
 
April 22, 2013 

 

Margaret A. Hamburg, M.D. 

Commissioner 

Food and Drug Administration 

Department of Health and Human Services 

WO 2200 

10903 New Hampshire Ave. 

Silver Spring, MD 20993-0002 

 

Janet Woodcock, M.D.  

Director  

Center for Drug Evaluation and Research  

Food and Drug Administration  

Department of Health and Human Services  

WO51/Room 6133  

10903 New Hampshire Avenue  

Silver Spring, MD 20993-0002 

 

Dear Drs. Hamburg and Woodcock: 

 

Public Citizen, a consumer advocacy organization with more than 300,000 members and 

supporters nationwide, writes you to request an explanation for the unacceptable one-month 

delay between the Food and Drug Administration’s (FDA’s) inspection of Axium Healthcare 

Pharmacy (dba Balanced Solutions Compounding Pharmacy), finished on March 15, 2013, and 

the subsequent nationwide voluntary recall of all lots of sterile products compounded by this 

pharmacy.  

 

The recall, issued on April 17, 2013, was initiated due to findings that we believe are consistent 

with failure to follow good manufacturing practice (GMP) requirements. In particular, the FDA 

inspection found multiple failures related to quality-control processes, which presented a lack of 

sterility assurance and covered products that were furnished nationwide.
1
 These mid-March 

findings indicated that the products manufactured by Balanced Solutions Compounding 

Pharmacy posed an immediate, serious public health threat to patients across the country. The 

apparent failure of the FDA to immediately warn health care providers not to use sterile products 

manufactured by this company is deeply troubling. 

 

                                                
1
 Axium HealthCare. Balanced Solutions Compounding Pharmacy, LLC, announces a voluntary nationwide recall of 

all sterile compounded products due to a lack of sterility assurance. 
http://www.axiumhealthcare.com/aboutUs/newsRoom/59.pdf. Accessed April 22, 2013 
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FDA inspectors visited Balanced Solutions Compounding Pharmacy between March 12 and 15, 

2013, and observed black particles in seven vials of “sterilized” triamcinolone acetonide 

injectable solution and a cloth-like filament in one vial of “sterile” chromium chloride injectable 

solution. These eight contaminated vials were taken from two production lots that had previously 

been “released and distributed.”
2
  The FDA analyzed a sample of chromium chloride and 

identified gram negative bacteria in the product. 

 

FDA inspectors also identified unsanitary conditions during the inspection, raising concerns that 

quality-control processes were inadequate and product sterility may have been compromised. 

These conditions included spills and splatters of white, amber, and clear residue in the ISO 5 

“clean” room. One of the splatters was a patch of white residue approximately one foot in 

diameter on an air guard behind the table on which sterile injectable drugs were being prepared. 

Inspectors also found cracked and peeling paint; inadequate air filters; inadequate procedures and 

monitoring to prevent and detect microbial contamination; inappropriate, nonsterile clothing 

worn by personnel for sterile drug processing; and what appeared to be brown rust in the room in 

which these personnel got dressed.  

 

The April 17, 2013, recall was issued more than a month after inspectors visited Balanced 

Solutions Compounding Pharmacy. During that time, doctor’s offices and patients nationwide 

continued to use products that had been prepared at the pharmacy under unsanitary conditions.  

 

Prior to the April 17 recall, Balanced Solutions Compounding Pharmacy issued a partial recall 

that covered the chromium chloride that had been sampled and was found to contain gram 

negative bacteria.
3
 To date, the company has received no reports of injury or illness associated 

with the recalled products.  

 

We write to request an explanation for the FDA’s delay in taking prompt action to protect public 

health. We also seek answers to the following specific questions: 

 

1. During the March 12-15 inspection of Balanced Solutions Compounding Pharmacy, FDA 

inspectors identified visible contamination in eight vials of “sterilized” injectable drugs 

that already been released and distributed. Sometime thereafter, the company issued a 

partial recall that covered the samples of chromium chloride known to have been 

contaminated. Why did the FDA fail to warn health care providers against these sterile 

products and issue a public alert at this time? 

2. During the March 12-15 inspection of Balanced Solutions Compounding Pharmacy, FDA 

inspectors identified unsanitary conditions and numerous other safety concerns. Given 

that multiple products distributed nationwide were prepared under these unsanitary 

conditions, why did the FDA fail to issue an immediate press release warning health care 

providers and the public of the risk of contamination? 

                                                
2
 483 Inspection Report. Axium Healthcare Pharmacy dba Balanced Solutions Compounding. 

http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofGlobalRegulatoryOperationsandPolicy/ORA/OR
AElectronicReadingRoom/UCM345694.pdf. Accessed April 22, 2013. 
3
 Axium HealthCare. Balanced Solutions Compounding Pharmacy, LLC, announces a voluntary nationwide recall of 

all sterile compounded products due to a lack of sterility assurance. 
http://www.axiumhealthcare.com/aboutUs/newsRoom/59.pdf. Accessed April 22, 2013 

http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofGlobalRegulatoryOperationsandPolicy/ORA/ORAElectronicReadingRoom/UCM345694.pdf
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3. Why did a full month pass between the time of the inspection and the time of the first 

public recall of products from Balanced Solutions Compounding Pharmacy? 

4. Between March 15 and April 17, how many different kinds of sterile compounded 

products were produced and distributed from Balanced Solutions Compounding 

Pharmacy, and what was the volume of products produced? 

5. Has the FDA granted approval for any of the drugs produced at Balanced Solutions 

Compounding Pharmacy? 

6. Has Balanced Solutions Compounding Pharmacy demonstrated that all of the products 

produced at the pharmacy are compounded only upon receipt of a valid prescription 

order? 

 

Thank you in advance for your attention to this important matter. 

 

Sincerely, 

 

Sarah Sorscher, J.D., M.P.H. 

Attorney 

Public Citizen’s Health Research Group 

 

Michael Carome, M.D. 

Deputy Director 

Public Citizen’s Health Research Group 

 

Sidney M. Wolfe, M.D. 

Director 

Public Citizen’s Health Research Group 

 

cc: The Honorable Kathleen Sebelius, Secretary of Health and Human Services 

 

 

 


