JAMHURI YA MUUNGANO WA TANZANIA
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PRESS RELEASE ABOUT THE CAPILLUS REAGENTS AND CYFLOW MACHINE

1. Introduction
The Ministry of Health and Social Welfare would like to make clarification on procedures used in selecting drugs, equipment and reagents intended for use in the health services in the country. Drugs, reagents and diagnostic equipment that are used in the country are regulated by a number of Boards and Authorities, which include the Tanzania Food and Drugs Authority (TFDA), the Private Health Laboratories Board and the Chief Government Chemist.

The main objective of having regulatory Boards and Authorities is to ensure quality of services and safety for users. In consultation with the local experts and the World Health Organization (WHO), the Government has put in place procedures of selecting types of drugs, reagents and equipment that are used in the country. Medical equipments, whose quality is assured, are registered accordingly by relevant Authorities or Boards. Based on the list of registered medical instruments, drugs and reagents, the Ministry of Health and Social Welfare selects some of them for use in Government’s health system. This selection considers the cost of operation as well as the  efficiency of the commodity. Subsequently, the process of procurement and distribution is initiated following the country’s Procurement Act. Good quality reagents, drugs or medical equipment which have been assessed and verified by experts but have not been selected for use in Government health delivery services, can be used by other hospitals.
2. The Current Situation
Since AIDS was first reported in the country in 1983, the Government of Tanzania in collaboration with other stakeholders has implemented several strategies for the purpose of preventing new HIV infections and provides care to those affected with AIDS. Interventions which are currently being implemented include: the dissemination of information and education to the public, aiming at influencing change of risk behaviors that facilitate the transmission of HIV/ AIDS, ensuring the  safety of blood that is transfused to patients, prevention of mother to child transmission of HIV, prevention and treatment of Sexually Transmitted Infections, distribution of Anti Retroviral Drugs, care to AIDS patients and orphans, and  promotion of counselling and voluntary testing.
In 1999, the Government declared AIDS as a  National Disaster, aiming at emphasizing on increased efforts in the fight against HIV/ AIDS infections. Currently, the Government efforts focus towards ensuring that core services on HIV prevention are accessible to all Tanzanians.
In the implementation of these strategies, various equipments and medical supplies are needed including: reagents which are used to screen people for HIV infection, CD4 counting machines, condoms, drugs for treating Sexually Transmitted Infections and Anti Retro Viral drugs.
i) The use of Capillus reagents in the country
This reagent started to be  used in the country since 1996, as a donation from the Joint United Nations Programme on HIV and AIDS (UNAIDS), for safety of  blood for transfusion. Capillus reagent is one of the reagents in the group of HIV rapid tests, which do not need any additional machines during screening of HIV. These types of reagents give results in not more than 30 minutes. The Capillus reagent needs to be stored at temperatures between 2  to 8 degrees centigrade in order to function properly. UNAIDS made an agreement with the company manufacturing the Capillus tests, so that countries involved could buy directly from the manufacturers at discounted prices without passing through UNAIDS. When the donation from the UNAIDS ceased, Tanzania continued to buy these reagents using its own funds and at the market price.

From 2004,  the Government decided to expand HIV testing services up to the village level. It was therefore necessary to identify  reagents which would not require cold storage. 
This decision was taken because many rural areas lack the capacity to store a large amount of reagents, which are used in HIV control activities. It was decided that, the existing cold storage capacity should be reserved for immunization purposes.
In order to come up with the final decision regarding the type of reagents to be used, evaluation was conducted on some of the reagents that were available. The evaluation involved five types of rapid tests. After the evaluation, three types of tests were selected to be used as the National Algorithm. These tests were: SD Bioline, Determine and Unigold. Algorithm is a procedure of using several reagents, in a special sequence which is determined by each country. The Government announced its intention to start using the new Algorithm on November, 2006.
The use of the new Algorithm needed to be preceded by training of health care workers who will use it. The training was planned to be conducted in the year 2007. In addition, this training was to be implemented in phases to cover the whole country.

