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STATEMENT OF JOHN DEMPSEY (EXECUTIVE DIRECTOR, STRATEGIC ACCOUNTS, TRADE RELATIONS AND BRAND SECURITY, ORTHO BIOTECH PRODUCTS, L.P.) TO THE TASK FORCE ON DRUG IMPORTATION, 

April 5th, 2004

Thank you for giving Johnson & Johnson the opportunity to participate in your review of the critical issue of whether drug importation into the United States can be conducted safely.  I am here to talk about Johnson & Johnson’s experience with counterfeit healthcare products, because we believe any drug importation program would greatly increase the number of such counterfeit products, putting Americans at unacceptable risk.

About Our Company

The Johnson & Johnson family of companies is the world’s most comprehensive and broadly-based manufacturer of health care products and related services for the consumer, pharmaceutical, medical device and diagnostic markets.  Johnson & Johnson has more than 200 operating companies in 54 countries around the world, selling products in more than 175 countries.  

Our global Pharmaceutical business includes prescription products representing major advances in medicine including treatments for anemia, cancer, infectious diseases, heart disease, neurological and psychiatric disorders, chronic and acute pain among others.  Our Medical Devices & Diagnostics businesses manufacture and market products used principally in professional medicine by physicians, nurses, therapists, hospitals, diagnostic laboratories and clinics.  (See Appendix A for more detail on our company.)

The Current Scope of the Problem of Counterfeit Drugs—Without Legal Importation

From all indications, the problem of counterfeit health care products is growing.  According to the FDA, its counterfeit drug investigations have increased to over 20 per year since 2000, a sharp increase from the average 5 per year in prior years.  FDA has initiated 73 counterfeit drug investigations since October 1996 – the majority in the last two and a half years – netting 44 arrests and 27 convictions, with a number of criminal investigations ongoing.

The Pharmaceutical Security Institute is a global organization whose members include many major pharmaceutical companies; PSI is dedicated to sharing information on the counterfeiting of pharmaceuticals and initiating enforcement actions through the appropriate authorities.  The PSI’s 2003 situation report states that there was a 60 percent increase in incidents of prescription drug counterfeiting in 2003.  They have documented 264 incidents of counterfeiting in 2003.

Our Experience with Counterfeit Products

Unfortunately, like several other health care companies, we have experienced the impact of counterfeit products, including counterfeit prescription pharmaceuticals and a counterfeit medical product used in surgery – the first known instance of a counterfeit medical device.

Our widely-prescribed anemia product PROCRIT( (epoetin alpha), which is used by patients with cancer and kidney disease, has been the target of counterfeiters.  In addition, PROLENE( Mesh, a non-absorbable mesh used for the repair of hernias and other soft tissue deficiencies, has been counterfeited.  In both cases, patient safety was put at risk.  Therefore the information we present here today is informed by the experience of having had to deal directly with threats to the health and safety of the people who depend on the integrity of our products and the ability of the FDA to monitor the manufacture and development of such products.

Counterfeit drug labeled as PROCRIT was first discovered in May 2002 at a large drug wholesaler.  Since that initial discovery, investigators found that counterfeit product was shipped from a specialty oncology distributor to two of the three largest national wholesalers, and was also found at various retail outlets.

Ortho Biotech Products, the Johnson & Johnson company that markets PROCRIT, has worked closely with the FDA Office of Criminal Investigation and other investigative agencies since the discovery of the counterfeit PROCRIT.

In order to keep the public and medical professionals apprised of the situation, we sent letters to health care professionals informing them of the counterfeit PROCRIT, and we posted detailed information on our website about the counterfeit product.  The website included photographs of the counterfeit PROCRIT juxtaposed with pictures of legitimate PROCRIT, with instructions on how to determine if a product was counterfeit or real.  In addition, we worked closely with Jim Cohen at FDA on public communications.  His advice and counsel has been very helpful. 

