IPA Comments on AEI Study
1. If the researchers’ real concern were quality of drugs, they could have approached the drug regulatory authorities in India and the importing countries with full details of products, manufacturers, test methods and results.  However, apparently, that is not the intention.  Instead, they have approached media first to malign the country and its industry.

  

2. Interestingly, in a footnote on Page 7, the researchers claim that “Our IRB commitment prevents us from revealing the identity of individual manufacturers as labeled on the package”.  Thus, they can continue to make allegations against India without even providing an opportunity to investigate their complaints of poor quality of drugs made in India.

3. Earlier this year, the U.S. FDA discredited one such research study that claimed “impurities in dozens of generic heart drugs made overseas”.  The top U.S. drug regulator observed that the investigators themselves had contaminated the samples during their testing.  The study was undertaken by Dr Preston Mason, a researcher at the Harvard-affiliated Brigham & Women’s Hospital in Boston.  It was presented by Mason at a congressional briefing in February 2014.

4. The study recognizes that products with “Made in India” label may not be actually made in India.  The study also recognizes that transportation and storage conditions could have impacted the quality of products.  But ignoring these realities, it still attributes poor quality to manufacturers and regulator.

5. The samples were collected between 2009 and 2012.  But it does not clarify as to when and where were they tested and why did it take two years to write the Report. 

6. Table 1 provides a summary of quality by three regions under study.  The footnote to the Table states:

· A drug is labeled “pass” if the active pharmaceutical ingredients (API) of the test sample is at least 80% of the required API;

· A drug is labeled “falsified: if no API can be detected in the test sample;

· A drug is labeled “substandard” if the detected API is strictly above 0% but below 80%.

As per this table, of the 1,470 samples tested, 91% “passed” for India, 83.7% for Africa, and 95.2% for Non-Africa (China, Brazil, Russia, Turkey, and Thailand).  However, it tested only one product (Ciprofloxacin) for Non-Africa to conclude that quality of product in Non-Africa were better than for India.

7. The finding of 11.4% as “substandard” in 12 African countries and attributing them to the manufacturers and regulators, without considering the logistics nightmare and storage conditions in the African Continent, to say the least, is unfair.
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