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Haiti’s Ongoing Efforts to Halt the Polio and
Measles Outbreaks

After dmost a decade with no confirmed cases and
declining levels of immunization, both polio and meades
returned to Haiti in 2000. To date, there have been 8
confirmed cases of paraytic polio caused by a vaccine-
derived virus while for _
measles there have been -

1,148 confirmed cases. |
Similar epidemics have =¥y

occurred in the Domini- = )l st gl |
can Republic. § R e 1

1

Strategiesfor thecon-
trol of these two diseases
and lessons learned were
major themes of the XV ==
EPI ManagersMeetingfor
Central America, Mexico
and the Caribbean held at
Port au Prince, Haiti on
12-14 August 2001.
Other objectives of the
meeting, which was held
in Haiti for the first time,
examined the quality of
disease surveillance in

R Over 120 immunization health staff participated at the XV EPI Managers Meeting in Haiti.
each of the participating From left to right, Mr. Carlos Canseco, Rotary International; Dr. Ciro de Quadros, PAHO; Dr.

is designed to deliver measles vaccine to every child be-
tween the ages of 6 months and 5 years in Haiti (approxi-
mately 1.5 million children), and oral polio vaccine (OPV)
to al children under the age 10 (approximately 2.9 million
children). It wasinitiated

in mid-September and is

scheduled to end by mid-

‘ November. A previous

4 polio vaccination cam-
paign carried out in May
and June 2001 using the
same methodology rea
ched well over 85% of
the target population.
This level of coverage
was confirmed by con-
ducting 659 coverage
surveys in those areas
where coverage was
thought to be the lowest.
The methodology for the
campaign is based on a
carefully-designed plan
of door-to-door vaccina-
tion that is enhanced by:

countries, reviewed labo- George Alleyne, PAHO; Dr. Henri-Claude Voltaire, Minister of Health, Haiti; Dr. LeaGuido, o jntense supervision in

ratory quality control pro-
cedures, aswell astheepi-
demiological situation of rubella and neonatal tetanus.

Vaccination

A national vaccination campaign based almost exclu-
sively on door-to-door vaccination, and a separate 2-week
vaccination campaign in kindergartens and primary schools,
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thefield;

 the use of two visits to each small geographic sector, the
first for general vaccination, and the second, usually on
the following day, for vaccination of those children
missed during the first visit;

» monitoring of vaccine coverage in a sample of sectorsto
verify an adequate level of vaccine coverage.
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Recommendations on Polio and Measles from the XV Subregional Meeting

Following a review and discussion of recent information on polio and measles, recommendations for
vaccination, monitoring of vaccine coverage, surveillance, and active case search were presented:

 attain avaccination coverage of at least 90% for 3 dosesof OPV; and, for measles, at |east 95% in all areas of each

country;

» implement door-to-door vaccination as the preferred strategy;

» add measles vaccination in the next vaccination campaign for polio in Haiti;

* monitor vaccination coverage in areas where coverage is suspected to be low;

» conduct follow-up vaccination campaigns in areas where coverage is below recommended levels;

e carry out periodic active case search in al areas with poor surveillance, recent cases, or where coverage is

suspected to be low;

» use PAHO investigation methods that include household census, collection of blood specimens and nasopharyn-
geal or throat swabsfor measles, and stool specimensfor polio. When casesareidentified, carry out investigation

within 48 hours;

* include weekly negative reporting from at least 80% of selected health care centers;
» findatleast 1 case per 100,000 persons below age 15 for AFP surveillance;
* include private and public health professional in surveillance network.

Surveillance

Routine reporting of measles and cases of acute flaccid
paralysis (AFP) from all health care facilitiesin the country
is being improved through a collaboration between the
Ministry of Public Health and Population (MSPP) and
PAHO for training of all health care personnd in the use of
new surveillance guidelines. Planning is aso underway
between M SPP and PAHO to identify agroup of key health
careinstitutionsthat will send negative reportsweekly to the
Ministry. Responsible individuals within each center will
be identified and a means of communication with each
person will be established. In addition, PAHO has estab-
lished a U.S. $100 reward for the reporting of each case of
laboratory-confirmed polio, as well as for the reporting of
the first case of laboratory-confirmed measles after comple-
tion of the current vaccination campaign. Finaly, inthe past
month presentations have been made to a number of groups,
including two Haitian medical societies, Peace Corpsvolun-
teers, and the Cuban Medica Brigade, to encourage their
participation in surveillance.