Two separate counterfeit operations were uncovered.  One operation re-labeled 2,000 unit product as 40,000 unit product.  The counterfeit product looked identical to the real product.  Vulnerable cancer patients being treated for anemia could have received product that was twenty times less potent than what was prescribed for them.

The second operation produced counterfeit product vials filled with distilled water that contained bacteria.  Again, the counterfeit vials looked identical to the real product.  In this case, patients could have received contaminated water instead of the drug that had been prescribed to treat their anemia. It is believed that the FDA Office of Criminal Investigation stopped this operation before any of the product reached patients.

It is unknown how much counterfeit product actually made it to market or how many other operations have been or may still be in operation.

Three Miami-area men pled guilty in June 2003 to charges of illegal sale and distribution of a counterfeit version of PROCRIT.  One was sentenced to six months of house arrest, another was sentenced to three months in prison, and the third received a sentence of three years in prison.  

Counterfeit PROLENE Mesh, marketed by the Johnson & Johnson company ETHICON, Inc. was discovered in the marketplace and quickly reported to the FDA on October 24, 2003.  The existence of counterfeit PROLENE was confirmed by product complaints from customers and through ETHICON’s voluntary outreach.

Simultaneously, ETHICON provided samples and technical consultation to FDA which conducted a variety of tests, including sterility, of recovered PROLENE Mesh product.  The counterfeit product packaging looked similar to the genuine product, but was found by FDA to be not sterile.  We do not know how much counterfeit product made it to market and whether the counterfeiters are still in operation. We have determined that approximately 100 hospitals across 30 states identified counterfeit PROLENE Mesh product in their inventory.  In working with the FDA during its investigation, ETHICON communicated about the matter to surgeons, hospitals, operating room medical staff and distributors.  We also posted information to our company website about how to identify counterfeit product and sent letters to health care professionals alerting them to the situation.

To date, no one has been apprehended or arrested for counterfeiting PROLENE Mesh.  The FDA investigation is continuing.

As a result of these incidents we have significantly increased our efforts to prevent counterfeiting, taking steps to safeguard the distribution chain and using state-of-the-art technology in our packaging to make it more difficult to copy. Legislative proposals that would throw open our borders to drugs that vary in anyway to FDA-approved drugs and that would require partial or no FDA inspection of foreign production and packaging lines, would simply enable counterfeiters to contaminate our drug supply earlier in the process—not just at the distribution chain level—which would further undermine any anti-counterfeiting technology we invent.  We have enough challenges with a closed regulatory system at the distribution chain level in terms of counterfeiters infiltrating our system.  The solution is not to further open our system to foreign lines of production and packaging that is outside of FDA’s oversight, inspection, and enforcement authority.

Anti-counterfeiting technology

Johnson & Johnson’s pharmaceutical group has been investigating and implementing anti-counterfeiting technology for several years now.  These technologies fall into two broad areas:

· Authentication technology builds certain overt and covert features into the packaging to enable identification of counterfeit product

· Track and trace technology allows for the electronic tracing of shipments and even individual product units

Authentication technologies fall into three groups:
· Overt technologies are protective measures that are visible to the eye.  Examples are holograms, color shifting inks (the color changes depending on the angle of view) and watermarks.

· Covert technologies are not visible to the eye and require special equipment or “readers” to identify them.  An example would be fluorescent inks.

· Forensic technologies require sophisticated analytical equipment typically found in a forensic chemistry lab in order to be detected. These include molecular markers, and other unique chemical properties of a substance. 

We use a variety of technologies from these groups in our products.  In addition, we stay informed of the latest advances, so that we can stay several steps ahead of the counterfeiters.

