DECLARATION OF MAYA V. FOA

I, MAYA V. FOA, declare as follows:

1. I make this affidavit with respect to the […...]
Background & Qualifications
2. I am a dual national of both the United States and the United Kingdom.
3. I graduated from Magdalen College, Oxford University, where I was a George Doncaster Scholar from 2003 to 2008. I began working at Reprieve as a researcher in September 2010.  
Research on Sodium Thiopental
4. Sodium Thiopental is a rapid-onset short-acting barbiturate general anaesthetic used in lethal injections in the USA. Earlier this year, certain States began to report shortages in their supplies of Sodium Thiopental. Hospira Inc., the only US manufacturer of Sodium Thiopental, announced that due to supply issues, they would not be manufacturing Sodium Thiopental again until early 2011. Executing States began to look for alternative sources of the drug. 

5. On Tuesday, 26th October 2010, it was revealed that the State of Arizona was planning to execute Jeffrey Landrigan using Sodium Thiopental which had been imported from the UK. Clive Stafford Smith, Director of Reprieve, asked me to research the manufacture of Sodium Thiopental. 
6. On the 9th and 10th November 2010, I spoke with a representative of Hospira Inc. The representative (AP), told me a little about the background and structure of the company. Salient facts of these conversations are detailed below. 

7. Hospira Inc. was part of the pharmaceutical company, Abbott Laboratories Ltd., until it split off from them in 2004. Up until the split, Sodium Thiopental had been manufactured by Abbott Laboratories. From 2004 onwards, Hospira took over manufacture of sodium thiopental. 

8. From 2004 to early 2010, the manufacture of Sodium Thiopental by Hospira was carried out in two or three stages depending on the distribution market. 
a. First, the active pharmaceutical ingredient (API) was bought from a vendor. The vendor of the API was, until early 2010, Abbott Laboratories. Abbott Laboratories had informed Hospira that they were planning to stop producing the API sodium thiopental, but agreed to continue to supply it to Hospira for a number of years while Hospira sourced a new vendor of the API. 
b. Second, the API was taken to Hospira’s Rocky Mountain Plant, where it was filled into vials. The Sodium Thiopental that was intended for use in the US (and other countries with whom the US has a Mutual Recognition Agreement) was from there sold on to hospitals and wholesalers. 
c. Third, the Sodium Thiopental that was intended for use in Europe (with whom the US does not have an Mutual Recognition Agreement) was sent on to Hospira’s plant in Liscate, Italy, where the product was EU-tested (tested and reviewed by a QP [Qualified Person, MHRA
]  to ensure that it meets EU standards) and labelled. Once the product had passed this stage, it was then distributed to hospitals and wholesalers in Europe. 

9. In 2010, quality control problems at Hospira’s Rocky Mountain Plant were reported (see FDA warning).
 PA informed me that the sodium thiopental filling line at the Rocky Mountain Plant was very old and this made it difficult to maintain it in the conditions necessary for manufacture of sodium thiopental. Sodium thiopental is an aseptic drug, and must be manufactured in aseptic conditions. This means no moisture or dirt can enter the plugs or nozzles of the filling line. And because the whole line must be kept in aseptic conditions, parts of the line cannot be replaced individually, so when one part needs replacing the entire line must be replaced. This makes it costly to maintain. Hospira decided to shut down the sodium thiopental filling line at the Rocky Mountain Plant and transfer this stage of the manufacture to the newer Hospira plant in Liscate.  

10. A new vendor of the sodium thiopental API was found in Germany. However, shortages of raw materials experienced by this vendor meant that supplies of the API have not been delivered to Hospira in time to prevent a delay in the manufacture of the Sodium Thiopental. The German vendor has assured Hospira that they will have supplies of the API in the near future, and Hospira plans to be manufacturing Sodium Thiopental as normal by the first of January, 2011.
11.   From late 2010/early 2011 onwards, the manufacture of Sodium Thiopental will be carried out in two stages.

a. The API will be bought from the vendor in Germany and transported back to the plant in Liscate.

b. In the Liscate plant, the sodium thiopental will be filled into vials. From there, the product will be exported to the USA, within Europe, and to other countries. 

12. PA told me that Sodium Thiopental is a relatively difficult drug to manufacture, and that Hospira has considered ceasing manufacture of the drug. However, when they looked at discontinuing it, federal authorities asked them not to. PA acknowledged that some people want them to continue manufacturing Sodium Thiopental for execution purposes. He also indicated that there is still a niche medical market for Sodium Thiopental (it is used, for example, in people with brain injuries because it doesn’t, unlike some anaesthetics, cause brain swelling); according to PA Sodium Thiopental is a reliable and predictable old drug. 

I declare under penalty of perjury that the foregoing is true and correct to the best of my information and belief.

Signed this 15th day of November 2010.

MAYA V. FOA
� � HYPERLINK "http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/GoodManufacturingPractice/Guidanceandlegislation/QualifiedPersonsQPs/CON028385" ��http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards/GoodManufacturingPractice/Guidanceandlegislation/QualifiedPersonsQPs/CON028385� 


� � HYPERLINK "http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm208691.htm" ��http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm208691.htm� 
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