.
261 The Partnership for Safemedicines, HHS Secretary Sent Congress The Certification to Allow
Canadian Drug Importation, THE PARTNERSHIP FOR SAFEMEDICINES (Sept. 24, 2020),
https://www.safemedicines.org/2020/09/hhs-secretary-sent-congress-the-certification-to-allow-
canadian-drug-importation.html.
262 Meredith Freed, et al., 10 FAQs on Prescription Drug Importation, KFF (Oct. 8, 2020),
https://www.kff.org/medicare/issue-brief/10-fags-on-prescription-drug-importation/.
263 AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 2.
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g RETY e R > EIRATA &9 B30 BT AF @b K 0 K35 d AT ALEF

ey ARy " % W35 T (multi-market approved product, MMA ) | % 3 » MMA

264 Meredith Freed, et al., supra note 262.

265 AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 2.
266 Meredith Freed, et al., supra note 262.

267 Tom Cosgrove, et al., supra note 134.

268 Meredith Freed, et al., supra note 262.

269 Tom Cosgrove, et al., supra note 134.

270 Seth S. Ray, supra note 161.

27t AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 2.

44



¢d
2y

5

£

NS
7

LA EFDAF TR EREA FDAFTHEZIAMEH T B HFASU T4
(1) REMPNERENELE  IRBZHESEZHMRAE(2) AANAEE
SR B ESS (3) BRESHBRMETEZ LR (4) FELRFEATIHYGEY
SHAZE(S) HAEENRAEHSENDLERE (6) HERBNAERELEA

%%&Lz%ﬁ_-ﬁ_272 o

SRFIFASLE O RS G) B 0 LA H A FHEDLY RS EET > & FDA EH
HAZIBRRAEEBR A BERAAME? flho i 8B 2 25ER | R F AL
%1 > FDA €1K FFDCA % 801(d)f& A% & 2 6§ Sh B IR A AR L A 7T £ £ B 44 £274
I AR N K A8 KR L e AR T AR O SN B RR AT $A sb M ] HHS
ELEEERTEEFHRRE AR5 5] do BRI 56 LABE T % 5 4 oh & B 4 B A

it -

() BATHR

FRABEAEZEO ST > A FDA BIBEHATHBAROE R AAKED B A

5
o4

SR FDA @A FRERATERREARAFGE AR RIR > Ak

B
anl
v

AL

BHAT ~ BB R FoB277 o B I » FDA 45T SE L MAT I 33k > 4o W 3E A

¥

Z
AFREGOEERE  BHBEEETHA FDA ARTRirGarFHE L
OE R BAAROZEL B REA BRRMBEALTFZEL TR

k2 K B FDA JE i PUT ¥ i v £ #5982 £ ( Office of Enforcement and Import

272 Tom Cosgrove, et al., supra note 134.
M OAFRILERRY B~ B2 AL BEE N A EIRAF FE S B mgs
( chemistry, manufacturing, and controls, CMC ) #8 F] ° Id.
V4R R G AAFES LR ERRARER N E LSS E - HHS & FDA, supra note 159,
at 3.
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276 Id
277 REGULATORY PROCEDURES MANUAL, supra note 140, at 24.
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79 Id. at 25; # 0 EIRA A E 4 FDA TAEARBNR A EE KA RBEHE AP GRLER

FDA R EZ Ly & & 12§ Eﬁa{"fﬁ%é’]éwﬁ’\%lﬁ] E-ekfritn 2 £ B 2 & b A7 FDA

#.5% ° Food and Drug Administration, Import Alerts, U.S. FOOD AND DRUG ADMINISTRATION (May 14,

2019), https://www.fda.gov/industry/actions-enforcement/import-alerts.

280 REGULATORY PROCEDURES MANUAL, supra note 140, at 23.

281 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, 9 2.3.

282 Id. 9 4.1, 5.1, 6.1; The Human Medicines Regulations 2012, SI 2012/1916, art. 167(6)-(8).

283 The Human Medicines Regulations 2012, S12012/1916, schedule 4.

284 Tan Dodds-Smith, etal., supranote 174, at6; BN X OS2 L ~ B b ~ BlE -~ BA -~ &K -
45T S AR bt ~ #E B ° The Human Medicines Regulations 2012, SI 2012/1916, para. 22, 34,

schedule 4.