Active case search

Personnel from MSPP and PAHO have conducted ac-
tive case searchesin all mgjor health carefacilitiesin 8 of the
9 departments of the country. These visitswill be continued
until the surveillance system is performing adequately. Ad-
ditional cases of suspected measles and AFP have been
found during these searches, and each of these cases has
been investigated within 48 hours.

MSPP, PAHO, and a task force of collaborating non-
governmental organizations and concerned individuals have
made major commitments to the current national vaccina-
tion campaign and anticipate that this effort will success-
fully end the two epidemics.
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Editorial Note: Over 70 health workers from Haiti’s
nine regions joined participants from 10 countriesin the XV
EPI Managers Meeting for Central America and were able
to discuss the results and lessons learned from the vaccina-
tion strategies used in previous campaigns. The meeting also
provided an opportunity to strengthen the partnership of al
actors involved in the efforts to eradicate measles and to
prevent further circulation of the Sabin-1 vaccine-derived
virus. As seen in Figure 1, great progress has been made.
Continued efforts are needed to successfully complete the
current vaccination campaign, restart the use of negative
reporting in the surveillance system, and continue the active
search of cases at al magor heath facilities. Once the
vaccination campaign is completed, mop-up campaigns
should be conducted in all areas where new cases are
detected by either surveillance or active case search, or
where monitoring reveals inadequate coverage. Concur-
rently, immediate action is needed to enhance Haiti's sys-
tem of routine immunization in all areas of the country.

Figure 1
Evolution of the measles outbreak
Number of confirmed cases, 2000-2001*
Number of cases

Week of rash onset
*Data as of epidemiological week 38 (22 September, 2001)



Analysis of the Performance of Argentina’s National

Poliomyelitis Eradication Program during 1999-2000
Wolff C.%, Hidalgo S.*, Dietz V.2

During thefirst months of 2001, PAHO carried out an
assessment of country risk of failing to detect poliovirus
circulation, based on the performance of national surveil-
lance systems in the last five years and the level of annual
vaccination coverage with oral polio vaccine reached dur-
ingthosesameyears. It wasrecommendedthat all countries
in the Region undertake a similar evaluation of their sur-
veillance systems. Thefollowing analysiswasperformed by
the Ministry of Health of Argentina, covering the years
between 1999-2000 and using thecriteria of OPV coverage
duringthefirst year of lifeand surveillanceindicatorsin 24
jurisdictions.

For the evaluation, the goal of 90% national coveragein
children under 1 year of age was utilized in conjunction with
the following 5 indicators:

* Notification rate of acute flaccid paraysis (AFP) in
children under 15 years of age of 1 per 100,000;

» Caseidentification within 14 days of onset of paralysis:
> 80%;

» Caseinvestigation reported within 48 hours: = 80%;
» Adequate stool samplestaken within 14 days. = 80%;
» Viral isolation in stool samples. 215%.

Of the 6 criteria (one related to vaccination coverage
with three doses of OPV, four related to surveillance and
one to laboratory) utilized in the evaluation, two are of
particular relevance: Vaccination coverage with three doses
of OPV and AFP notification rate among children under the
ageof 15 years.

Table 1 shows the compliance with the criteriain the
different national jurisdictions in a descending order: 66%
Table 1.

Level of compliance of the polio eradication program by
jurisdiction, Argentina 1999 - 2000

(16/24) and 58% (14/24) complied with the vaccination
coverage criteria between the years 1999 and 2000, respec-
tively. A total of five jurisdictions failed to reach the cover-
age criteria during the two-year period of the analysis. In
terms of the notification rate, it was above 1 in 46% (11/24)
of the analyzed jurisdictions during 1999, and 58% (14/24)
in 2000. A total of seven jurisdictions failed to comply with
the established AFP notification goal during the 1999-2000
biennium. With regard to all 6 criteria used in the analysis
(i.e., coverage and 5 surveillance and/or laboratory indica-
tors), no jurisdiction met al the criteriaduring both years. In
fact, only half of the country’s jurisdictions complied with
50% of the criteria during the two years.