The track and trace technology that has received the most attention is radio frequency identification (RFID) technology.  Johnson & Johnson is studying the use of RFID technology as part of its total anti-counterfeiting arsenal.  To that end, we have been active in the Accenture JumpStart initiative to test the feasibility of RFID technology. This technology has two separate applications. The first is as an anti-counterfeiting mechanism. The second is a broader application within the distribution supply chain. From an anti-counterfeiting perspective this technology would, we hope, allow us to get ahead of  counterfeiters for a period of anywhere from 12 to 18 months. Authentication could be done with hand-held readers by field-based personnel. This technology is still at least 18 to 24 months away from implementation. It does not protect us from product entering from outside the United States over the Internet. In fact,  in order to completely safeguard the American public we would literally need to put readers in the hands of every end user. As long as there is an opportunity for someone to make money, counterfeit drug will continue to be an issue. RFID would make our current regulated system safer but not failsafe. It does not provide safeguards for product purchased over the Internet or product ordered overseas and shipped through the mail. The second application of RFID within the supply chain is at least five to possibly ten years from full implementation, and then, as a practical matter, only if price comes down on the chips and antennae.

.  

We have taken a number of steps in the packaging of our pharmaceutical products that will enable us and our customers to more easily detect counterfeit packages.  By the end of this year, all of our major pharmaceutical brands representing approximately 80 percent of sales will have one or more anti-counterfeit features.  In addition, we are investigating how to incorporate these or similar technologies into the packaging of our medical devices and diagnostics.  
Closing gaps in the distribution chain

Johnson & Johnson believes that manufacturer-initiated policies to secure the integrity of the supply chain, coupled with FDA-mandated wholesaler and distributor certification requirements, are the most effective and immediate steps that can be taken to reduce the potential for counterfeit products to enter the marketplace. Obviously our efforts to secure the supply chain would be undermined were our products to leave our control and enter—or re-enter—the U.S. market. 

On December 11, 2003, our company notified distributors and wholesalers of our revised policy to address and thwart U.S.-based counterfeiters’ attempts to access distribution channels.  This anti-counterfeiting distribution policy requires wholesalers and distributors to obtain prescription medicines and medical devices/products directly from Johnson & Johnson operating companies.  We are also encouraging pharmacies, hospitals, and other customers to confirm that their suppliers can verify that their Johnson & Johnson products came from a Johnson & Johnson company.

In order to better control the distribution of health care products, we support granting the FDA authority to license or certify U. S. health care wholesalers and distributors.

Close collaboration among all parties involved in the health care products supply chain is critical to prevent the introduction of counterfeit products into the market.  We believe that working together with our customers on this new distribution initiative sends a strong message that we will not tolerate activities that in any way compromise the health and well being of the patients and health care professionals we serve.

Internet Pharmacies

Some have suggested that foreign internet pharmacies be allowed to lawfully sell healthcare products into our country. We disagree. Although we are aware that there are numerous illicit Internet pharmacies operating, we had not had a specific incident involving one of our products until very recently.  On December 30, 2003, a woman notified us that she had purchased what was advertised as our birth control patch ORTHO EVRA from an Internet pharmacy, but she did not believe that the product was legitimate.

As we investigated further, we determined that the product was counterfeit; it was actually a bandage-type adhesive patch that had no resemblance to ORTHO EVRA.  We tested the product and it did not contain the active ingredients of ORTHO EVRA.  We notified the FDA right away and they also began an investigation.

The website also advertised many other pharmaceutical products.

On February 4, 2003, the FDA issued a press release about the incident and warned consumers regarding that particular website that “None of these products should be considered safe or effective. Consumers who have any of these products should not use them, but instead contact their health care providers immediately.”


We are urging consumers to check the authenticity of the Internet pharmacies that they use.  We are advising consumers to make sure an Internet pharmacy is licensed, or carries a certification from the National Association of Boards of Pharmacy (NAPB), which verifies that Internet pharmacies are licensed before granting them certification.  Similar to the issue of counterfeit drugs, we believe that the best way to address illicit Internet pharmacies is through a partnership of the private and public sectors.

