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Abstract

During the last ten years the capacity of local production of radiopharmaceuticals in each

country of the latinoamerican region has been increased because of a coordinated, joint action

among them. This is a consecuence of the implementation of the ARCAL XV Project:"Production

and Quality Control of radiopharmaceuticals". During this period attention has been focussed in the

development of more defined agents for specific functional investigations such as the second

generation 99m Tc radiopharmaceuticals . Active research is also being continued to develop third

generation radiopharmaceuticals based upon monoclonal and policlonal antibodies, peptides and

other biomolecules. Group training in this field is also being carried out in this region. The

enhancement of quality requirements and the globalization of the economy make it necessary to

produce same quality radiopharmaceuticals and the harmonisation of the legislation and regulatory

needs should be raised in a next future. The implementation of a quality assurance programme in

each country of the latinoamerican region and the harmonisation of those programmes will be the

principal goal of this project.

1. INTRODUCTION

Drugs , by definition, are chemical agents that work by pharmacological action within or on

the body. Radiopharmaceuticals are radiochemical agents without an intended pharmacological

effect. The vast majority of radiopharmaceuticals are diagnostic and exert no pharmacological

effect on the body. Radiopharmaceuticals for therapeutic use exert their effect upon the body

through their physical properties (radiation). Without suggesting specific language the definition of
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radiopharmaceutical would have to reflect that they are used occasionally, never chronically,

always administered by a physician or under the direct supervision of a physician and in a facility

with the proper equipment to complete their use.

Because radiopharmaceuticals are clearly different from traditional drugs, they need special

regulations.

2. GENERAL CONSIDERATIONS

The criteria will have to reflect that handling of radioactive material is regulated by the

Nuclear authority, therefore, the issues of training workers to handle radioactive material and

radiation safety for workers, the public and the patients are also carefully regulated. Throughout

the regulations applicable to radiopharmaceuticals, the specific for licensing, manufacturing,

compounding and quality control, as well as the inspectional processes, shoul be set out separateley

from traditional drugs.

Expertises in radiopharmacy field of each latinoamerican country would be an appropiate

body to write the regulatory standards for radiopharmaceuticals. This body would have to promote

the harmonization of the legislation and administrative procedures relating to radiopharmaceuticals.

The activities will focussed on legislation and guidelines for the drug regulatory auhtorities.

Guidelines would issued also on the registration of preparations, drug applications, evaluation

reports, bioavailability studies in man, etc.

The following is a list of Institutions and the name of the Project Coordinator of each

country involved in the Project:

Argentina

Comision Nacional de Energia Atomica

Silvia Castiglia

Uruguay

Centro de Investigaciones Nucleares. Facultad de Ciencias. Catedra de Radioquimica, Facultad de

Quimica

Silvia Verdera.
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Brasil

IPEN-Instituto de Pesquisas Energeticas y Nucleares

Nilda Sosa de Pereira

Colombia

Instituto de Ciencias Nucleares y Energias Alternativas. Division de Aplicaciones Tecnicas.

Mercedes Mendoza de Garcia

Costa Rica

Hospital San Juan de Dios

Martin Jimenez Cordero

Cuba

Agencia de Energia Nuclear.

Jorge Cruz

Chile

Comision Chilena de Energia Nuclear

Monica Chandia

Ecuador

Hospital Eugenio Espejo

Julio Urresta

Guatemala

Direccion General de Energia Nuclear

Claudia Quintero

Mexico

Hospital Nacional de Nutrition

Consuelo Murphy

Peru

Instituto Peruano de Energia Nuclear

David Carrillo
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Paraguay

Institute del Cancer y el Quemado

Raquel Candia

Venezuela

Facultad de Farmacia. Universidad Central de Venezuela

Ligia Arrechedera

3. BACKGROUND OF THE PROJECT

In 1996 under the assistance of the Agency, expertises in radiopharmacy field of each

latinoamerican country have joint and written some guidelines for registration of

radiopharmaceuticals. This document has been sent to the drug regulatory authorities and it was

the first attempt to promote the administrative procedures relating to radiopharmaceuticals.

Last year a handbook of Quality Control Protocols has also been written and it is now in its

final revision. This handbook will be distributed among the different hospital radiopharmacies of

each country as recomendations for setting radiopharmaceutical standards in order to obtain

products with uniform properties.

Guidelines for the preparation and control of radiopharmaceuticals in radiopharmacies have

been discussed and written by a working group last year, launching the concept of Good

Radiopharmaceutical Practice (GRP). These guidelines will be plublished this year and sent to the

drug regulatory authorities.

4. WORK PLAN

It would be necessary to centralize the information concerned to the radiopharmacy practise

in private or public institutions of each country. In addition coordinated actions will be established

with other public institutions of different disciplines that would have implemented a quality

assurance programme. All these actions will conduct to colaborate with the health authority with

the legislation and regulatory needs.
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The elaboration of a technical document in colaboration with different institutions and

under expertises assistance will be carried out . Open channels of communication must be

maintained with all the institutions, public or privates, involved in the development, production,

quality control and application of radiopharmaceuticals in order to obtain a final technical

document of quality assurance. The technical document will be sent to the health authority in order

to contribute to the implementation of the programme. At the same time the laboratories involved

in the Quality Control of radiopharmaceuticals with a solid experience should be the reference body

for the health authority in order to verify the special requeriments of the radiopharmaceuticals.

Special efforts will be done in the implementation of this programme at the hospital level.

The guidelines for preparation and control of radiopharmaceuticals in hospitals will set the

concept of Good Radiopharmaceutical Practice (GRP) as a new approach that takes further

account of the most essential aspects of the quality of the radiopharmaceuticals.

GRP relating to the preparation and handling of radiopharmaceuticals in hospitals combines

the principles of Good Manufacturing Practice (GMP) for pharmaceuticals with aspects of

radiation protection. Its purpose is to safeguard the quality of radiopharmaceuticals up to the point

of administration to the patient.

The preparation of the radiopharmaceuticals includes a variety types of work. Requirements

regarding facilities, equipment and training personnel are therefore dependent on the type of work

to be done .It will be necessary to classify the hospital radiopharmacies according with different

degrees of complexity, requiring different types of organization, skills and permises.

The rol of the radiopharmacist will be well establised and finally regulations should promote

a continous improvement, encourage additional training and experience for workers and strive to

achieve a level playing field for those wishing to enter medical/pharmacy practice or the drug

manufacturing field.
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