Table 2 shows the 24 jurisdictions organized in a de-
scending ranking, based on the level of compliance with the
criteria for vaccination coverage as well as that for the
annual notification rates. Two jurisdictions failed to reach
both criteria.

In summary, PAHO has brought forward a series of
criteria to evaluate the Poliomyelitis Eradication Programs.
Formost, this analysis shows the importance of carrying out
evaluations at the local level. The indicators and coverage
levels when evaluated at the national level were satisfactory
in Argentina. However, the national levels only represent an
average of the country and do not show regiona variations
within the country. These evaluations are valuable to deter-
mine areas at risk, in order to correct possible gaps in
existing levels of vaccination, and to ensure that resources
are alocated towards these areas and efforts towards polio
eradication are optimized.

1 Unit of Epidemiology, Ministry of Health, Argentina
2 PAHO/HVP, Argentina
Table 2.

Compliance level of coverage and notification rate per
jurisdiction, Argentina, 1999 - 2000

2. Notification 3. Case 4. Case 5. Sample 6. Viral
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Measles Case Classification: Frequent Dilemmas in the Field

The interpretation of a positive-IgM test for measlesin countries without known endemic
transmission and vaccine-related rash illnesses

Aswe approach eradication of meades from the Ameri-
cas, epidemiologists will be faced with the interpretation of
apositive IgM laboratory test in a suspected case of measles
in the setting of greatly-reduced disease transmission. In-
deed, national authoritieswill be faced with the dilemma of
how to classify an IgM-positive case when no cases have
been confirmed in their country for numerous weeks or
months. Since no laboratory test is 100% sensitive nor
specific, laboratory false-positives will occur. Furthermore,
the predictive-value positive of a laboratory test decreases
as the prevaence decreases. Thus, we should expect false-
positive laboratory results to occur. In addition, as countries
maintain high levels of vaccination activity, one should
anticipate the notification of recently vaccinated persons
who present with a febrile rash illness. The dilemmain this
situation isto determineif algM-positive result is occurring
because theindividual 1) has anon-measlesrashillnessand
was incidentally vaccinated, 2) has an acute measles infec-
tion and was incidentaly vaccinated, or 3) has a vaccine-
related rash reaction. Here, we discuss the interpretation of
an IgM positive test and revisit the definition of a vaccine-
related rash.

First, unless there is clear evidence to the contrary as
discussed below, all suspected measles cases that are
found I gM-positive should be considered laboratory-con-
firmed cases. However, the finding of isolated meades
cases with little or no secondary transmission does not, in
any way, imply that a resurgence of endemic meades trans-
mission is occurring in a country with no known transmis-
sion. Moreover, in such settings, the finding of isolated
measles cases with little or no secondary transmission, as
hasoccurredin Peru, El Salvador, the United States, Canada,
and Mexico, suggests that surveillance was sufficiently
sensitive to detect the case and that local vaccination cover-
age levels were sufficient to prevent an outbreak.

(&) How should oneinterpret a positive IgM test in an
individual with afebrilerash ilinessin the setting of
no known transmission?

One must assume that it is measles infection until
proven otherwise. Since meades is so highly contagious (it
has been considered by many as the most contagious infec-
tious disease known), the failure to identify the source of
infection or secondary cases, even after a thorough search
for cases, does not imply that it isafalse-positive laboratory
case. It isalways possible that theindividual wasinfected by
a stranger while on a bus, in town, etc. However, in these
exceptional circumstances, the individua can be tested at a
reference laboratory for 1gG anti-measles antibody. The
lack of asignificant risein IgG titers between two properly
spaced specimens is sufficiently strong evidence to con-
clude that the positive-IgM result is a false positive. How-
ever, even if tests for IgG antibody levels suggest that a
recent meades infection has not occurred for surveillance
purposes, an interpretation of afalse positive IgM is accept-
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able only if athorough active search failed to identify other
cases and local coverage (verified by house-to-house moni-
toring) issufficiently high, i.e., a least 95%.

(b) Howdoweinterpret apositivelgM testinarecently
vaccinated individual with afebrilerash illness?