285 MHRA ~HfTHFEATHRRYGED O3 HAFELZ B EARENGE AT/ A

ERBRBIURRELNEARBRE R EFHNAFLERLFTEAHAE R - Medicines and

Healthcare products Regulatory Agency & Department of Health and Social Care, Guidance: Import a

Human Medicine, GOv.UK (Aug. 9, 2015), https://www.gov.uk/guidance/import-a-human-

medicine#import-an-unlicensed-medicine (last updated Dec. 31, 2020).

286 Jan Dodds-Smith, et al., supra note 174, at 6; The Human Medicines Regulations 2012, S12012/1916,

para. 35, 36, schedule 4.
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287 The Human Medicines Regulations 2012, SI 2012/1916, para. 37, schedule 4.
288 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, § 5.2; The Human
Medicines Regulations 2012, SI 2012/1916, para. 38, schedule 4.
289 MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, 9 5.2
290 Jan Dodds-Smith, et al., supra note 174, at 6.
1 Id.; The Human Medicines Regulations 2012, SI 2012/1916, para. 39, 41, schedule 4.
292 Jan Dodds-Smith, et al., supra note 174, at 6.
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293 Therapeutic Goods Administration, Special Access Scheme and Authorised Prescriber Online System,
AUSTRALIAN GOVERNMENT DEPARTMENT OF HEALTH (Apr. 21, 2021), https://www.tga.gov.au/special-
access-scheme-and-authorised-prescriber-online-system.
294 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 12.
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29 Id. at 13.
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300 14, at 17.
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303 Therapeutic Goods Act 1989 (Cth) s 60 (Austl.).
304 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 18; Therapeutic Goods Administration,
Guidance for requesting reconsideration of an initial decision, AUSTRALIAN GOVERNMENT DEPARTMENT
OF HEALTH (Jan. 20, 2017), https://www.tga.gov.au/publication/guidance-requesting-reconsideration-
initial-decision.
305 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 19.
306 Id
307 Id
308 Id. at 20.
39 7d. at 21, 24.
310 1d. at 24.
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313 Therapeutic Goods Administration, supra note 98; Therapeutic Goods Administration, supra note
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314 THERAPEUTIC GOODS ADMINISTRATION, supra note 86, at 9.
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316 AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 1, 2.
37 1d. at 2.
50



KRIE) LIBRRF 804 15 13+ £ (Section 804 Importation Program, SIP) %
RELHHS $# > REAL2EOE (1) REAREOHAR T LB
$H A o & K3 T 3% 4 5% (Drug Identification Number) ; (2) #ME & H g2 o
M LA (3) |~ REHEEALSBHENE S (4) FHATEREER
R E AR R~ AR A - FFDCA X5 B2 B RE 53180 g
AL NJRZE A H i O3t E R G 5 R R B R 2 A AT T AR SN R > 3 ) BRJR R

Ao RfhefTEd R ot R A FESBBLHEHHRL -

Setas A AR 2 O3t £ > FDA 7T BUR B 32H ~ 15s Rat B B > &
o FDALTREUNTFTHFER EMAERTREHE > 00 BARSRE 2 F
T EHNRENTREEREL RGN ERERRN BLF G REF R E20
@i FDA M2 03 £ O HLALED E LEF 30 RAT > R E DA

FR e ZFRLACSHEHBN S BAREA  UEAREOZEL T E S

KZFFT 0 3 BiF4E FDA B8 % & i 5 #7225 0985 & 154322

MEEEDTEN TN R T AARETE & RERLTE @ RF ALk
TR S ey B B R AR A 0 /A% FDA I AT A & X SN B R A £ B A R
AAAE] > Blimid BB HRE > FE R ERGHIT FDA & T 5~ R
BI7 B N A IR A0 B K % 5b4X#5 (National Drug Code ) » % {2 45 LA F 8 484&
i R FEDE PR REITEHNE R R AREHAR A R&EIE & 0 4

