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Detection Technology Best Practices Presented During September 27 - 28 2011 

APEC Drug Safety and Detection Technology Workshop
Drug safety and the use of detection technology impact all aspects of the pharmaceutical industry - patented drugs, generic drugs, over-the-counter medications and pharmaceutical ingredients.  Globalization has also contributed to the growth of substandard medicines.  As counterfeiters become more sophisticated, the methods and technologies to detect and prevent them need to follow.  During the September 27-28, 2011 APEC Life Science and Innovation Forum Drug Safety and Detection Technology Workshop in Beijing China, several member APEC economies made presentations on their efforts to counter the sale of both counterfeit and substandard medicines.  As there is no single technology or practice that is universally applicable to all drugs or is capable of addressing all aspects of detection, use of multiple techniques can provide a large amount of chemical and physical information related to counterfeit medicines. 

The below list includes some of the best practices highlighted during the workshop:

The U.S. Food and Drug Administration’s Forensic Chemistry Center (FCC):  

· Due to the complex nature of pharmaceutical products and packaging, the FCC takes a multidisciplinary approach to counterfeit pharmaceutical analysis that incorporates a broad array of laboratory instrumentation, methods and expertise.

· The instrumentation used evaluates the authenticity of a product and can provide detailed information on the suspect product coating, core, capsule shell, capsule contents, as well as identify active pharmaceutical ingredients (APIs) and other ingredients in the suspect product.  

· FCC personnel have provided expert testimony based on laboratory findings related to counterfeit pharmaceutical products.

· The FCC also has, and continues to enlarge, an extensive library of authentic pharmaceutical products (exemplars) for direct comparison to suspect samples.

· Since pharmaceutical counterfeiting is a global issue, the FCC has developed relationships and collaborates with foreign government scientists, law enforcement personnel and contacts within the pharmaceutical industry. 

Chinese Mobile Laboratories:
· Field Portable technology can provide rapid screening and detection of counterfeits and extends the lab into towns and rural areas.

· Since March of 2006, the Chinese central government has provided about 400 mobile labs to combat counterfeit drugs and to protect the health of people living in 31 Chinese provinces.

Singapore’s Counterfeit Drugs Database:

· The database enables monitoring of drug trends and provides linkages between different seizures of counterfeit drugs, both local and international.

· Through the use of detection and authentication techniques such as microscopy, spectroscopy, chromatography, and mass spectrometry, Singapore is able to collect a wealth of information on counterfeit medicines.
· Other information collected for the database includes the location and dates of seizures, suspect information, packaging information such as the lot number, manufacturer and expiry date, and physical attributes of the counterfeit drugs (color, dimension, printing quality, and defects).

The Russian Federation’s Quality Control System for Medicines:

· Modern laboratory complexes are being established in each federal district, with 89 quality control centers certified for technical competence and independence.
· Russia also uses mobile express laboratories to screen medicines using near-infrared spectroscopy, which allows the checking of products though transparent packaging.
Partnership for Safe Medicines (PSM)
:

· Comprised of more than 65 non-profit organizations, PSM is a public health group committed to the safety of prescription and OTC medicines and to protecting consumers against counterfeit, substandard or otherwise unsafe medicines.
· PSM sends a free weekly e-mail to subscribers, summarizing anti-counterfeit efforts around the world.  It also runs the SafeMeds Email Alert System, which circulates official alerts from around the world to subscribers when counterfeit drugs are found.  
· PSM worked with the government of India to establish an Indian affiliate, which opened in December 2010
.  
ASEAN Primary Care Association’s Physician and Patient Awareness Program:

· Many less developed countries require support to detect counterfeit and substandard medicines, including equipment and people with the appropriate technical skills.

· In some countries, the regulatory and legal frameworks are inadequate and need to be strengthened.

· Each country will need its own internal systems, but regional cooperation is also needed; without the full sharing of information it will be difficult to coordinate and prioritize actions. 

· Focus on the accessibility, affordability and quality of healthcare services that are available in the community.

· Counterfeit drugs erode public confidence in genuine drugs, the pharmaceutical industry and National Drug Regulatory Authorities.

� www.SafeMedicines.org





� www.SafeMedicinesIndia.in