In this situation it is not possible to determine if the
positive IgM is from the vaccination or from a recent
meadles infection. The case should not be dismissed as
vaccine-related based solely on the history of recent vacci-
nation. A thorough case investigation and active search for
other cases in health facilities and in the community is
warranted as well as a detailed evaluation of coverage. As
stated above, the positive-1gM laboratory result could repre-
sent either aresponseto avaccinationin anindividua with a
non-meades infection, or in an individua with a vaccine-
related rash. However, it could also have nothing to do with
theindividual’ s recent vaccination but represent atrue acute
meadles infection (i.e., the vaccination was given during the
period of incubation and did not prevent an infection). One
could test for rubellalgM antibodies, and if positive, the (+)
IgM results for rubella and measles could represent a re-
sponse to a recent MMR or MR vaccination. However,
unless the case meets the criteria stated bel ow for avaccine-
related case, in amost all situations the case must be con-
firmed.

(c) In what circumstance can we classify a recently
vaccinated suspected measles case as a vaccine-re-
lated rash?

Onewill not be ableto conclusively determineif itis
vaccine-related, but based onthe principlesdescribed above,
and for surveillance purposes, a case can be discarded and
classified as a vaccine-related rash if it meets ALL of the
following criteria

1. Has arash illness, with or without fever, but does not
have cough or other respiratory symptoms related to the
rash, and

2. Rash onset began 7-14 days after vaccination with a
measl es-containing vaccine, and

3. Serum sample, taken between 8 and 56 days after vacci-
nation, is positive for meades, and

4. Thorough field investigation did not identify the index
case or any secondary cases, and

5. Field and laboratory investigation failed to identify other
causes (including the failure to identify wild measles
virusin culture).

Editorial Note: The definition of what constitutes a
vaccine-related rash was discussed during the X1V Meeting
of the PAHO Technical Advisory Group on Vaccine Pre-
ventable Diseases (TAG) in Foz de Iguazu, October 2-5,
2000 (Thefinal report can befound at: http://www.paho.org;
Search: TAG). In addition, afield was created in the MESS
database under “Final Diagnosis’ for countries to code




whether a case's rash and laboratory result were vaccine-
related. According to the MESS database in the Regional
office, as of week 37 of 2001, 8 countries have reported 27
cases that have been discarded as vaccine-related. Evalua-
tion of these 27 cases revealsthat 3 were <1 year of age, 22
were 1-year of age, and 2 were 2-years of age. All had a
history of vaccination. However, to be classified as vaccine-
related, the interval between vaccination and the onset of the
rash must be 7-14 days. Studies suggest that, in general, an
interval less or greater than this may not be consistent with a
reaction to vaccination. Of the 27 vaccine-related cases in
the database, only 13 had intervals of 7-14 days. Four cases
haveintervals of <7 days and 10 cases haveintervals of >14
days. The four cases with intervals <7 days were from
different countries and none had ahistory of al 3 respiratory
symptoms of measles (i.e., cough, coryza and conjunctivi-
tis). However, 3 of the 4 had at least one of the 3 respiratory
symptoms. The 10 cases with an interva of >14 days were
reported from 7 countries and there was no clustering of

cases in any country. Five of the 10 had at least one
respiratory symptom and of these, 2 had two symptoms and
one case, with onset of rash 18 days after vaccination,
reportedly had conjunctivitis, cough and coryza.

This preliminary analysis suggeststhat not all countries
have implemented the case definition for what congtitutes a
vaccine-related rash as discussed during the recent TAG
meeting. Countries should ensure that cases meet the above
criteriaprior to classifying it as avaccine-related rash case.
In addition, countries should take this opportunity to review
their “vaccine-related” cases and determine whether they
truly are consistent with a vaccine reaction. It is acknowl-
edged that by using the criteria described above, a few
false-positivesor vaccine-related IgM-positiverashillnesses
will be confirmed as wild measles cases. In the current
phase of the eradication process, this is an acceptable
compromise to ensure the highest sensitivity in measles
surveillance.

