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I. IntroductionI. Introduction

AssumptionsAssumptions

Social changes in constant evolution due to scientific progress ( technological 
progress, culture, customs, hygiene) produces in individuals the freedom to take 
decisions by themselves / with participation of their doctor towards drug 
consumption, in the current modern and global society.

In the arena of marketed drug products which includes - society, individual, 
Administration and Pharmaceutical Industry- a new discipline has been 
developed, Social Pharmacology / Sociopharmacology. This arises from Clinical 
Pharmacology, and  deals  with different vectors who participate in creating 
knowledge on marketed drugs.   Therefore, there are wide horizons,  plural and 
shared envision among health professionals and other, in benefit of the appropriate 
drug use, toward maximizing the benefits of therapy while minimizing negative 
personal and economic consequences. 
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AssumptionsAssumptions

The Social pharmacology Studies the “cycle of life” of any marketed drug 
product in the social habitat, and evaluates the effects of the real environment 
under circumstances totally different in the process of drug development.

Today Social Pharmacology is a well established discipline with a remarkable 
role in the postmarketing period, when it is possible to develop multitude of 
pharmacological studies, epidemiological and of public health, oriented to 
evaluate the impact of the drugs over the individual and the society, to provide 
alert responses, as well as to propose actions for the decision taking process,  in 
a solid scientific basis which relates health professionals, health managers, the 
Administration and the Pharmaceutical Industry.

The scope of “Social Pharmacology” is not covered by the so called “Phase 
IV” alone.
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Life Span [ Longevity ]  (2006)

A DRUG PRODUCT WELL STABLISHED PROVIDES

“ MORE MORE YEARSYEARS TOTO LIFELIFE,  ,  ANDAND MORE MORE LIFELIFE TOTO YEARSYEARS ““

France  83,8  76,7

Spain 83,2 76,7

Eur Union 81,2     75,1

MMFF

ELDERLY PEOPLE CONSUMES   60 – 70 %  OF TOTAL DRUG EXPENDITURES



VV PREGNANCYPREGNANCY CONTROL CONTROL 
ORAL CONTRACEPTIVES: 1953  -Newborn of the “PILL” /  
GREGORY PINCUS - Noretinodrel (Enovid®)

VV POSTPOST--COITAL ORAL COITAL ORAL CONTRACEPTIVESCONTRACEPTIVES
Erroneous denomination “Emergency Contraception”

200 mcg etinil-estradiol  + 2 mg norgestrel ; bid (12 h)

VV SELFSELF--CARE (CARE (OTCsOTCs) ) –– NonNon--PrescriptionPrescription DrugsDrugs

LOVASTATINLOVASTATIN (MEVACOR®) /  /  ORLISTATORLISTAT (XENICAL®) 

(PRESCRIPTION)                  OTC    (SELF-CARE)

(A) VASCULAR ACCIDENT - PREVENTION

(“Statins”)  Lovastatin (Mevacor®)    (MSD->GSK)

(B)  OBESITY TREATMENT
Orlistat (Xenical®)

..... MORE ..... MORE THANTHAN HEALINGHEALING..
CARE, CARE, BEUTYBEUTY, , ANDAND ““ETERNAL ETERNAL YOUTHYOUTH””
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Drug Products ... (I)Drug Products ... (I)

Since May 2008           “OTC” product in CANADA



VV ALOPECIA-SCALP
Minoxidil
Finasteride (Propecia®) 

VV MALE ERECTILE DYSFUNCTION
Sildenafilo (Viagra®)
Tadalafilo (Cialis®)
Vardenafilo (Levitra®)

V ANORECTIC DRUGS – WEIGHT LOOSS
Sibutramina (Reductil®)
Orlistat (Xenical®)

VV MOOD ESTABILITY
Benzodiazepes (Valium®)
Selective Serotonin Re-Uptake Inhibitors (SSRIs)

Fluoxetin (Prozac®)

VV ESTHETICAL
Botulinic Toxin (BOTOX, DYSPORT, NEUROBLOC, VISTABEL)

Silicon (implants)
Prothesis
Esclerosant inj / Laser (Varicosities, etc.)

WHAT IS GOOD, SHOULD NOT
OVERWEIGHT

“TAKE A VALIUM...”

