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eAppendix.Search Strategy and Terms

1. Medical Literature

Source:PubMed (19758018 English Language)

Concept

MeSH

Keyword

Advertising

"Directto-Consumer

| ROSNIIAaAy3IbwaSa
KSItdK aSNBAOSaé
"Advertising as Topic"'[Mesh] h w
dal Ny SGAYy3a waSak

Advertis* [tiab] OR direct to consumer
advertis*[tiab] OR DTCA [tiab] OR DTC
advertising [tiab] OR Ads [tiab] @farketing
[tiab]

Money being spent

"Advertising as
Topic/economics"[Majr]) OR
"Marketing of Health
Services/economics"[Majr]

Expenditure* [tiab] OR

clinics/practices/concierge
pharmacies (in store
clinics)

Regulation "Advertising as Topic/legiation and | Regulation [tiab]

jurisprudence"[MAJR] OR "marketin

of health services/legislation and

jurisprudence"[majr]
Healthcare GK2aLIAGl faz &LJS O Concierge [tiab] OR retainer practice* [tiab]
(medical or cancetenters, | & LI MDA Sa ¢ thleafa K § OR consumer focused care [tiab] OR medi

Facilities"[Mesh]

center [tiab] cancer center* [tiab] OR
pharmac* [tiab] OR clinic [tiab] OR clinics
[tiab] OR retail clinic [tiab] OR persain
genome service [tiab]

Tests

GDSYSGAO GSaday3
G45AF3Iy2adA0 LY 3
& 5 A N@&0risumer Screening and
¢CSAGAYTE OYSAKS
Services"[Mesh]

Genetic testing [tiab] OR consumer genomi
[tiab] OR direct to consumer tesftiab] OR
direct access testOR laboratory

Prescription drugs

Pharmaceutical* [tiab] OR

Disease

GaSRAOFEATFOARYE

Disease specific [tiab] OR Disease awareng
[tiab] OR help seeking campaigns [tiab] OR
disease mongering [tiab] OR medicalization
OR medicalization

Web of science searches for citations of key articles

2. Business literature

Source: Business Source Ultima(@975-2018)
(direct AND"to" ANDconsumerAND advertising AND"of" AND prescription ANDdrugs) OR(direct to

consumeradvertising healthcare) OR(advertising AND medicine)OR ((hospital OR health facilities) AND

advertising) OR (medical laboratories AND marketing)

3. News media

Source: LexisNexi$1997-2018)
Direct to consumer advertising, direct access laboratory testingenetic testing AND advertising,
prescription drug promotion, hospital advertising, drug company AND disease awareness
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eFigurel . RegulatoryProcessfor Marketing of Prescription Drugs, Disease Health Servicesand Laboratory Testing

Grey boxes indicate that FDA enforcement actions occur through the Department of Justice.

Permission to market Promotional activities

Regulators Regulators Process Standards Enforcement actions
Warning Withdraw  Fines  Civil Criminal
letters®  from market legal action legal action
Prescription drugs
FDA FDA Promotional material Truthful, not misleading

'submission and review

Center for Drug Evaluation
and Research (CDER)

Office of Prescription Drug

i Pre-dissemination
Bromotcn(CRDE) Companiesrequired f submit crtain
television ads**and materials for
accelerated approval drugs; and
encouraged to voluntariy submit materials
for all other new drugs 45 days before
launch. FDA prioritizes review of launch
ads for new drugs and new indications

Approval before
marketing mandatory

At dissemination
Yes - all promotional materials not required
pre-dissemination must be submitted but
may not be reviewed

Post-dissemination

Surveillance (e.g., medical meetings)
Complaint-diven (e.g. “Bad Ad" program)

Federal Department of Justice Complaint-driven or
Consumer Protection Branch self-initiated investigation

Complaint-driven or
self-initiated investigation

Diseases

Fair balance — equal emphasis
and information on benefit and
risk

Be consistent with the FDA-
approved prescribing
information (labeling)

Truthful, not misleading and
treatment claims substantiated
by evidence

Not deceptive, misleading, or
unfair (all states) and treatment
claims substantiated by
evidence (most states)

FDA
Office of Prescription Drug

Promotion (OPDP) Refer to FTC

FTC

Complaint-driven or
Bureau of Consumer Protection

self-initiated investigation

Health services

No current FDA guidance

No specific FTC rules beyond
truthful, not misleading and
treatment claims
substantiated by human,
randomized controlled trials

For-profit health organizations

FTC
Bureau of Consumer Protection

‘Complaint-driven or
self-initiated investigation

Non-profit organizations
____ Complaint-driven or
self-initiated investigation

Health services with
FDA-regulated product

Complaint-driven or

self-initiated investigation
Federal Department of Justice Complaint-driven or
Consumer Protection Branch self-initiated investigation

Laboratory testing

——— Depends on regulated product

Truthful, not misleading and
treatment claims substantiated
by scientific evidence

Not deceptive, misleading, or
unfair (all states) and
treatment claims substantiated
by evidence (most states)

Truthful, not misleading and
treatment claims substantiated
by evidence

Commercial
laboratory tests

Approval required ) X
FDA before marketing FDA Promotional material
Center for Devices and Division of Premarket and Labeling i?::.‘;:im:m review
Radiological Health (CDRH) PN te Compliance ooy

developed tests
Approval before
marketing generally
not required

At dissemination

Post-dissemination
No clear process.

Federal Department of Justice Complaint-driven or
Consumer Protection Branch self-initiated investigation

Complaint-driven or
self-initiated investigation

Cms
Clinical Laboratory

Amendment Act (CLIA)
Certifies laboratories and tests

FTC
Bureau of Consumer Protection

Complaint-driven or
Self-initiated investigation

&$! EOOBOAO

Truthful, not misleading
Fair balance — equal emphasis
and information on benefit and
risk

Be consistent with the FDA-
approved prescribing
information (label)

Truthful, not misleading and
treatment claims substantiated
by evidence

Truthful, not misleading and
treatment claims substantiated
by scientific evidence

Not deceptive, misleading, or
unfair (all states) and
treatment claims substantiated
by evidence (most states)

]

OET 1 ABGET 1T Qh

**Television ads required to be submitted (but not approved) prior to disseminatiorinclude: initial ads for any prescription dug or a new
indication, ads for drugs with a Risk Evaluation and Mitigation Strategy (REMS) with elements to ensure safe use, all adS¢bedule I
controlled substances, and first ads following safety labeling update (e.g. Boxed warning, Contraindioat, Warnings & Precautions)

and enforcement letters.
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eFigure 2FDA Violation Letters and Associated Policy and Investigations
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