Strengthening Laboratory Diagnosis for Poliomyelitis
in the Americas

A meeting of the Poliomyelitis Laboratory Network of
the Americas was held August 7-8, 2001, in Rio de Janeiro,
Brazil. The meeting sought to strengthen the participation of
laboratories that are part of the network in polio epidemio-
logical surveillance. A timely laboratory diagnosisiscritical
to support ongoing efforts towards polio eradication world-
wide, aswell as for maintaining the Americas polio free.

Working sessions included the review of indicators that
monitor the proportion of viral isolatesobtained from samples,
accreditation procedures, communication and feedback
mechanisms with countries and epidemiologists, standard-
ization of techniques and containment plans for wild polio-
virus and material that can be potentially infectious in the
countries of the Americas. There was al so discussion of the
implications that the recent vaccine-derived polio outbreak
in Haiti and the Dominican Republic may have on the work
of laboratories.

What follows are selected conclusions and recommen-
dations of the meeting which will have an immediate impact
on the work of laboratories, as well as on the work of
epidemiologistswho are directly involved in the polio eradi-
cation efforts and in the surveillance of acute flaccid paraly-
sis(AFP):

* All communication towards and from laboratories re-
lated to samples of AFP cases should be accompanied by
an EPI number (identification number of specimenswhich
includes country-year-case number; example: COL-00-
015/case No. 15 of Colombia of the year 2000). Labora-
tories should acknowledge the receipt of samples to
countries. Country epidemiologists should make the nec-
essary follow-up of these samplesto confirm their arrival
at the laboratories and to obtain laboratory results.

* PAHO reiterates that it is not recommended to take
samples from contacts of AFP cases. This recommenda-

tion is reiterated to prevent the unnecessary work over-
load at 1aboratories. Laboratories of the Network will not
process samples from contacts on a routine basis. This
will only be done following an explicit request from
epidemiol ogists.

» Virologists will be responsible for identifying those
specimens that have remained at the laboratories for
over six weeks without results; as well as for those
specimens that have pending intra typic differentiation
for over four weeks. All discrepancies between the
information appearing in the Polio Surveillance Bulle-
tin, published weekly by PAHO, and that of national
laboratories should be communicated by virologists to
the assigned epidemiologists, with a copy to PAHO/
Washington.

» ThePolio Surveillance Bulletin will changethe columns
in Table 1, to reflect the samples that are pending results
at laboratories for over 6 or under 6 weeks (currently it
appears as pending results for over or under 10 weeks).

e All samples sent to the Laboratory Network should
always be accompanied by the following basic informa-
tion: EPI number, name of the case, age, date the sample
was taken; date sample was sent, date of onset of paraly-
sis, number of OPV dosesreceived, and date of last OPV
dose.

» Laboratories need to comply with the following three
conditions in order to obtain annual accreditation: a)
complete and comply with the list of requirements that
monitor laboratory conditions; b) pass the proficiency
test; and c) comply with the indicators that monitor the
proportion of viral isolates obtained from samples.

For a copy of the complete report, please contact the Division of
Vaccines and |mmunization at PAHO in Washington D.C.



The Importance of Cleaning Up Data

Thefollowing articleisthefirst in a series on the topic
of dataqualityto bepublished bythe EPI Newsletter. Inthis
issuediscussionwill center onthedata publishedin PAHO' s
weekly Measles Bulletin to aid health workers and health
authorities at the country level make policy decisions and
take action. Data appearing in the Bulletin originate from
the Measl esEradication Surveillance System (MESS) data-
base devel oped by PAHO in 1996, to support the collection
of standardized case information that show the state of
Measles Eradication in the Americas and an up-to-date
evaluation of measles surveillance
as measured by surveillance and g’;&ﬂ%

PAN AMERICAN HEALTH ORGANIZATION
PAN AMERICAN SANITARY BUREAU REGIONAL OFFICE OF THE
WORLD HEALTH ORGANIZATION

“2000" will not be taken into account for the bulletin even
though it was reported in 2001 and has a year 2001 Case
Number assigned to it.