.... MORE .... MORE THANTHAN HEALINGHEALING..
CARE, CARE, BEUTYBEUTY, , ANDAND ““ETERNAL ETERNAL YOUTHYOUTH””

Drug Products ...(2)Drug Products ...(2)

I. IntroductionI. Introduction
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More News...More News...
http://www.medscape.com/viewarticle/578482_print; 
15/08/2008
Sandra Adamson Fryhofer, MD, MACP, FRCP
Medscape Internal Medicine. 2008; ©2008 Medscape
Posted 08/04/2008

SildenafilSildenafil in Women taking Antidepressants in Women taking Antidepressants ----A A 
Solution for a Troublesome Side Effect ?Solution for a Troublesome Side Effect ?

Sildenafil Treatment of Women With Antidepressant-Associated Sexual 
Dysfunction. A Randomized Controlled Trial.
H. George Nurnberg, MD; Paula L. Hensley, MD; Julia R. Heiman, PhD; Harry A. 
Croft, MD; Charles Debattista, MD; Susan Paine, MPH 
JAMA. 2008;300(4):395-404.

ORIGINAL

ARTICLE

http://www.medscape.com/viewarticle/578482_print
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Cross-Cultural DifferencesCross-Cultural Differences

CULTURAL DIFFERENCES   USA / SPAIN

281,4

47,0

16,0

44,4

0,0 5,8
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Health Care
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US

SPAIN

Fuente: V. Navarro. El 
pais, 6.08.2008, 27 Gross National Product
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OVERMEDICATED SOCIETY
Society(I)Society(I)

MEDICALIZATION

LIFE STYLE DRUGS
A “PILL” FOR EVERYTHING

TODAY “MEDICINES” MEANS:

A DISTINCTION IN THE WESTERN CULTURE
AN “ESSENTIAL” IN ANY HOME
A POWER IN HANDS OF INDIVIDUALS, TO GET “AUTHONOMY”
DRUG INFORMATION IS SPLITED ELSEWERE (INTERNET), BUT QUALITY?
MASS-MEDIA AND “HIGH EXPECTATIONS” ON NEW DRUGS
A “SYMBOLIC” MEMORY OF A VISIT TO THE DOCTOR  (“SYMBOLIC TOKEN”)
DOCTORS WRITE A PRESCRIPTION  “JUST IN CASE”…
AND MORE...
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Society (II)Society (II)
PRELIMINARYPRELIMINARY
STUDIES STUDIES ONON

““SOCIAL SOCIAL 
PHARMACOLOGYPHARMACOLOGY””

JLJL AllozaAlloza
5451 AMBULATORY

PATIENTS
INTERVIEWED

BARCELONA

1978 1978 –– 19801980
Stratified Survey
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Society Society 

SOCIETY + HEALTH TERMINOLOGYSOCIETY + HEALTH TERMINOLOGY

Social Medicine

Social Pharmacy

Social Epidemiology

Sociochemistry

Social Pharmacology

(or Sociopharmacology)

Social Medicine

Social Pharmacy

Social Epidemiology

Sociochemistry

Social PharmacologySocial Pharmacology

(or Sociopharmacology)

Social Insurance

Social Security

Social History

Social Statistics

Social Informatics

Social Research

Social Insurance

Social Security

Social History

Social Statistics

Social Informatics

Social Research

Social Psychology

Social Anthropology

Social Ecology

Social Marketing

Social Behaviour

Social Gerontology

Social Psychology

Social Anthropology

Social Ecology

Social Marketing

Social Behaviour

Social Gerontology
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Phase IV - Drug Research and DevelopmentPhase IV - Drug Research and Development

• A postmarketing setting  is completely different 
from  a drug development setting in which 
rigorous scientific methods are employed. 

• There is a great contrast between ideal clinical
research conditions during the drug’s clinical 
development and those of its new “habitat”
–the real “jungle” in which it will be put to use.
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from  a drug development setting in which 
rigorous scientific methods are employed. 
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Drug ProductDrug Product

CULTURAL BACKGROUND
• Different concepts of health and hygiene

• Different levels of capacity to understand

• Influence of socio-cultural and environmental factors

• Patients have false ideas about "safe and effective
medicine". No drug is completely safe and effective.

