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Article 88-111 Directive 2001/83/EC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02001L0083-20250101

EUIREREEMBRILZ £ &2, FMBEEELRZPROLICRMZET S,

Prescription Drug Advertising (21 CFR Part 202, FD&C Act Section 502(n))
https://www.ecfr.gov/current/title-21/chapter-l/subchapter-C/part-202

Basics of Drug Ads
https://www.fda.gov/drugs/prescription-drug-advertising/basics-drug-ads

Federal Trade Commission Act
https://www.ftc.gov/legal-library/browse/statutes/federal-trade-commission-act

Guidance Advertising and promotion following agreement of the Windsor

Framework(2025) https://www.gov.uk/government/publications/advertising-and-promotion-

following-agreement-of-the-windsor-framework

The Blue Guide (2020)

https://assets.publishing.service.gov.uk/media/6012d7f2d3bf7f05b92f6¢fc/BG_2020_Brexit_Final
version.pdf

Human Medicines Regulations 2012 (UK Statutory Instrument 2012/1916)

https://www.legislation.gov.uk/uksi/2012/1916/contents

ABPI Code of Practice for the Pharmaceutical Industry(2024)

https://www.pmcpa.org.uk/media/rOanfSya/2024-abpi-code.pdf
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Lady Gaga gives EU a
migraine (medication)
LT A HHDORERETST—R
202454 A8 (POLITICO, =2—RY—27)

https://www.politico.eu/article/lady-gaga-eu-migraine-medication-

pfizer-drug-prescription/
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Market Withdrawal of Vioxx: Is it Time to Retihink the Use of COX-2 Inhibitors? (2004)
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https://www.fda.gov/drugs/prescription-drug-advertising/prescription-drug-advertising-questions-and-answers https://journalofethics.ama-assn.org/article/direct-consumer-advertising-drugs/2013-11
https://journalofethics.ama-assn.org/article/role-direct-consumer-pharmaceutical-advertising-patient-consumerism/2013-11 https://www.ama-assn.org/press-center/ama-press-releases/ama-calls-ban-dtc-ads-prescription-drugs-
and-medical-devices https://www.mhlw.go.jp/bunya/iyakuhin/koukokukisei/dl/index_h.pdf https://www.fda.gov/drugs/prescription-drug-advertising/prescription-drug-advertising-questions-and-answers 11
https://www.thelancet.com/journals/lancet/article/P11S0140-6736(01)06254-7/fulltext  https://www.iqvia.com/locations/united-states/blogs/2025/10/life-science-and-direct-to-consumer-television-advertising
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Guidance for Industry
Consumer-Directed Broadcast
Advertisements

HEEM ITBUELE(1999)

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biclogics Evaluation and Research (CBER)
Center for Veterinary Medicine (CVM)
August 1999

DDMAC

https://www.fda.gov/media/75406/download

Direct-to-Consumer Prescription Drug
Advertisements: Presentation of the
Major Statement in a Clear,
Conspicuous, and Neutral Manner in
Advertisements in Television and Radio
Format Final Rule
Questions and Answers
Guidance for Industry

HEEMTUAEERERLE
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V.5, pepanumen: or Qrann ane ouman Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Ceanter for Biologics Evaluation and Research (CBER)

December 2023

https://www.fda.govimedia/175074/download

Product Name
Placement, Size, and
Prominence in
Promotional Labeling
and Advertisements
Guidance for Industry

HMBORE., Y1 X, B&
VIEEH &K UPromotionZk R
(285133 Bt 4(2017)

e
d expiration date added 09 zo zazn
guidanc

See additional PRA statement in section IV of this

https://www.fda.gov/media/87202/download https://www.fda.gov/media/133619/download

Medical Product Communications
That Are Consistent With the
FDA-Required Labeling
Questions and Answers

Guidance for Industry

FDAMER T Blabeling & &
&M D H HMedical Product
AXaz=Hh—3Yv
Q&A(2018)

OMB Control No. 0910-0686

Current expiration date available at https:/www.re g.nmgo
(Search ICR and enter OMB control n

See additional PRA statement in section IV nn s gui pidance.

Guidance for Industry

Presenting Risk Information in

Prescription Drug and Medical
Device Promotion

MEEEERP IUVEEREID
EEREIZHEITDH) XA EHROIZEHE
(2009)

alua
Center for Veterinary Medicine (CVM)
Center for Devices and Radiological Health (CDRH)

https://www.fda.gov/rreétlia/76269/download

Addressing Misinformation
About Medical Devices and
Prescription Drugs
Questions and Answers
Guidance for Industry

DRAFT GUIDANCE

T
B9 S RBFIHADXIG
Q&A(2024)

https://www.fda.gov/media/179827/download

Guidance for Industry
Internet/Social Media Platforms with
Character Space Limitations—
Presenting Risk and Benefit Information
for Prescription Drugs and Medical
Devices

https.://an.fda. qov/rﬁedla/88551/download

Promotional Labeling and
Advertising Considerations for
Prescription Biological
Reference Products, Biosimilar
Products, and Interchangeable