This analysis demonstrates the importance of reviewing
the information before it is sent to Washington. Human
errors while entering data can occur. In fact organizations
often require double entry for all data, to minimize human
error. Whilethetask of double entry is not recommended, all
countries should review their database on a weekly basis to

A simple way to do thisisto

laboratory indicators. k“?__r__

Vol. 7 No. B

A frequent question received

Division of Vaccines and Immunization
Expanded Program on Immunization
Measles Surveillance in the Americas

avoid case duplications, among

other potential errors.
Weekly Bulletin for the Week

ending 29 September 2001

print summary caselistings. From

a PAHO's Headquarters offices
has to do with the discrepancy be-
tween data published in PAHO's
weekly Measles Bulletin and those
held by countries. This discrepancy
can be attributed to various factors
and has been an issue of discussion
on severa occasions.
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Classific ation of Susp ected Measles & Rubella Cases for the Period bet ween Weeks 01 to 39, 2001

the Reports menu in MESS, se-
lect Cases, then Lists and finally
Case Summary Listing; at Order,
click By Case Number and then
Print. This will produce a case
listing ordered by Case Number,
which will help you identify er-
rors. Also, print aCase Summary
Listingasbeforebut at Order click
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In one country, the same case had
been entered three times. The number of duplications per
country ranged from 1 (3 countries) to 13 (one country). Itis
important to understand that duplications, or double entry,
distort the information contained in the regional database,
which are used for critical programmatic decisions.

Next, a review was performed of Case Numbers
(CASE_ID fiddin the database) and its relation to the onset
date of the case's eruption. Six of the 16 countries under
review showed codes that were written incorrectly. There-
fore, these cases could easily be overlooked for updates and
possibly result in multiple entries. For example, a country
had a case with Case Number “110-2001" instead of “01-
0110.” Another country had a case with Case Number “0-
968" instead of “01-968." Yet another country had three
cases showing Case Numbers for the year 2001, namely
“O1-##H#H" , but with dates of onset of rashintheyear 2000. It
is important to highlight that the Measles Bulletin uses the
date of onset of rash as the primary selection criteria for all
reports. Therefore, a case with the date of onset coded as
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Another important data cleaning step involves the use
of the Filter function. From the Data M enu, select the Cases
option. Clear all default values and enter 01 in the Onset
Week field then click on Filter. Thiswill list al cases with
onset in the year 2001. One can then click on the different
column headers and the list of cases will be sorted on that
field alowing you to quickly identify mistakes. Repeat these
steps but with onset in year 2000 to determine if there are
any cases il classified as suspected or that mistakenly
have ayear 2001 code in their Case Number. Also look for
cases Reported in 2001 that have no date of Onset. Please
keep in mind that the Date of Onset of Rash is the key to
placing casesin atime frame, not the Case Number.

The information in the Bulletin represents the informa-
tion received in Washington. Ultimately, countries are re-
sponsible for the quality and precision of the information.

The Measles Bulletin can be obtained at http://www.paho.org
Search Measles Bulletin.



Coverage Rates: DPT-3, OPV-3, Measles, BCG
Region of the Americas, 1999 and 2000 (Revised)

Region/Country DPT OoPV Measles BCG
1999 2000 1999 2000 1999 2000 1999 2000
Anguilla 96 92 99 94 99 99 99 99
Antigua & Barbuda 99 95 99 96 99 90 n/a n/a
Argentina 88 80 91 85 97 91 99 99
Bahamas 82 99 82 91 86 93 n/a n/a
Barbados 87 94 86 86 86 94 n/a n/a
Belize 87 89 84 89 82 96 96 95
Bermuda 58 30* 58 30* n/a n/a
Bolivia 87 89 89 89 99 99 95 95
Brazil 94 98 98 99 98 99 99 99
British Virgin Islands 90 99 92 99 92 99 99 99
Canada n/a n/a
Cayman Islands 94 93 94 92 90 89 92 90
Chile 94 97 95 89 95 97 94 99
Colombia 73 74 75 78 76 75 79 86
Costa Rica 86 88 84 79 89 84 89 92
Cuba 94 99 96 99 99 96 99 99
Dominica 99 99 99 99 99 99 99 99
Dominican Republic 83 78 84 67 94 88 90 90
Ecuador 80 89 70 83 99 89 99 99
El Salvador 94 99 93 98 75 97 72 99
Grenada 88 97 87 97 94 92 n/a n/a
Guatemala 86 95 86 94 93 98 91 97
Guyana 83 88 83 78 87 86 91 93
Haiti 59 59 58 58 85 80 58 57
Honduras 95 88 95 90 98 99 93 99
Jamaica 84 86 84 86 82 88 89 94
Mexico 96 89 96 89 94 96 99 99
Monserrat 99 85 99 85 99 99 99 99
Nicaragua 83 89 93 94 97 99 99 99
Panama 92 98 96 99 73 97 99 99
Paraguay 77 80 74 73 70 92 87 79
Peru 99 98 96 93 92 97 97 93
St. Kitts & Nevis 99 99 99 99 99 99 99 99
St. Lucia 89 70 89 70 95 89 99 91
St. Vincent & Grenadines 95 99 99 99 87 96 99 99
Suriname 85 84 85 n/a n/a
Trinidad & Tobago 90 90 90 90 88 90 n/a n/a
Turks & Caicos 83 99 89 99 94 99 99 99
Uruguay 93 88 93 88 92 90 99 99
Venezuela 79 77 82 86 79 84 96 99