Conclusion

We believe that importation is neither a panacea nor a long-term solution to our country’s need for meaningful and affordable prescription drug coverage within health insurance.  We look to Congress and the FDA to continue to devise appropriate solutions to ensure that any medicinal products brought into the U.S. continue to pass the same stringent safety requirements of products currently made and approved for distribution here. When the United States Congress enacted the Prescription Drug Marketing Act of 1987 (PDMA), it did so because it was greatly concerned that opening our borders to imported products was inherently dangerous to American consumers—even if such products had been originally manufactured in the U.S. Since passage of PDMA, the availability of drugs from overseas Internet providers and the notable increase in the counterfeiting of pharmaceuticals make those concerns even greater.  We believe that the protections afforded American consumers by PDMA are more important than ever and should be maintained.

We believe that a concerted effort between government and industry can make great strides against the inroads that counterfeit healthcare products and unlicensed Internet pharmacies have made into the healthcare system of our country.  Steps to seal up gaps in the distribution chain, to improve anti-counterfeiting technology, and strengthen the penalties for those convicted can go a long way to assuring the integrity of the nation’s supply of essential healthcare product, drugs in particular. But such steps presume that the importation into the U.S. by other than manufacturers of their drug products will continue to be unlawful. Advances in technology greatly benefit our society; unfortunately, there are also criminals who will use advances in computer technology, printing, Internet and others to enrich themselves and undermine public health. Opening America’s borders to imported drugs will, we believe, greatly increase the opportunities for those criminals to put Americans at risk. 

APPENDIX A

Our pharmaceutical products are marketed by a number of Johnson & Johnson companies in the U.S. including:  Centocor, Inc., Janssen Pharmaceutica Products, L.P., McNeil Consumer & Specialty Pharmaceuticals, Ortho Biotech Products, L.P., Ortho-McNeil Pharmaceutical, and Scios, Inc.  Outside the U.S. Janssen-Cilag, Janssen Ortho, Inc. and others market our pharmaceutical products.

Our Medical Devices & Diagnostics businesses manufacture and market products used principally in professional medicine by physicians, nurses, therapists, hospitals, diagnostic laboratories and clinics.  A broad range of products, used by or under the direction of health care professionals, include: suture and mechanical wound closure products, surgical equipment and devices, wound management and infection prevention products, interventional and diagnostic cardiology products, diagnostic equipment and supplies and joint replacements.  Most of these products are developed or sold by the following Johnson & Johnson companies: Codman & Shurtleff, Inc., Cordis Corporation, DePuy, Inc., ETHICON, Inc., Johnson & Johnson Wound Management, division of Ethicon, Inc., Ethicon Endo-Surgery Services, Inc., Advanced Sterilization Products, division of Ethicon Endo-Surgery Services, Inc., Johnson & Johnson Health Care Systems Inc., Johnson & Johnson Gateway, L.L.C., LifeScan, Inc., Ortho-Clinical Diagnostics, Inc., and Therakos, Inc.

ATTACHMENTS

Johnson & Johnson Company Documents

1.  Letter to Distributors on new distribution policy December 10, 2003

2.  Letters to Customers on new distribution policy December 12, 2003

3.  Letter to FDA December 22, 2003

4.  PROCRIT website pages (counterfeits)

http://www.procrit.com/counterfeit/letter.html
5.  PROLENE website pages (counterfeits)

http://ethicon.com/html/ethicon/notice.jsp?
6.  ORTHO EVRA website pages (counterfeit)

http://www.orthoevra.com/about_ortho_evra/about_counterfeit.html
http://www.orthoevra.com/about_ortho_evra/patch_pics.html
7.  JOM Website pages (information for distributors and customers)

http://www.jomdistribution.com/
http://www.jomdistribution.com/counterfeit/letter.html
http://www.jomdistribution.com/counterfeit/participants.html
News Articles

8.  “Protecting PROCRIT,” Newark Star Ledger, September 21, 2003

9.  “New J&J Policy Aims to Thwart Counterfeits,” Wall Street Journal, December 11, 2003

10.  “Drug Firm Acts to Thwart Fakes,” Newark Star Ledger, December 30, 2003

11.  Various news articles on guilty pleas and sentencing of PROCRIT counterfeiters, 2003

