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Since 1994, the Peruvian Health Sector has been recovering from huge economic crisis and widespread terrorism that hit the country the years before. Nowadays, that sector is growing in a very dynamic fashion. A Health Care Reform process is underway encompassing key areas such as financing, decentralization, and social participation with a special focus on the strengthening of Primary Health Care all over the country. 

The Health Care System for  the 25 million Peruvians is composed by an array of organizations and institutions under the stewardship of the Ministry of Health. The Public Sector covers at least half of the population of the country through a network of more than 4,000 health facilities, ranging from medical posts and health centers to specialized reference hospitals. The Social Security Sector covers almost one third of the population, specially the workers of the formal sector of the economy and their families. The Private Sector covers close to 10% of the population through private insurance and private health providers. There are also other institutions that cover the health needs of special groups such as the army, the police, and others. 

As in the case of other developing countries, Peru imports more than 90% of the medical devices demanded for the operation of its Health Care System.  The medical devices market in Peru is very competitive, and it encompasses a great variety of providers and brands. A huge challenge is faced by regulatory authorities to cope with that market reality in the country. Issues regarding the  importers and vendors registration, post-market vigilance, quality control, audits, and availability of thecnnical assistance and maintenance have to be addressed. The latest is specially critical for the Ministry of Health as it is both the steward of the system and the main health services provider.  

The Ministry of Health of Peru is addressing such a challenge by updating the regulations to that respect and strengthening its own capability as part of the Health Sector Reform going on in the country. In 1997, a new General Health Law was enacted. This law and its regulations streamline the legal and institutional framework of the health sector in the country. The regulations point out that the Ministry of Health is the competent authority to implement control measures in order to guarantee that medical devices commercialized and used in the country demonstrate compliance with international standards of safety, effectiveness and quality requirements. 

As a matter of fact, two phases have been clearly identified in the country for the adequate implementation of the regulatory role in this field, and the Ministry of Health is currently addressing them. First of all, the Ministry of Health has set up a registration process regarding the premarket-onmarket phase. One of the problems faced for implementing this process is that formats and documentation requirements for importers and vendors of medical devices are very similar to those used for the registration of pharmaceuticals. An institutional program aimed to ensure further specialization of the function of registration of medical devices is being designed. Internationally approved formats, documentation and quality control requirements are considered instrumental for the strengthening of the regulatory function in this phase. 

Secondly, with respect to the postmarket phase, the Ministry of Health is designing a National System of Health Devices Alerts, which will allow health authorities at the national level not only investigate adverse events, but also educate the health care community all over the country about the need to carry out a whole process of planning, management, maintenance, surveillance, and quality control of health devices. The Ministry of Health is also developing the conceptual and operational framework for setting up an Integrated System of Management of Technology and Biomedical Equipment.

On the other hand, two main barriers have to be overcome to reach the goal of the Ministry of Health to ensure safety, effectiveness and quality of health devices commercialized in Peru. The first one is the current knowledge and skills of the human resources responsible for regulatory functions in this field. Personnel at the Ministry of Health have to be trained for accessing and analyzing huge amounts of world information about health devices regulation. Technical knowledge of those people must be streamlined, and personnel with more specific profile characteristics for that function shall be hired. The second factor to be addressed is the setting up of more specialized information systems for health devices regulation.  

As a conclusion, The Ministry of Health of Peru is designing and implementing a regulatory framework for the importation, selling and use of safe, effective and high quality health devices. Global harmonization of the regulation in this field is considered by the Ministry of Health as a key issue. Training of human resources and setting up of information systems will be also instrumental for such a demanding task. 