*

n/a Data not applicable

Dataincomplete

Data not available



First International Course on Regulations for Biological and
Biotechnological Products

Thefirst international course on regulationsfor biologi-
cal and biotechnological productswas held from 7 May to 1
June 2001, at the Ingtituto Nacional de Higiene Rafael
Rangdl in Caracas, Venezuela. Its objective was to update
and standardize the criteria for evaluation and regulation of
biologica and biotechnological products in the Region.
Sponsors included the Organization of the American States
(OAS), the Program for Fellowships from the Office of
Planning and Development, and the Ministry of Foreign
Affairesin Venezuela, and the Pan American Health Orga
nization.

The course was divided into modules and workshops,
which aimed to cover the six basic functions related to the
regulation of biological and biotechnological products, in
accordance with recommendationsissued by the Pan Ameri-
can Health Organization and the World Health Organiza-
tion:

Modulel:  Philosophical, legal and technical aspects of
the regulation of biological and biotechno-
logical products.

Module Il:  Regulatory issues of vaccines.

Modulelll:  Regulatory issues of Blood Products.

Module IV: Regulatory issues of Recombinant Products.

Workshop I: Good Manufacturing Practices in the
production of Biological Products.

Workshop I1: Clinical Studies of Biological Products.

Workshop I11: Lot Release of Biological Products.

Participants had the opportunity to acquire the philo-
sophical, legal, and technica knowledge that will alow
them to handle the literature related to the production,
quality control, management, use, and regulation of biologi-
cal and biotechnological products, such as vaccines, blood
derivatives of human and animal origins, and those obtained
through genetic manipulation. They took part in practical
exercisesrelated to quality control and evaluation of licens-

ing documents, summary protocols for production and con-
trol, and certificates of lot release.

There were 14 international professors coming from
various organizations, such as the Pan American Hedlth
Organization, the World Health Organization, the Food and
Drug Administration of the United States (FDA), the Euro-
pean Economic Community, the Center for Genetic Engi-
neering and Biotechnology of Cuba and from the industry
representing the areas of biological and biotechnologica
product. Fifty national professionals from regulatory, aca-
demic, legal, clinical areas, along with the pharmaceutical
industry participated in the preparation and conduction of
the workshaop.

The areas of responsibilities of national and interna-
tional participants included licensing and control of biologi-
cal and biotechnological products, purchasing processes,
distribution and use of biological and biotechnological prod-
ucts and academia. The 12 international participants came
from Cuba, El Salvador, Bolivia, Paraguay, Panama, Nicara-
gua, Costa Rica, Brazil, Ecuador, and Guatemala and close
to atotal of 200 people participated at the various section of
the course.

All efforts and resources placed in order to achieve and
maintain high immunization coverages to control and €limi-
nate diseases can be jeopardized by the use of vaccines that
are no potent or even of low potency.The Division of
Vaccines and Immunization has been working on ensuring
the quality of the vaccines used in the immunization pro-
grams. The objective of this workshop fits within the
genera frame of activities being promoted at the regional
level to train personnel from the NRA on licensing, lot
release, GMP inspections and post-marketing surveillance,
as well as update them with new technologies and products
being developed.
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