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Q
In New Jersey, where a
commercial site has known or
suspected contamination, is it
always necessary to test indoor
air quality?

A No. Developers in New Jersey
are resigned to the fact that
development in this region will

frequently require careful maneuvering
through the State’s maze of environmental
regulations. New Jersey has some of
the most strict cleanup standards in the
nation. From the State’s perspective, vapor
intrusion has been pushed to the forefront
of remediation checklists. Nonetheless, an
approach has been developed to address
indoor air sampling that impacts both
practical and scientific viewpoints. From
a scientific perspective, the State seeks to
minimize or eliminate “potential exposure
pathways” which may flow from existing
contamination, e.g., groundwater or soil
contamination. The State requires a phased
analysis to assess the vapor intrusion risk,
including (1) identification of the particular
contaminants involved (2) a determination
of whether “rapid action” is likely to be
required and (3) a comparison of generic
screening levels to existing contamination.

From a practical standpoint, significant
increased operational costs may or may not
ensue, depending on the results of the vapor
intrusion assessment and compliance with
the State’s guidance criteria. Accordingly,
at the outset of any development project,
consideration should be given to the
potential costs and liabilities attendant to
indoor air quality concerns.
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p
harmaceutical companies are paid for drugs before medical outcomes
are completely understood within the final patient population and
without consideration as to whether the product is successful in having
an impact on the long term quality of patient care. Historically, there
has been little incentive for companies to reduce the size of the market
for their products by cutting out those patients in whom these products

provide marginal benefits, even if there is a risk that some of those patients may
experience less than positive outcomes and in some cases severe side effects.

However, the health system is rapidly changing and this situation is unsustainable.
There is growing support for payments based on results in the individual patient,
and the cost benefit of treatments being recognized at a societal level. The industry
will migrate away from its current focus on supplying more quantity to providing the
patient with a “solution” whether it is a cure or alleviation of symptoms. Personalized
care based on patient stratification will enable the identification of the individuals that
will best respond to a treatment. However, equally importantly, the removal of the non-
responder will enable clinical evaluation to be faster with appropriately powered, and
proportionately cheaper, trials.

This revolution is being driven by developments in technology, commercial models,
industry culture and a changing regulatory environment. For example, new rules
from the FDA are requiring continuous monitoring even after market introduction.
Regulators want improved safety, payers want reduced costs and other participants,
from Google and Microsoft to manufacturers of performance cars, are looking to
extract new revenues from healthcare. Reports of high profile drug and treatment
failures continue to be common place and these in many cases can go years without
detection.

Commercial models are evolving that are contingent on payment for results. Diabetes
management, for example, will not be reimbursed based on supply of syringes, needles,
blood glucose meters and insulin. In the future, a service provider could be reimbursed
for maintaining their cohort of patients within predefined blood glucose targets. In this
situation, it is the data that is of prime value, and other components are reduced to
commodities.

How should pharmaceutical companies be preparing for this change and
associated challenges?

As is commonly the case, development within a sector is driven by developments in
other, apparently unrelated sectors. The recent drive to achieve meaningful electronic
health records (EHR) and Health Information Exchanges (HIE) offers pharmaceutical
companies an excellent opportunity to get closer to patient groups and help direct their
efforts towards achieving positive outcomes at the micro and macro levels. Companies
need to become engaged with state and federal health IT initiatives early on and make
sure they have a seat at the table as this agenda is shaped.
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