Biosimilar Products
Questions and Answers
Guidance for Industry

WHENDLBEIZFEITINA T E
HEEG. N\AFEGm. B
D5/ FEfmmD
Promotional labeling & IR &5 (<
SULVTQAIA (2025)

US. Department of Health and Human Services

h (CDER)
Research (CBER)

https://www.fda.gov/media/134862/download
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PhRMA GUIDING PRINCIPLES

DIRECT TO CONSUMER ADVERTISEMENTS
ABOUT PRESCRIPTION MEDICINES

https://phrma.org/resources/direct-to-consumer-advertising-principles

AMA‘% Code of Medical Ethics

Code of

Medical
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https://code-medical-ethics.ama-assn.org/
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Report Misleading B Drug Promotion ATOUS5LAIF2010EM 53,0004, T88-o7f-) VT MEEEZBL] LO5LGUHFEESE
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§~’D~ nEEEESPromotionDEE
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» 21 CFR 202.1(e)(1) - FD&C Act - FDAMA (1997)

* (1999) Consumer-Directed Broadcast Advertisements

* (2023)Direct-to-Consumer Prescription Drug
Advertisements: Presentation of the Major Statement in a
Clear, Conspicuous, and Neutral Manner in Advertisements
in Television and Radio Format Final Rule Questions and
Answers
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Medicines & Healthcare products Regulatory The Blue Guide, MHRA (2020)
Agency, MHRA

Guidance
Advertise your medicines »

Medicines & Healthcare products
Regulatory Agency

How to comply with the requirements on promoting
medicines to the public and to prescribers and suppliers of
medicines.

L
From: Medicines and Healthcare products Regulatory Agency I h e B I u e G u I d e

Published 18 December 2014
Last updated 12 June 2023 — See all updates

7 REICHTEERRDLS - 70 Advertising and Promotion
‘ Get emails about this page :E_:/ 3 DI:Ba-d—é;EE[J tgﬁ; %E‘E .. .
42, (OTCEEE) —DHA R of Medicines in the UK

Contents [¥. Human Medicines Regulations .,
— Overview 2012[cE& D= EEROTRTOHTS Medicines and Healthcare products
— Advertise to the public OF—<3 >5ﬁ@]7§§1 )Summary of Regulatory Agency
_ Adverti%eto prescribers and suppliers of m PrOdUCt CharaCteriStiCS (SPC) I:
_ Abbrev.mted aéﬁ\iferts N l%m LZ)%E'I: J’é@ﬁﬂ{](:*&ﬁ: L,~ %
— Advertfsetrad|t\onalh.erbalr.némcmes @##'fi%ﬁ%gﬁﬁf(:ﬁiﬂﬁ"]ﬁﬁﬁ %1& Third Edition
— Advertise homeopathic medicines .d- p . % L—C3)Eﬁﬁgé*ﬁl < :Ea)-—@ Third revision - November 2020
— Get your advert checked %Ofliﬁeﬁb\:tégﬁtj_éo

— MHRA advertising checks
— Adverts for medicines: definition

— Complain about an advert
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Communications From Firms to Health Care Providers Regarding Scientific Information on
Unapproved Uses of Approved/Cleared Medical Products, Questions and Answers
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Scientific information on unapproved use (SIUU) SIUU Communication® &%
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Communications From Firms to ﬁl] 1 %’%’ . X -
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Quetiom nd Aner W2 5zI%4F . . ABIE A DESERSEEH  Clnical practice quideline
‘ SIVUEHDRIR—ICERREICKR RO L, 1HEHRE (CPG)/ Reference texts / Materials from digital clinical practice
RETD. RBSNEEDPromotionX— I~ EEOLEES . o .
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EfmL. BFHEATZETS o HCP

RizE

BEOEENAF VR
* Good Reprint Practices for the Distribution of Medical Journal Articles and Medical or Scientific Reference Publications on
Unapproved New Uses of Approved Drugs and Approved or Cleared Medical Devices (2009)
EFMFRESLUVEZNFELEHNEZNSEXEHOERD O DBEIELERHDET
» Distributing Scientific and Medical Publications on Unapproved New Uses — Recommended Practices(2014)
ARRBIN-EERORZKZBORARICET IRFMERICEAL T, REASHCPANDI I 2 =4—2 3 VICET SFDAO A https://www.fda.gov/media/184871/download
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i %_ﬁll Topical Finasteride & Minoxidil Spray (74327 1) F&3/ £ OUNRARTL—)
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https://investors.hims.com/news/news-details/2025/Hims--Hers-Health-
Inc--Reports-First-Quarter-2025-Financial-Results/

FDAD 5 DB ML (2025/4)

[FDAIX., ERREHE. BEESE. HEEICHL, BASIhE=RFAAZ4F+XT
) FRFIZEET IBENY RV IZDONTEEEZMIET S,
Finasteride i £ - [TH#D RS & DHERA T,

