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Headed by a Commissioner
Center for Drug Evaluation and Research (CDER).
Center for Biologics Evaluation and Research (CBER).
Center for Devices and Radiological Health (CDRH).
Center for Food Safety and Applied Nutrition (CFSAN).
Department of Health and Human Services (HHS).
Federal Food, Drug, and Cosmetic Act (FD&C Act).
Centers for Medicare & Medicaid Services (CMS)
post-market surveillance and pharmacovigilance systems

ol
MHRA
Headed by a Chief Executive
Human Medicines Regulations Y+ VY and Medical Devices Regulations
Department of Health and Social Care.
National Institute for Health and Care Excellence (NICE)

olJl

BfArMm
Federal Ministry of Health.
Headed by a President
German Medicines Act (Arzneimittelgesetz) and Medical Devices Act
(Medizinproduktegesetz).
Federal Joint Committee (G-BA)
Ministry of Health, Labour, and Welfare (MHLW).
Pharmaceuticals and Medical Devices Act (PMD Act).

Central Drugs Standard Control Organization (CDSCO)
Drugs Controller General of India (DCGI).

Ministry of Health and Family Welfare.

Drugs and Cosmetics Act, Y4 ¢+,

National Pharmaceutical Pricing Authority (NPPA)
Drugs Controller General of India (DCGI).

National Pharmaceutical Pricing Authority (NPPA)
Ministry of Health, Labour, and Welfare (MHLW)

W el

TGA therapeutic goods
Headed by a Director
Department of Health.
Therapeutic Goods Act Y4A4,

Yy



Pharmaceutical Benefits Scheme (PBS)

The National Health Surveillance Agency (ANVISA)
Brazilian Health Regulatory Framework and ANVISA Regulations
Chamber of Drug Market Regulation (CMED)

Director General.
French Public Health Code and EU Regulations.
Economic Committee for Health Products (CEPS)

AlIFA
Director General
Italian Legislative Decree No. YY4/Y++1 (implementation of EU

Federal Government.
Food and Drugs Act and Medical Devices Regulations.
Patented Medicine Prices Review Board (PMPRB)

European Medicines Agency (EMA)
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Regulation (EC) No YY1/Y+ « ¢ (centralized procedure for drug approval).

Directive Y+ Y/AY/EC (medicinal products for human use).

The Pharmaceuticals and Medical Devices Agency (PMDA)
Pharmaceuticals and Medical Devices Act (PMD Act).
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The Turkish Medicines and Medical Devices Agency (TITCK)

The Ministry of Food and Drug Safety (MFDS)
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Modern (Western) Medicine

allopathic medicine

Traditional Medicine Systems

Qi (vital energy) and the balance of

Yin and Yang

Acupuncture

Herbal Medicine: Use of plants and natural remedies

Tai Chi and Qigong

Ayurveda

Herbal Remedies: Use of plants, minerals, and animal products.

Diet and Lifestyle: Emphasis on diet, yoga, and meditation for health.
Panchakarma :Detoxification and rejuvenation therapies

Spiritual Healing: Involvement of traditional healers and rituals.
Ceremonial Healing: Rituals, prayers, and ceremonies for healing.
Alternative and Complementary Medicine:These systems are often used
alongside or as alternatives to modern medicine

Homeopathy A system based on the principle of "like cures like", using
highly diluted substances to stimulate the body's self-healing mechanisms.
Dilutions: Use of minute doses of natural substances.

Individualized Treatment: Tailored remedies based on the patient's
symptoms.

Naturopathy:A system that emphasizes natural remedies and the body's
ability to heal itself.

Chiropractic:A system focused on diagnosing and treating musculoskeletal
disorders, particularly spinal issues.

Spinal Manipulation: Adjustments to the spine to improve alignment and
function.

Osteopathy A system that emphasizes the interrelationship between the
body's structure and function.

Manual Therapy: Hands-on techniques to improve mobility and relieve pain.
Integrative Medicine:A holistic approach that combines modern medicine
with traditional and alternative therapies.

Kampo (Japan): A traditional Japanese system derived from Chinese
medicine, using herbal formulas.

Siddha (South India): An ancient Tamil system of medicine focusing on
balance and natural remedies.

\A)



o Tibetan Medicine: A holistic system from Tibet, emphasizing the balance of
bodily elements and spiritual health.

Type

Description

Generic Drugs

Copies of brand-name drugs, bioequivalent and cheaper.

Patented (Brand-Name) Drugs

Original drugs with patent protection, expensive due to R&D costs.

Biosimilars

Generic versions of biologic drugs, highly similar but not identical.

OTC Drugs

Medications available without a prescription.

Prescription Drugs

Medications requiring a prescription for safe use.

Orphan Drugs

Drugs for rare diseases, often with special incentives.

Compounded Drugs

Customized medications prepared for individual patients.

Herbal/Natural Medicines

Medicines derived from plants or natural sources.

Homeopathic Medicines

Highly diluted substances based on "like cures like" principle.

Veterinary Drugs

Medications specifically for animals.

Investigational Drugs

Drugs in clinical trials, not yet approved for public use.

Counterfeit Drugs

Fake or substandard medications, often illegal.

Compulsory Licensed Drugs

Generic drugs produced under government authorization for public health.

Combination Drugs

Drugs with multiple active ingredients in one dosage form.

Radiopharmaceuticals

Drugs containing radioactive substances for imaging or treatment.

|. Compulsory Licensing:Compulsory licensing allows governments to authorize the
production of a patented drug without the consent of the patent holder, usually in
cases of public health emergencies or to ensure access to essential medicines.

. Voluntary Licensing: In voluntary licensing, the patent holder agrees to license
the production of a drug to other manufacturers, often in exchange for royalties.
. Public Sector Production: Some countries have established public sector
pharmaceutical companies to produce essential medicines, often focusing on
affordability and accessibility rather than profit.

¢. Open-Source Drug Development: Open-source drug development involves
collaborative, transparent research and development (R&D) efforts, often
involving universities, non-profits, and governments, to develop new drugs
without patent restrictions.




0. Non-Profit Drug Development: Non-profit organizations and foundations fund
and develop drugs for diseases that are not profitable for private companies, often
focusing on neglected diseases.

1. Tiered Pricing: Tiered pricing involves selling the same drug at different prices in
different countries based on their ability to pay. High-income countries pay more,
while low-income countries pay less.

V. Government-Negotiated Pricing: Governments negotiate directly with
pharmaceutical companies to secure lower prices for medicines, often for public
healthcare systems.

A. Patent Pools: Patent pools aggregate patents from multiple companies and
make them available for licensing, often to promote innovation and access

¢ Maedicines Patent Pool (MPP): The MPP negotiates voluntary licenses with
pharmaceutical companies to allow generic production of HIV, hepatitis C,
and tuberculosis drugs for low- and middle-income countries.

e Drugs for Neglected Diseases Initiative DNDi

¢ Bill & Melinda Gates Foundation
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