• Inter-individual response variability versus  "the mean 
response" found in clinical trials
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Drug ProductDrug Product

PATIENT & PATIENT COMPLIANCEPATIENT & PATIENT COMPLIANCE
The patient:

• May take a drug  the doctor did not prescribe.

• May not follow the doctor's instructions

• May take the wrong dose, at the wrong time, and for
the wrong period of time

• May take concomitant medication: Herbal medicines, 
OTC products, ..etc

• May not understand because: is hard of hearing, 
has impaired vision, lives alone or is old

• May consume alcohol, psychotropic drugs or other
drugs of abuse

The patient:
• May take a drug  the doctor did not prescribe.

• May not follow the doctor's instructions

• May take the wrong dose, at the wrong time, and for
the wrong period of time

• May take concomitant medication: Herbal medicines, 
OTC products, ..etc
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has impaired vision, lives alone or is old

• May consume alcohol, psychotropic drugs or other
drugs of abuse
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© J.L. Alloza
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IS NOT
An “exclusive" knowledge on drug products
restricted to specific professional goals

Restricted to a  "social pharmacologist"
(it cannot be)

Connected with "social exclusion" in reference
to the concept of poverty

Managed Care

Mental health / Behavioral health

IS NOT
An “exclusive" knowledge on drug products
restricted to specific professional goals

Restricted to a  "social pharmacologist"
(it cannot be)

Connected with "social exclusion" in reference
to the concept of poverty

Managed Care

Mental health / Behavioral health
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Substance abuse, drug dependence, chemical dependence and

the social consequences.

Disease management, that is, a coordinated health care process
that seeks to manage and improve the health status of a carefully
defined patient population over the entire course of a disease. 
(Includes disease prevention, patient management, and appropriate pharmaceutical
treatment).

Postmarketing surveillance, exclusively directed towards the
systematic screening for adverse drug effects.

Pharmacy care

 
Substance abuse, drug dependence, chemical dependence and

the social consequences.

Disease management, that is, a coordinated health care process
that seeks to manage and improve the health status of a carefully
defined patient population over the entire course of a disease. 
(Includes disease prevention, patient management, and appropriate pharmaceutical
treatment).

Postmarketing surveillance, exclusively directed towards the
systematic screening for adverse drug effects.

Pharmacy care

IS NOT ONLYIS NOT ONLY
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BUT ALSOBUT ALSO

The evaluation of the social consequences of an individual's
exposure to any marketed drug.

Ongoing research into marketed drugs now being used in the
consumer society in order to gain value-added knowledge on these
drugs and their use. Issues, which during the clinical and drug 
development phases, could not be addressed.

Those social factors which could explain why and how drugs
are used outside clinical and rational healthcare frameworks.

A permanent analysis of the relationship among the
pharmaceutical industry, the health administration, health
professionals, and the society. 

The evaluation of the social consequences of an individual's
exposure to any marketed drug.

Ongoing research into marketed drugs now being used in the
consumer society in order to gain value-added knowledge on these
drugs and their use. Issues, which during the clinical and drug 
development phases, could not be addressed.

Those social factors which could explain why and how drugs
are used outside clinical and rational healthcare frameworks.

A permanent analysis of the relationship among the
pharmaceutical industry, the health administration, health
professionals, and the society. 
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Concept (1)Concept (1)

POST-MARKETING PERIOD
• Investigation (clinical and social)
• “Real life“
• Consequences:

• Society (patient)
• Administration
• Health-care services
• Drug manufactures

SCIENCE
• Integrative system
• Intetgrates major determinants of drug use 
• In a particular environment, and their relationships
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Concept (2)Concept (2)

MANAGEMENT OF MARKETED DRUGS
(Health professions and society)

Maximizing the positive benefits of drug therapy (effectiveness)
Minimizing the negative personal (safety) and economic consequences. 
Emphasizes the efficiency

OPERATIVE SYSTEM
Integrates decisive factors in the use of drugs
Inter-relations: health professionals & other professionals

individual patient &  the society

ECONOMICAL ASSESSMENT
Drug utilization (clinicians, patients, and third parties) 

NEW DISCIPLINE
That studies the marketed drug in a pluralistic society within a 
multidisciplinary framework. 
All types of professionals who directly or indirectly participate in healthcare, 
either by providing a service or improving drug therapy (information, 
communication, educating, problem solving, etc).

