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REGULATORY & MARKETPLACE

A Challenge to be Addressed:  
The “Institutional Amnesia” 

As companies move ahead, with both internal R&D as 
well as external development, “institutional amnesia” 
is a trait which must be consciously addressed. 
As companies grow and globalise, the impact of 
amnesia increases as well. Process improvement 
does not always mean change. Sometimes it means 
going back to process that yields results.

One of the most valuable, and difficult to quantify, 
assets is “institutional memory.” This is true of virtually any 
industry as well as with regulatory bodies. Animal health 
is no exception with both companies and the regulatory 
bodies overseeing the industry relying, in no small part, 
on this knowledge. While institutional knowledge affects 
all parts of a business, from knowing one’s customers to 
the art that accompanies the science of manufacturing 
commercial product, it is the development and approval 
process that this article will address.

Within a regulatory body, “institutional knowledge” 
is often referenced as precedence. While subject to 
changes in regulations and advances in science, prior 
decisions have an influence on whether a product will 
be approvable and the pathway to such an approval. In 
fact, with novel products, it may benefit the company to 
choose a regulatory path that sets the standard for future 
approvals as the model by which a product is approved. 
Products coming to the market as competitors may likely 
have to meet a similar requirement, which may prove 
more protective to the asset than patents or other forms of 
intellectual property and know-how.

From a business perspective, it is important to know 
which agencies will govern an application. There can be 
vast differences between biologicals and pharmaceuticals 
within a country, not to mention between countries. 
With increased globalisation of both companies and 
opportunities, submissions are being made less on 
a sequential country-by-country basis but rather 
simultaneously across critical territories. This requires 
appreciation of the various similarities and important 
distinctions to enable an efficient development plan to 
be executed. Failure to take into account these issues 
can result in excessive costs from additional or duplicate 
studies, delayed approvals, or labels that do not fully 
capture the commercial prospects. Understanding and 
implementing a strategy to take advantage of existing 
synergies and planning for addressing the dissimilarities is 
a critically important trait that often presents itself in the 
form of experience beyond that found from a “reading” of 
the applicable regulations – in other words, institutional 
memory.

With institutional memory being a critically valuable 
asset, then “institutional amnesia” can be an equally 
serious challenge. As companies merge and grow, it 
is not uncommon for long-time employees to take 
advantage of early retirement or fail to find a fit in the new 
organisation. With their physical exit comes a departure of 
developmental know-how as well. This can be especially 

challenging as companies find themselves participating 
in new therapeutic categories, species, or territories. A 
historically strong company in vaccines may suddenly 
find itself a global leader in pharmaceuticals, or vice versa. 
Strength in the United States may abruptly be balanced by 
an equally important presence in Europe, for example. And, 
while there is great effort to rationalise and align product 
lines and R&D pipelines, the know-how to do so may be lost.  

The execution of a timely and financially efficient 
development plan is dependent on two general areas – 
why and how. Knowing why a project is important to an 
organisation and how it fits into the overall strategy of the 
company plan is essential to achieving company goals. 
Failure to do so risks having commitment to individual 
projects take precedence over the true task at hand, 
which is a pipeline that results in meeting organisational 
expectations. And, while “why” is valuable, knowing how 
is equally essential. And “how” generally comes from 
experience – both successes and failures. Experience that 
is unique to animal health.

Interaction with Regulatory Bodies
Animal health is a highly regulated industry, with a 
variety of agencies having jurisdiction. And while the 
regulations of those agencies are written in black and 
white, the interpretation is far less clear-cut. This is further 
complicated by the advancement of science at a rate 
that outpaces the ability of regulations (and regulators for 
that matter) to keep up. Therefore, early interaction with 
regulators to position development of an asset cannot be 
underestimated. Using the precedence of prior regulatory 
decisions, some which are not so obviously linked, can be a 
powerful tool in gaining favourable treatment regarding the 
process which will govern approval. Being knowledgeable 
of precedence is a tool which cannot be found in any 
document but can be used to gain agreement on a plan 
which is likely to result in approval.  