In May 2007, the President of the United Republic of Tanzania directed the Ministry of Health and Social Welfare to coordinate the National HIV Testing and Counselling Campaign. In response to the President’s directive, the Ministry of Health and Social Welfare immediately started preparations by developing the plan of action for the campaign. This situation delayed the training of health care workers. Regarding the National HIV Testing and Counselling Campaign the Ministry had set a target of testing about 4.1 million people countrywide.
The preparations which involved several stakeholders, together with other things, aimed at procuring enough reagents for the testing of the said number of people. In this campaign, the targeted number of people was ten times more than the normal number of people tested annually. This situation resulted into an increased number of reagents and other resources needed, ten times more than normal requirements without a campaign.
Since training on the  new Algorithm had not covered the entire country  the  Ministry of Health and Social Welfare was forced to use the Capillus reagent in those areas where the Training had not yet been conducted and where the storage of Capillus was not a problem. 
In that connection, the Ministry of Health and Social Welfare on 12th July 2007 instructed the Medical Stores Department of Tanzania (MSD) to procure 21,896 kits which are equivalent to 2,189,600 tests of Capillus reagents valued at  3,809,904 US Dollars following procurement procedure as stipulated in the Procurement Act. The agreement for procurement was signed on 31st July, 2007, and in order to keep the quality and shelf life of these reagents, it was scheduled to receive the reagents in seven installments during the whole period of the campaign, which ends on 30th April 2008. A total of 2,164 kits, equivalent to 216,400 tests which constituted the last installment, were expected to arrive in the country by January, 2008. However, these reagents are now expected to be received in the country by early April 2008. 
Since August 2007, following procurement agreement of the July 2007, the Ministry of Health and Social Welfare, has never since then procured other reagents of the Capillus type, and after receiving the last installment of Capillus, expected in April 2008 as stated earlier, the Government is not expecting to buy the Capillus reagent using its own funds. The other reagents used during the national campaign for voluntary HIV/AIDS testing, such as SD Bioline, Determine and Unigold, were provided by various development partners.
In areas where the training had already been conducted, the use of the new Algorithm had started and continued to be used during the period of National HIV Testing and Counselling Campaign, 
ii) The CD4 Cells counting machine (Cyflow)

In its efforts to combat the HIV/ AIDS epidemic, the Government strived hard to secure  CD4 counting machines with ability to give accurate test results which will allow HIV/ AIDS patient to start Anti Retro Viral treatment. The patients who are on this treatment are those whose CD4 counts are below 200.
The Cyflow machine is one of the machines used to count the number of CD4 cells in human body  worldwide.

According to existing reports, the World Health Organization has neither   evaluated  this machine  nor concluded any assessment  about the operational efficiency of Cyflow machine, but advises and urges member  countries, to make its own evaluation of the machine, and make decision according to their requirements.
In 2005, Laboratory experts  in Tanzania made an evaluation of  the Cyflow machine and the following findings were discovered: 
· That, for 
levels of CD4 ranging from 200 and above, this machine was proved to have a good capacity of identifying the number of these cells, like other machines.

· That, for levels of CD4 ranging from 200 to 0, the capacity of this machine to identify these cells was 48 percent, compared to other machines.
An interpretation of this finding is that; about half of those patients with CD4 ranging between 0 and 200 would show inaccurate test results. This situation means that these patients would either delay starting treatment or not get treatment at all, something which is dangerous for these patients and contrary to the whole concept of initiating timely care and treatment services   for AIDS  patients.
Based on that evaluation, the Ministry of Health and Social Welfare, decided not to use the Cyflow  machine for patients in the hospitals. This decision was made due to the fact that, most of the patients who attend hospitals for initiation on  antiretroviral treatment , have the CD4 cell count between 0 and 200, and as a result the Cyflow machine cannot make an accurate CD4 count results on these patients with these levels of CD4.
Instead, the Ministry decided to use the FACS Count machine which was also evaluated here in the country and found to have the capacity to identify the CD4 cells accurately  at all levels  of CD4 cells..
However, the Cyflow machine can still be used for research or training purposes. Due to this fact, the Ministry of Health and Social Welfare, will instruct the Board of Health Laboratories to give clarification and guidance on the use of the Cyflow machine in the country on the basis of current scientific information,
3. Findings
HIV testing is one of the key strategies that are being implemented by the Government and other stakeholders in the fight against the HIV and AIDS epidemic. Voluntary HIV testing services have now been rolled out to the rural areas, so that they can be close to the communities. In this process, the Government has the responsibility of ensuring  that, at all levels of the health care system, there are reagents which are capable of giving accurate results at any time, and which can  be used by health workers at all levels of the health care system. Furthermore, there should be storage capacity for reagents at all levels of the health System.
This fact is what guides the Government in its selection of reagents which will be used for voluntary HIV testing services and the CD4 cells counting machines, so that the patients can be enrolled for treatment at the most appropriate time.
The Capillus reagent has all the qualities mentioned above, except that it needs cold storage,  a condition which makes it unsuitable for use in rural areas, where the capacity of storage is minimal and which has been reserved specifically for vaccines.
The existing situation in our country is that most AIDS patients come to hospitals when their CD4 cell count is very low and in some instances, as low as zero. In order to address this situation, a robust machine which can count the CD4 cells at all levels is needed. The performance of the Cyflow machine on patients with CD4 cells count under 200 has proved to be low, being equal to only 48 percent, as compared to other CD4 counting machines. Therefore, the Government’s decision was based on this fact.
4. Conclusion

In view of the clarifications above, its clear that, the Ministry of Health and Social Welfare, has the responsibility of providing  care to patients, ensuring  patients’ safety, as well as  provide quality health services. The Ministry of Health and Social Welfare (MOHSW) would like to assure the general  public that, it will continue to manage and monitor closely, the quality of health services in consultation with medical experts and by being informed  by scientific evidence. Further more, the MOHSW has put in place   procedures to monitor the capacity of drugs, reagents, equipment and other medical supplies, being used in the country. These processes will be done in total openness and will aim to safeguard national  interests
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