MANAGEMENT OF MARKETED DRUGS
(Health professions and society)

Maximizing the positive benefits of drug therapy (effectiveness)
Minimizing the negative personal (safety) and economic consequences. 
Emphasizes the efficiency

OPERATIVE SYSTEM
Integrates decisive factors in the use of drugs
Inter-relations: health professionals & other professionals

individual patient &  the society

ECONOMICAL ASSESSMENT
Drug utilization (clinicians, patients, and third parties) 

NEW DISCIPLINE
That studies the marketed drug in a pluralistic society within a 
multidisciplinary framework. 
All types of professionals who directly or indirectly participate in healthcare, 
either by providing a service or improving drug therapy (information, 
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Social Pharmacology – ScienceSocial Pharmacology – Science

"Drug development is an ongoing process;  
it does not stop because a drug is registered. 
Information about a drug is never complete"

(Louis Lasagna, M.D., Sc.D, 1980)

20 20 %   %   /   80/   80 %%
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Social Pharmacology – Science (1)Social Pharmacology – Science (1)

SOCIAL PHARMACOLOGY STUDIES related to:

• Pharmaco-epidemiological studies
Postmarketing Drug Surveillance: Causality Assessment
Therapeutic Risk Management
Drug prescription / Drug  use

• Experimental studies (pragmatic, controlled clinical trials)
• Observational studies (analytical): Cohort &  Case-control 

studies

• "Naturalistic studies" 

• Longitudinal studies

• Postmarketing studies (safety and efficacy)
Incidence and severity of adverse drug reactions
over dosage / under-dosage.
overuse of drugs / underuse of drugs / drug misuse.
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Postmarketing Drug Surveillance: Causality Assessment
Therapeutic Risk Management
Drug prescription / Drug  use

• Experimental studies (pragmatic, controlled clinical trials)
• Observational studies (analytical): Cohort &  Case-control 

studies

• "Naturalistic studies" 

• Longitudinal studies

• Postmarketing studies (safety and efficacy)
Incidence and severity of adverse drug reactions
over dosage / under-dosage.
overuse of drugs / underuse of drugs / drug misuse.

Alloza JL. Estudio "natural" sobre el dolor postoperatorio: 
Una comparación entre dos analgésicos narcóticos estándar. 

Dolor 1987; 2: 55-61

Alloza JL. Estudio "natural" sobre el dolor postoperatorio: 
Una comparación entre dos analgésicos narcóticos estándar. 

Dolor 1987; 2: 55-61

METHODS: Conventional studies on the use and consequences of medicinal products
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Social Pharmacology – Science (2)Social Pharmacology – Science (2)

SOCIAL PHARMACOLOGY STUDIESSOCIAL PHARMACOLOGY STUDIES

• Drug utilization review

• Treatment audits

• Treatment compliance

• Therapy of choice

• Measures / improving the quality
prescription,  dispensation , follow-up.

• Treatment Formularies / Therapeutic Guidelines / Clinical Practice
Parameters /  Guidelines for the Patient.

• Drug Formulary construction

• Generic Drugs

• Outcome research / Quality of Life (QOL) /  Patient Satisfaction

• Pharmacoeconomic studies
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MEDICAL MEDICAL ANDAND ECONOMICALECONOMICAL ANALYSISANALYSIS

Instituto de Traumatología, Cirugía y 
Rehabilitacion, ASEPEYO, (Barcelona)
Serv. Medicina Preventiva, C.S. “Valle Hebrón”, 
Barcelona

Pioneer study on
Pharmacoeconomics
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• Acute drug toxicity evaluation

• Drug interactions: food, nutraceuticals, 
functional foods, probiotics, drug-drug 
interactions

• Prevention of iatrogeny

• Drug response variability
(Pharmacogenetics, drug resistance) 

• Habituation and dependence ("drug 
abuse“, "drug addiction") 

• Adjusting dosage (chronotherapeutic)

• Clinical evaluation / Risk populations

• Compassionate use of drugs (product
development) 

• Errors (prescription, dispensation, 
formulation).