Regulatory bodies also have a language of their own. 
Crafting documents which comply with the preferred 
format and use appropriate terminology are moved along 
more quickly than those which fail to do so. For example, 
submission of a development plan set up in a manner 
customary for the Food and Drug Administration Center 
for Veterinary Medicine (FDA CVM) is likely to be rejected 
if submitted to the United States Department of Agriculture 
Center for Veterinary Biologics (USDA CVB). Or perhaps 
worse, it may result in establishing requirements which 
would make the development much more expensive and 
longer to achieve approval, or cause a product to fail to 
achieve approval after resources of time and money 
have been expended. Additionally, construction of a 
development plan impacts the commercial claims and 
the conditions under which a product is manufactured, so 
an inappropriate approval could result in excessive cost of 
goods or a label that is less than ideal. And this is between 
agencies in the same country!

Manufacturing
Current Good Manufacturing Practices (cGMP) are the 
same the world around. However, the practices are subject 
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to local interpretation, which creates some interesting 
challenges to a development plan. Does a company 
simply build to the most stringent requirements based on 
the commercialisation plans? Or does a company license 
manufacturing in different territories in order to be in a 
cost competitive position? Or is there a hybrid approach 
with split manufacturing to enable both cost-effectiveness 
along with compliance with regulations which interpret 
cGMP differently.  

There is even more variation in vaccines. The USDA 
CVB follows a guideline which does not rely on cGMP but 
on a process that utilises an outline of production and 
finished product testing in order to approve and release 
products. While USDA CVB inspects facilities, there is also 
a licensing process whereby the site is granted a facility 
licence. Any vaccine sold in the United States must either 
be manufactured in a licensed facility or, if manufactured 
outside the United States, be imported under a permittee 
strategy that is best performed by a company whose 
facilities are USDA CVB licensed. And the facilities differ 
from those producing pharmaceuticals with the knowledge 
of this highly impacting the cost of both facilities and 
products.

Sourcing material from sources which have been 
successfully inspected or which, based on an audit, are 
capable of having a favourable inspection, is another area 
where experience can be invaluable. Having an active 
pharmaceutical ingredient (API) with an acceptable 
drug master file (DMF) can save companies years in 
development time along with the associated expense. 
Then there are the questions about which pharmacopeia 
are acceptable and if concerns exist over any genetic 
manipulations of ingredients. Knowing that issues have 
been raised, for example, as to whether a flavouring has 
been sourced from a genetically modified crop (or proving 
that it has not) can help to streamline the approval process.

Animal Studies
Perhaps no component of a development plan is as 
heavily influenced by institutional memory, or as negatively 
affected by institutional amnesia, as is the conduct of 
animal studies. The design of animal studies is the critical 
determinant to a successful development plan. Setting the 
appropriate outcomes and getting agreement from the 
regulatory authorities defines the likelihood of successfully 
satisfying safety and efficacy requirements and, ultimately, 
the approved label. This process is dependent upon 
skillful negotiation based on an understanding of prior 
decisions regarding case definition and the measurements 
acceptable for submission. Knowing when and how hard 
to push to achieve the desired outcome further ensures 
success of the plan and the product.

The actual conduct of animal studies can also be an 
art form. Much of this work is conducted through a network 
of contract service providers including, among others, the 
actual animal sites, laboratories for performance of reagent 
development and assay performance, and data collection 
entities. The coordination of these in a manner which 
promises to deliver the best outcome is a skill honed over 
time. Collection and reporting of data in a format desired 
by the regulatory reviewers is most likely to minimise the 
possibilities of incomplete letters and get the product on 
the market as soon as possible.

Coordination
While the various subject matters in product development 
benefit from institutional memory, the coordination of these, 

in itself, profits as well. The knowledge of how to coordinate 
the moving pieces in such a manner as to best utilise the 
available human and financial resources can augment 
development of the pipeline. The intersection of “how” and 
“why” certainly resides at this level in the organisation.  

Harmonisation of vaccines, pharmaceuticals, species, 
and territories in order to meet company performance 
criteria is a key driver to company success. Experience 
across the various disciplines, including discernment in 
areas in which direct knowledge is lacking, is irreplaceable.