g NS I RCATES &

(2) BATHR
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324 AMANDA K. SARATA & AGATA DABROWSKA, supra note 111, at 2.
325 Food and Drug Administration, Frequently Asked Questions About Drugs, U.S. FOOD & DRUG
ADMINISTRATION (Nov. 27, 2015), https://www.fda.gov/about-fda/center-drug-evaluation-and-research-
cder/frequently-asked-questions-about-drugs#1.
326 Jd.; REGULATORY PROCEDURES MANUAL, supra note 140, at 24.
27 b df sk i L L A4S GMP AZ RS 0 12 GMP Misk 4 4t By > Mk 2 F 2 S0 B &
43P A& HK A& © MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY, supra note 60, app. at 20.
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384 The Human Medicines Regulations 2012, SI 2012/1916, art. 172.
385 Medicines and Healthcare products Regulatory Agency, Guidance: Medicines: Apply for A Parallel
Import Licence, GOV.UK (Jan. 21, 2015), https://www.gov.uk/guidance/medicines-apply-for-a-parallel-
import-licence#history (last updated Mar. 1, 2021).
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Leaflets, Gov.UK (Dec. 18, 2014), https://www.gov.uk/guidance/medicines-packaging-labelling-and-
patient-information-leaflets (last updated Dec. 31, 2020).
390 See Senate Select Committee on the Free Trade Agreement between Australia and the
United States of America, Parliament of Australia, Final Report on the Free Trade Agreement between
Australia and the United States of America (Report, August 2004) 132 [4.110-4.114].
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Bank Research Working Paper no. 2630 (July 2001),
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392 Senate Select Committee on the Free Trade Agreement between Australia and the
United States of America, Parliament of Australia, supra note 390; See also MARGARET K. KYLE,
PARALLEL TRADE IN PHARMACEUTICALS: FIRM RESPONSES AND COMPETITION POLICY, 344, (Barry
Hawk ed., 1th ed. 2010).
393 World Intellectual Property Organization [WIPO], Parallel Imports in Pharmaceuticals: Implications
for Competition and  Prices in Developing Countries, 6 (Apr. 2001),
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395 Food and Drug Administration, Personal Importation Policy (PIP) Frequently Asked Questions
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399 Case C-185/10, European Comm’n v. Republic of Poland, 2012 CURIA ECLI:EU:C:2012:181 (Mar.
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403 Medicines and Healthcare products Regulatory Agency, Supply of Unlicensed Medicines When An
Equivalent  Licensed  Product  Becomes  Available, Gov.UK (Oct. 9, 2015),
https://mhrainspectorate.blog.gov.uk/2015/10/09/supply-of-unlicensed-medicines-when-an-equivalent-
licensed-product-becomes-available/.
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al., supra note 174, at 3.

406 Terence Stephenson, Rapid Response to GMC Is Criticised for Refusing to Disclose Reasons Behind
Its Advice to Support Prescribing for Lucentis Rather Than Avastin for Wet AMD, THEBMJ (Apr. 16, 2015),
https://www.bmj.com/content/350/bmj.h1981/rr-0.
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to fulfil special needs, exclude from the provisions of this Directive medicinal products supplied in
response to a bona fide unsolicited order....”).
419 Directive 2001/83/EC, art. 6(1) (“No medicinal product may be placed on the market of a Member
State unless a marketing authorisation has been issued by the competent authorities of that Member
State....”).
411 Buropean Comm’n v Republic of Poland, q 11.
42 1d. g 12.
43 1d. 9 13.
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45 1d. 914, 15.
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421 European Comm’n v Republic of Poland, § 24.
422 Directive 2001/83/EC, art. 4(3) (“The provisions of this Directive shall not affect the powers of the
Member States' authorities either as regards the setting of prices for medicinal products or their inclusion
in the scope of national health insurance schemes, on the basis of health, economic and social
conditions....”).
423 European Comm’n v Republic of Poland, § 24.
424 I1d. 9 25.
5 11
426 4. 9 34.
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35 Id. 9 50-52.
436 THERAPEUTIC GOODS ADMINISTRATION, supra note 87, at 7.
BT Id. at7,17.
8 Id. at7.
439 Id
40 FDA, Trump Administration Takes Historic Steps to Lower U.S. Prescription Drug Prices, U.S. FOOD
& DRUG  ADMINISTRATION  (Dec. 18, 2019), https://www.fda.gov/news-events/press-
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AMANDA K. SARATA, CONG. RESEARCH SERV., supra note 130, at 2.
Food and Drug Administration, supra note 325.

