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A case in point
In September 2013, a hospital in Paraguay admitted 
44 children in quick succession. All of them had 
difficulty breathing – six were so badly affected that 
they were taken to intensive care. Hospital staff could 
not immediately identify the cause of the outbreak; 
they feared some unrecognized disease. National 
authorities began to investigate straight away. 
They found that the condition always started with 
symptoms of the common cold, which parents had 
treated with locally-made cough medicines.

The national medicine regulator alerted the World 
Health Organization (WHO), and the information 
was passed on to the WHO Substandard and Falsified 
Medical Products Group in Geneva. The story was 
worryingly familiar to that team who had seen a 
similar case in a completely different part of the 
world: Pakistan.

In that earlier case, 60 adults in two cities in Pakistan 
had died after consuming large quantities of cough 
syrup as part of their drug addiction. The Government 
of Pakistan had acted quickly to suspend production 
of the medicine by two local manufacturers 
(Fig. 1). Both manufacturers had recently changed 
their source of active pharmaceutical ingredient to 
a cheaper one. The authorities in Pakistan recalled 
the remaining stock and the active ingredient, 
dextromethorphan, which had been imported from 
India. Indian authorities were notified and they 
suspended production until the cause of the problem 
was established. But initial laboratory test results 
were confusing. The medicines appeared to contain 
the correct amount of dextromethorphan; there was 
no clear indication of why patients taking it had died.

Authorities in Pakistan requested WHO to help to 
investigate further. Tests in laboratories overseas 
revealed that, together with the advertised ingredients, 
the cough syrup contained levomethorphan, a more 
powerful drug with the same molecular formula as 
dextromethorphan, but a different chemical structure. 
Ironically, the investigation was slowed down by 
laws designed to keep us safe: levomethorphan is 
about five times stronger than morphine and its sale 
is tightly regulated, so very few laboratories have 
reference samples that can be used for comparison to 
suspect products and movement of those samples is 
strictly controlled.

Ten months later, Paraguay seemed to be facing a 
similar crisis. Although the cough medicines were 
made by different companies some 15 300 kilometres 
and two continents apart, WHO immediately knew 
where to start looking. They also knew that unless 
they acted quickly, patients could die.

Paraguayan investigators went to the factory where 
they found import records for the dextromethorphan 
in the cough medicines the sick children had taken. 
A quick check against the WHO substandard and 
falsified medical products database showed that it 
came from the same Indian manufacturer that had 
supplied the factory in Pakistan; indeed, it had the 
same batch number. Within days of reporting their 
concerns, doctors in Paraguay were able to treat their 
patients with an antidote to levomethorphan and, 
because of this quick action, the patients survived.

WHO provided support to investigate the incident 
more thoroughly, and issued a second alert listing 
the batch numbers of all the dextromethorphan that 
might have been contaminated. It had been exported 
to several countries in Europe, north Africa, the Middle 
East and Latin America. Companies in both Colombia 
and Peru had already used the contaminated chemical 
to make cough medicines. However, they were alerted 
to the danger before any of their products reached 
patients, and were able to recall them, averting 
potential hospitalizations and deaths. However, the 
batches that reached the Middle East were never 
traced.

This case highlights a stark reality: global supply 
chains require a global system that can quickly alert 
people worldwide to the danger posed by substandard 
and falsified medical products. More than that, it 
highlights the urgency of the task: the consequences 
of failure can be fatal.

Fig. 1: 		 Bottles of cough syrup containing 	
		levomethorphan   that caused 	
		deaths   in Pakistan 2012-13
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