





pedigree (ePedigree). Making distributors produce ePedigrees for law enforcement when
products are questioned would increase the effectiveness of law enforcement in combating
counterfeiting. Immediate information about the authenticity of a product puts powerful
information in the hands of law enforcement for enforcement action. Within the US, a federal
standard is required for electronic pedigree. This is an area where the federal government can
and should take the lead.

We cannot over emphasize that the integrity of the pharmaceutical and medical device supply
chain is essential to the well being of all of our citizens. Patients and consumers rely on our
medicines, medical devices and personal products everyday to improve the quality of their lives
and, in many cases, to save their lives. Healthcare manufacturers depend upon the integrity of
our supply chain to ensure that patients and consumers receive genuine products from approved
sources.

As the healthcare supply chain becomes increasingly global, coordination across manufacturers,
distributors, pharmacies, hospitals, and a wide variety of governmental agencies will be
imperative to ensure the integrity of the healthcare supply chain.

There is a critical and concerted effort to maintaining supply chain integrity across the industry.
Yet, as counterfeiters increase their activity and sophistication in creating fake products, industry
must also increase resources to address this criminal activity. This requires a diversion of industry
resources that otherwise would be applied to drive medical innovations that will address some of
today’s most pressing health care challenges.

Here are some examples where we believe Congress could encourage governmental agencies to
work together to protect patients and consumers from counterfeit products.

Congress should....

O Pass legislation that would enable the FDA to establish industry-wide implementation
dates for federal pedigree standards. The FDA should be encouraged to work with state
and international regulators to develop effective, practical pedigree and track & trace
standards for the United States and globally.

O Support a review of the FDA's Office of Criminal Investigation’s procedures and
organizational capacity for handling enforcement actions. OCl is an important FDA
resource to help manufacturers combat counterfeit products.

0 Encourage the FDA's regulatory and OCI divisions to develop a common approach for
working with the healthcare industry on investigation and enforcement actions.

O Enact legislation that ensures manufacturers can protect their products no matter where
they are in the supply chain so that consumers are protected from unwittingly receiving
adulterated products. Including requiring that all returned product be sent back to the
manufacturer.

o Provide sufficient resources to the Patent and Trademark Office to work with their
international counterparts to ensure proper IP protection and the enforcement of existing
IP laws.

O Sponsor a nation-wide awareness campaign aimed at consumers to warn them about the
dangers of opportunistic purchases of medications from non-licensed health care
providers.

As | stated earlier in my comments, we are fortunate to be living in the United States and to be
served by one of the most secure healthcare supply chains. Johnson & Johnson believes it is our
responsibility to help ensure that all people receive genuine, unadulterated products from trusted
authorized trading partners. All people deserve the right to be protected from the dangerous
effects of counterfeit products.



Johnson & Johnson is pleased to work with Congress, the FDA and any other governmental
agencies whether Federal, State or International to develop effective laws and regulations to
protect patients and consumers from counterfeit products. We are ready to make our company
experts available to these legislative and regulatory efforts.

Thank you for allowing Johnson & Johnson to share our perspective on this critical issue with you
today. If we can be of any further assistance, we are available to help this committee. | am
happy to answer your questions.