444 REGULATORY PROCEDURES MANUAL, supra note 140, at 23.

45 Food and Drug Administration, supra note 443,
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United States Department of Health and Human Services, Request for Proposals Regarding Waivers for
Individual Prescription Drug Importation Programs 1 (2020),

https://www.hhs.gov/sites/default/files/individual-prescription-drug-importation-programs.pdf.
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448 UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES, supra note 446, at 1.
449 Id
H01d..
451 Id
42 UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES, FULFILLING PRESIDENT TRUMP’S
EXECUTIVE ORDER ON FACILITATING DRUG IMPORTATION TO LOWER PRICES FOR AMERICAN PATIENTS
REQUEST FOR INDUSTRY PROPOSALS FOR PERSONAL IMPORTATION OF PRESCRIPTION DRUGS PAGE 3
(2020), https://www.hhs.gov/sites/default/files/individual-prescription-drug-importation-faq.pdf.
453 Id
$4 1d. at 2.
455 UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES, supra note 446, at 1.
456 FFDCA %‘3 804 AH HHS 4 FPEABRR I EBAEEH B B ENEOR Y
E e UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES, supra note 446, at 1.
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DB~ E 4 B F E o UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES, supra note
452, at 4.
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461 Id
462 Tom Cosgrove, et al., supra note 134.
463 UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES, supra note 446, at 1.
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464 Trade Marks Act 1994, c. 26 (Eng.).

465 Proceeds of Crime Act 2002, c. 29 (Eng.).

466 Alison Dennis & Taylor Wessing, supra note 386.
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470 THERAPEUTIC GOODS ADMINISTRATION, supra note 86, at 11; Therapeutic Goods Administration,
supra note 250.

471 Therapeutic Goods Administration, Counterfeit Medicines and Medical Devices, AUSTRALIAN
GOVERNMENT DEPARTMENT OF HEALTH (Nov. 6, 2015), https://www.tga.gov.au/counterfeit-medicines-
and-medical-devices.
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474 Food and Drug Administration, FDA News Release: FDA Warns CanaRx for Selling napproved,
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476 Government of United Kingdom, Hand Luggage Restrictions at UK Airports, Gov.UK,

https://www.gov.uk/hand-luggage-restrictions/essential-medicines-and-medical-equipment (last visited
Sept. 5, 2021).
477 Government of United Kingdom, Bringing Medicine Containing a Controlled Drug into the UK,
Gov.UK, https://www.gov.uk/travelling-controlled-drugs (last visited Mar. 22, 2021).
478 Government of United Kingdom, Guidance: List of Most Commonly Encountered Drugs Currently
Controlled  under the Misuse of Drugs Legislation, GOV.UK (Dec. 2, 2019),
https://www.gov.uk/government/publications/controlled-drugs-list--2/list-of-most-commonly-
encountered-drugs-currently-controlled-under-the-misuse-of-drugs-legislation.
479 Government of United Kingdom, supra note 477.
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4! Therapeutic Goods Administration, Travelling with Medicines and Medical Devices, AUSTRALIAN
GOVERNMENT DEPARTMENT OF HEALTH, https://www.tga.gov.au/travellers-visitors (last visited Oct. 3).
492 Id
493 Id; Therapeutic Goods Administration, Entering Australia, AUSTRALIAN GOVERNMENT DEPARTMENT
OF HEALTH (Sept. 28, 2020), https://www.tga.gov.au/entering-australia.
494 Australian Border Force, Can You Bring It In?: Medicines and Substances, AUSTRALIAN BORDER
FORCE (last updated Mar. 18, 2020), https://www.abf.gov.au/entering-and-leaving-australia/can-you-
bring-it-in/categories/medicines-and-substances.
495 Therapeutic Goods Administration, supra note 491; Therapeutic Goods Administration, supra note
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47 Food and Drug Administration, 5 Tips for Traveling to the U.S. With Medications, U.S. Food & Drug
Administration (Feb. 2, 2016), https://www.fda.gov/consumers/consumer-updates/5-tips-traveling-us-
medications.
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