FDAAYEZZ L 1= topical products(5+ FH) (X7EE LA LY,
BESEh-EERIIFDADEKREZ(TTVEL=6, FDAXRFERIICEDREM.
AatE. REFFMEL TULVELY,

HEEBLUERBREEEN. FinasterideNBEEESh-sARIOFERICEAEL-F
EEREHREL TV D, #BiETL, TR, BREE. L1745, 15D,
K. TR, H8RR. FREGE, HEERX. BFTAFinasterideDERAIZHES
FEZERDOAEEHEICOVWTE 2 EFELLHM->TULWNIEE Moz &t L TLVS,
FDA alerts health care providers, compounders and consumers of potential risks associated with
compounded topical finasteride products (2025/4)

0 IL‘H‘\LL)I‘[,/\N MLI,)I»UNL\AUI:NCY Referral PRAC Eﬁg‘t (,) (2025/5)

[Finasteride & dutasteridelZ & 5 BB ERED ) RV 2H/MET 5= DRE]
The review found no evidence linking suicidal ideation to finasteride skin sprays
and no new information is being included in the product information for these
sprays.
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nigLy, |
Measures to minimise risk of suicidal thoughts with finasteride and dutasteride medicines

https://www.fda.gov/drugs/human-drug-compounding/fda-alerts-health-care-providers-compounders-and-consumers-potential-risks-

associated-compounded
https://www.ema.europa.eu/en/medicines/human/referrals/finasteride-dutasteride-containing-medicinal-products 30
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Influence of Patients' Requests for Direct-to-Consumer Advertised
Antidepressants: A Randomized Controlled Trial(2005)
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Addressing Misinformation
About Medical Devices and
Prescription Drugs
Questions and Answers
Guidance for Industry
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This guidance document is being distributed for comment purposes only.

e Dol
Fishers Lane, Rm_ 1061, Rockville, MD 20852. All comments should be identified with the
docket number listed in the notice of av alla:uJ.m that publishes in the Federal Register.
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(CBER) Office of Commmmication, Outreach and Development, $00-835-4709 or 240-402-8010;
(CDRH) Stephanie Philbin, 301-837-7151; (CVM) Office of Surveillance and Compliance, 240-
402-7082; or (OC) Julie Finegan, 301-827-4830
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FDA NEWS RELEASE

FDA Launches Crackdown on Deceptive Drug
Advertising

For Immediate Release:  September 09, 2025

{@ ﬁ U.S. FOOD & DRUG
ADMINISTRATION PRESIDENTIAL ACTION:

MEMORANDUM FOR THE SECRETARY

September 9, 2025

OF HEALTH AND HUMAN SERVICES THE
COMMISSIONER OF FOOD AND DRUGS

Presidentisl Memoranda | Septamber 82025

Dear Pharmacentical Company,

For far too long, FDA has permitted misleading direct-to-consume
Today, FDA is taking action to rein in vielative ads. Geing forwarn
and ensure conformity with the law.

You are hereh‘ directed to remove any noncompliant advertisi

jcations into ¢ Addressing Misleading Direct-To-Consumer

DTC advertising can distort the patient-clinician relationship and c
regardless of clinical appropriatensss. Vielative ads can also funda
perception.

FDA is concemned patients are not seeing a fair balance of the infor
concem is magnified when serious risks are not clearly presented. .
seniors to read or hear.

We also live in a new era of social media. An increasing reliance o
meluding undisclosed mfluencer promotion, has blurred the lines a
media, and pharmaceutical advertising, making it increasingly diff
evidence-based information and promotional material.

On social media platforms, deceptive advertising is sadly the curre)
Pharmaceutical Health Services Research reveals that while 100%
highlight drug benefits, only 33% mention potential harms. Moreo!
selling drugs are posted by individuals and organizations that fail t;
guidelimes.

The stakes surrounding prescription drug ads are extremely high
awareness of disease states and beneficial therapies, they must al
limitations. Cu.rrenr law requires fair balance between effectiven
effects/contrair that are regularly ignore:
deceptive pmctlc es.

We are isswing this letter to provide notice to all application holder
compliance with the FD&C Act and FDA implementing regulatior,
and all DTC prescription drug advertising that violates the law.

DONALD J. TRUMP

FIESF &R,

8 R D Ha1E
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T3, CHICKYBEDRYBHENEH. EBMEDE
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[2& > TEERHESFREXIRSERE,
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KB R undisclosed)f > ZIL T o —PEEERBICKY.
LEE—RIVTUOVDERNEBERIEL TS, BEDN
HEMBERIZEDCBEREEGRFHIF LIZCWNVRRKIZH
%, 2024FHE T, HESHHSNSERFEND100% M ES

AL, VRIVERIEI3WIZEEF S,

iﬂfﬁllé‘ﬁﬂ:.%

s MTBEDEEEZTRFESHITES,

o $9100%t(CELEHER T T ENE,

« 199750 T+5 74121t (Adequate provision)] E#H0
RIFTNEEE, RE2BFHRETERILT 2R EHIE
FE,

s ALERZFICLDILEERVATLEZEAL,
R,
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