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Development of aquahealth medicines 
for the ‘blue revolution’
Aquaculture is the fastest growing food production sector in the world. According to the Food 
and Agriculture Organization, the total value of world aquaculture production in 2010 was $120 
billion. This was up from $101 billion in 2008. Senior reporter Joseph Harvey spoke to Richard 
Hunter, a senior scientific consultant at the contract research organization Triveritas on the 
specific toolkit needed to develop medicines for use in aquaculture

The expression ‘blue 
revolution’ refers to 
the global growth of 
aquaculture as an 
increasingly important 
source of food. 

Despite being an age-old 
practice across the world, 
recent decades have seen 
levels of aquaculture 
production surge.

The industry has grown 
at a rate of more than 
8% each year since 
1970. In 2010, the global 
production of farmed fish 
was around 60 million 
tonnes. 

This total grew to 
approximately 64 million 
tonnes in 2011. This 
growth rate highlights the 
need for safe and effective 
medicines and feed for 
maintaining this high 
quality source of protein 
for a growing world 
population.

“Aquahealth product 
development is 
challenging and unique,” 
explained Mr Hunter. 

“It requires specialist 
knowledge of the industry 
to ensure that products 
targeted at this ‘niche 
market’ avoid  
the many technical and 
regulatory pitfalls.”

It is crucial companies 

understand the various 
types of data needed when 
applying for a product 
approval to avoid delays 
at the regulatory review 
stage. 

“It is quite likely 
companies have been 
faced with requests for 
additional regional or 
country-specific data from  
both regulators and ‘local 

interested parties’ such as 
shellfish fisherman,” he 
advised.

According to Mr Hunter, 
one particularly difficult 
aspect of the regulatory 
hurdles faced by 
developers of aquahealth 

pharmaceutical 
products is that of 
environmental safety. The 
regulatory guidelines on 
environmental impact 
assessment can result in  
very demanding data 
requirements for many 
aquahealth products.

Mr Hunter explained, 
not only are the obstacles 
concerning environmental 

safety complex but they 
are continuing to increase. 
“The size and complexity 
of the environmental 
safety package is 
what can differentiate 
aquaculture from other 
areas of animal health 
product development. 

Experts in this field 
need to have a working 
knowledge of the VICH 
GL 38 (Ecotoxicity Phase 
II guideline) and the 
specific requirements for 
aquahealth medicines. 
Collaboration with 
specialist partners in 
this unique area is 
necessary to ensure 
that the rigorous 
data requirements for 
environmental safety are 
met.”

The Ecotoxicity Phase II 
guideline was published 
in October 2004 for 
implementation in 
October 2005. It states 
all veterinary medicinal 
products for use in 
aquaculture need to 
be assessed for any 
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environmental impact 
they may have. The GL 
38 guideline highlights 
the tests needed for 
veterinary medicine 
products (VMPs) that 
require a Phase II 
assessment.

“Environmental safety 
data from a host of 
studies needs to be 
produced,” said Mr 
Hunter. 

“Different countries 
commonly insist on data 
involving regional or 
country-specific species. 
Additionally, requests 
from local interested 
parties (e.g. shrimp/
lobster fishermen) may 
lead to the need for 
further testing, while 
environmental monitoring 
may be required even 
after the veterinary 
pharmaceutical product 
has been approved. 

Complex environmental 
monitoring studies, 
including sentinel 
monitoring, dispersion 
modelling and 
bioaccumulation studies, 

are frequently required.” 
Many aquahealth 
VMPs will be required 
to perform a Phase II 
Environmental Risk 
Assessment (ERA) in 
accordance with VICH GL 
38. 

A comprehensive data set 
is required for completing 
a Phase II ERA, including 
a series of aquatic 
ecotoxicity studies for 
various marine species 
and invertebrates.

In the US, the Food and 
Drug Administration 
(FDA) is particularly keen 
to improve the regulatory 
knowledge of aquaculture 
producers. 

The FDA recently 
partnered with the 
Joint Institute for Food 
Safety and Applied 
Nutrition (JIFSAN) at the 
University of Maryland 
to offer online training to 
help foreign aquaculture 
producers comply 
with FDA regulations 
for importing seafood 
(Animal Pharm, February 
18).

According to the FDA, the  
US imports around 90% of  
its seafood. The regulatory 
body said it receives 
numerous inquiries every 
year from importers and 
producers of seafood, 
particularly about  
the chemicals or drugs 
they are using or would 
like to use. 

The FDA hopes the new 
training module will 
clarify how it regulates 
drugs for aquaculture and 
provide information to 
help identify what drugs 
may be used  
and how they should 
be used to prevent 
unacceptable residues.

Mr Hunter said: 
“Triveritas holds 
a unique position 
amongst CROs, as it is 
a provider of product 
development expertise 
in this niche sector. The 
Triveritas development 
and regulatory affairs 
teams have aquaculture 
experts including 
managing director Julian 
Braidwood, US regulatory 

affairs director Dave 
Petrick and myself. 

“Along with several of our 
clinical study monitors, 
we have many years 
experience of developing 
aquahealth products for 
salmonids, warm water 
marine species and 
ornamental fish species 
within Triveritas and 
with previous employers.”

Triveritas has 
worked on a range of 
pharmaceuticals and 
vaccines for salmonids, 
including major sea 
lice treatments. The 
company has also secured 
marketing authorizations 
in the major geographies, 
after having worked 
closely with the 
regulatory agencies in 
Europe, North America, 
South America and Japan. 

Mr Hunter pointed 
out the company’s 
experience stretches to 
the significant salmonid 
markets of Norway, 
Scotland, Chile, Ireland,  
Faroe Islands, Canada 
and the US. l

Richard Hunter is senior scientific consultant at Triveritas. 
He qualified in agriculture before entering the veterinary 
pharmaceutical industry in the late 1980s and worked for 
three veterinary pharmaceutical companies in the field of 
product development. Here he held the positions of study 
director, development manager and international project 
leader.

Mr Hunter will be speaking at the Informa Veterinary 
R&D Conference. The title of his presentation is ‘Factors 
Influencing the Availability of Veterinary Medicines for 
Finfish’. The event will take place on May 15-16 2013 in 
London. For more details email: naomi.brooker@informa.
com