• Counterfeit (fraudulent drugs, fake)
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•• CounterfeitCounterfeit (fraudulent drugs, fake)

Social Pharmacology – Science (3)Social Pharmacology – Science (3)

CONTRAINDICATIONS, WARNINGS, PRECAUTIONSCONTRAINDICATIONS, WARNINGS, PRECAUTIONS

ADVERSE EFFECTSADVERSE EFFECTS

DRUG INTERACTIONSDRUG INTERACTIONS

PDR (USA)
VID (SPAIN)
DEF-M (MEXICO
DEF-B (BRAZIL)

PDR (USA)
VID (SPAIN)
DEF-M (MEXICO
DEF-B (BRAZIL)

Nr. Items Listed / CategoryNr. Items Listed / Category

FOUR NATIONAL COMPENDIA COMPARISON
DRUG PRODUCT INFORMATION

Fifteen Anti-inflammatories

FOUR NATIONAL COMPENDIA COMPARISON
DRUG PRODUCT INFORMATION

Fifteen Anti-inflammatories

Alloza JL, Lasagna L. Drug information supplied in four national 
compendia: A comparative analysis. Alloza JL, ed. Clinical and 
Social Pharmacology: Postmarketing Period. Aulendorf
(Germany): Editio Cantor, 1985; 85-101. 

SOCIAL PHARMACOLOGY STUDIESSOCIAL PHARMACOLOGY STUDIES



Sixteen different types of Sixteen different types of counterfeit counterfeit artesunateartesunate tablets in SE Asiatablets in SE Asia
24/02/2008 -Dear Colleagues, In the late 1990s counterfeits of artesunate, a vital life-saving antimalarial
drug, were discovered circulating in SE Asia. Surveys have suggested that 38%-53% of shop-bought artesunate in 
mainland SE Asia are fake…./..

COUNTERFEITCOUNTERFEIT
FRAUDULENT DRUGSFRAUDULENT DRUGS

IT IS NOT A MEDICINE: KILL PEOPLE

2005 2005 3  WOMEN DIE IN  ARGENTINA3  WOMEN DIE IN  ARGENTINA

V WHOWHO: PROGRAM “IMPACT” (ie, Good Distritution Practices –GDP)

http://www.pharmacyboardkenya.org/index.php?id=36

V EMEAEMEA -- Europe “Life Style Drugs” (INTERNET)

VV IFPMAIFPMA -- INTERNATIONAL FEDERATION OF PHARMACEUTICAL MANUFACTURERS ASSOCIATION

http://www.pharmacyboardkenya.org/index.php?id=36
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Social Pharmacology – Science (4)Social Pharmacology – Science (4)

SOCIAL PHARMACOLOGY STUDIESSOCIAL PHARMACOLOGY STUDIES

• Magisterial formula or compounding

• Self-medication / Self care
OTCs ,  phytotherapy (herbal 

medicines).

• Dietetic and dermopharmacy
products

• Concomitancy of medicinal 
products human and
veterinary use, herbicides and

pesticides home hygiene products

• Interactions among scientific
medicine, encroachment, 
quack-remedies, 

"alternative medicine".

• Magisterial formula or compounding

•• SelfSelf--medicationmedication / / SelfSelf carecare
OTCs ,  phytotherapy (herbal 

medicines).

• Dietetic and dermopharmacy
products

• Concomitancy of medicinal 
products human and
veterinary use, herbicides and

pesticides home hygiene products

• Interactions among scientific
medicine, encroachment, 
quack-remedies, 

"alternative medicine".

• Consumer associations (Patient-
centred attention, Therapeutic Patient Guides)

• Patient interaction (health
professionals / pharmaceutical industry).

• Quality of therapeutic and health
information.

• Drug Information / Means to
provide information (appropriate use of
medicinal products)

• Promotion of health education and
advice to the patient
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SELF-CARE DRUGSSELF-CARE DRUGS
Alloza JL
I. A study on Social Pharmacology about the consumption and the opinion of the 
cold drug products by the consumer and the pharmacist in the Community of 
Madrid.
II. Minor aches and pains of people in the Community of Madrid and their 
treatment with OTCs and other drugs products .
Meth Find Exp Clin Pharmacol 2002; 24 (Suppl A): 124-5.

Diseño: Estudio observacional de farmacología 
social, descriptivo, transversal:

90 Farmacias de la Comunidad de Madrid

611 Usuarios de la Farmacia, adultos.

Grupo de trabajo y Estudio de Campo: GRUPO 
DE FARMACOLOGIA SOCIAL  (médicos, 
farmacéuticos, biólogos - Universidad de 
Alcalá)
Representa: Comunidad de Madrid (100%)

Periodo: Invierno: 2001 (W01, Centralizado en 
Oficina Farmacia) / 2002 (W02, Libre)

Grupo farmacológico: Todos los “Anticatarrales / 
Antigripales” comercializados. 

Objetivos:

Evaluación de la información necesaria para el 
cuidado de la salud con las EFPs.

Grado de aceptación de los productos 
farmacéuticos  publicitarios por el usuario y 
farmacéutico de la oficina de farmacia.
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Information about prescription drugs in Spanish language websites on the internet is incomplete. 
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“Jornadas sobre Diagnóstico in vitro en el Laboratorio Clínico”
Directores Prof. Dr. J.L. Alloza (Alcalá Project, Departamento de 
Farmacología de la Universidad de Alcalá) y Dr. Gonzalo Palacios ( 
Departamento Científico, Abbott  Diagnósticos). Facultad de Medicina, 
Universidad de Alcalá, del 19 al 23 de Noviembre de 2001 

“Jornadas sobre Fundamentos de la Monitorización en la 
Investigación Clínica y Ensayos Clínicos Controlados”. Directores
Prof. Dr. J.L. Alloza (Alcalá Project, Departamento de Farmacología de la 
Universidad de Alcalá) y Dr. Gonzalo Hernández (Director Médico, 
Laboratorios Pfizer, S.A.). Facultad de Medicina, Universidad de Alcalá, del 
7 al 11 de Octubre de 2002).

III Seminario “Progresos en Farmacoepidemiología y 
Farmacovigilancia”. Cursos de Pregrado y Postgrado en Farmacología 
Social. En Memoria de Louis Lasagna, Doctor “Honoris Causa” por la Univ. 
de Alcalá . Directores Prof. Dr. J.L. Alloza (Depto de Farmacología, 
Universidad de Alcalá) y Dra. Mª José Sánchez (Jefe de la Unidad de 
Seguridad de Medicamentos ; Dirección Médica, Roche Farma S.A.) 
Facultad de Medicina, Universidad de Alcalá, del  29 septiembre al 3 de 
octubre de 2003.
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IV IV SeminarioSeminario “La información sobre medicamentos a través de los medios de 
comunicación.” Cursos de Pregrado y Postgrado en Farmacología Social. En Memoria 
de Louis Lasagna, Doctor “Honoris Causa” por la Univ. de Alcalá Directores Prof. Dr. 
J.L. Alloza (Depto de Farmacología, Universidad de Alcalá) y D. Vicente Fisac
(Country Communication Manager y Director de Información al Dia y azprensa.com de 
AstraZéneca). Facultad de Medicina, Universidad de Alcalá.
Del 10-14 Enero de 2005.

V V SeminarioSeminario “El autocuidado de la salud en la farmacología social.” Cursos de 
Pregrado y Postgrado en Farmacología Social. En Memoria de Louis Lasagna, Doctor 
“Honoris Causa” por la Univ. de Alcalá. Directores Prof. Dr. J.L. Alloza (Depto de 
Farmacología, Universidad de Alcalá) y Dra. Mª Gloria Pueyo (Depto. Médico, División
Consumer Care. Bayer Health Care. Facultad de Medicina, Universidad de Alcalá,
Del  21-25 Noviembre de 2005. 

VI SeminarioVI Seminario “Farmacoeconomía y farmacología social” Cursos de Pregrado y 
Postgrado en Farmacología Social. En Memoria de Louis Lasagna, Doctor “Honoris 
Causa” por la Univ. de Alcalá Directores Prof. Dr. J.L. Alloza (Depto de 
Farmacología, Universidad de Alcalá) y Dr. José Antonio Sacristán (Director, 
Depto. Médico. Lilly España SA.). Salón de Actos. Edificio del Rectorado. 
Universidad de Alcalá. Alcalá de Henares, Madrid. 25 de noviembre de 2006.
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