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Overview 

 Pharmacy-compounded sterile preparat ions are an 
important component of our healthcare system 

 Ident ificat ion and invest igat ion of contaminated 
medicat ions is a core public health act ivity 

 CDC, along with FDA and state/local public health 
partners, has been increasingly responding to 
outbreaks linked to pharmacy compounding 

 Monitoring the safety of non-manufactured (e.g. 
compounded) injectable medicat ions poses challenges 



 



CDC Healthcare Outbreak Response Act ivit ies 
Division of Healthcare Quality Promotion (DHQP) 

 Responsibility for invest igat ing infect ions and other 
adverse events related to healthcare delivery 

 Consults (most ly with state health departments) are a 
major part  of our daily act ivity 
 Cases, clusters, infect ion control breaches 

 Over the past five years, we have averaged about one 
field invest igat ion (“Epi-Aid” ) per month 

 Medical product-associated outbreaks 
 Many outbreaks and clusters potent ially involve 

contaminat ion of parenteral medicat ions 
 



 
Injectable Medicat ions 

Intrinsic vs. Extrinsic Contaminat ion 
 Safe healthcare delivery relies on supply of safe sterile 

injectable medicat ions (free of intrinsic contaminat ion) 
 Oversight required to assure injectable medicat ions are 

supplied in a sterile form 
• Majority are manufactured  FDA  

 Maintain sterility from point of manufacture or product ion to 
point of administrat ion 

 Extrinsic contamination can result  from mishandling of 
medicat ions during preparat ion and administrat ion   

CDC addresses and promotes 
“ Inject ion Safety” through 
guidelines and educational 
efforts 

 



Invest igat ions Involving Injectable Medicat ions: 
Intrinsic vs. Extrinsic Contaminat ion 

 Infect ions may signal a wider problem  
 Require invest igat ion by public health partners 
 Associat ion with inject ions vs. other procedures 
 Mult iple drug products are often involved 

 
 Example: case of endophthalmit is in a pat ient who 

received inject ions at an eye clinic 
 Could represent EXTRINSIC contamination from clinic error 
 Could represent INTRINSIC product contamination, especially if 

compounded product was source of injectable medicat ion 

 
 



 
• March 2012 – CA health department notified of a cluster of 

9 cases of fungal endophthalmitis 
• All case-patients had vitrectomy procedures at a Los 

Angeles ambulatory surgery center during October-
December 2011  

• Local health department determined all cases associated 
w/ single lot of Brilliant Blue G dye from a FL compounder 

• Multistate investigation involving CDC, FDA, pharmacy 
boards and health departments 



 

Epidemic curve of confirmed and probable cases of 
postprocedural fungal endophthalmit is, by week of procedure 



 



Main Street Family Pharmacy – Newbern, Tennessee 

Source: Tom Wilemon, The Tennessean 



Mult istate Invest igat ion of Suspected Infect ions 
Following Steroid Inject ions, 2013 

• During April-May, several pat ients presented with cyst or abscess, 
months after receipt of inject ions at a primary care clinic 
– Illinois Health Department not ified  
– Patients received steroid inject ions (methylprednisolone acetate, 

MPA) from compounded 10 ml preservat ive-free “mult i-dose” vials 
 

• Two North Carolina pat ients with skin abscesses following receipt 
of steroid inject ions reported to MedWatch 
– Same medicat ion and same compounding pharmacy as Illinois cases 
– Triggers a rapid and coordinated response involving various 

components of FDA and its field offices, CDC, state health 
departments and pharmacy boards 

 
• Main Street Family Pharmacy recalled injectable steroids on May 

24; extended to all sterile products on May 28 
 

 
 
 
 

 

http://www.cdc.gov/hai/outbreaks/TN-pharmacy/ 



 



A total of 26 patients in 4 
states developed a suspected 
infection associated with 
injection of a product, labeled 
as sterile, that was distributed 
by the Main Street Family 
Pharmacy (Newbern, TN) 
since December 1, 2012 

Health departments 
determined 96 facilities in 17 
states received recalled MPA. 
81 facilities in 15 states 
administered MPA; these were 
provided instructions on 
product recall/testing, patient 
notification, case finding and 
reporting 

http://www.cdc.gov/hai/outbreaks/TN-pharmacy/ 



Addit ional Findings and Messages 
• CDC and FDA identified bacteria and fungi cultured from unopened 

vials of preservative-free MPA 
 
 
 
 
 

• Healthcare providers were reminded of their responsibilities 
– Ensure that all recalled products from MSFP are no longer in use 
– Complaints from patients exposed to products from MSFP should 

be promptly reported to FDA MedWatch and health department 
– Use individual containers of compounded or preservative-free 

medicine for a single-patient only 
– Promptly report to MedWatch any infection that might be related to 

a medication or medical device, even absent a recognized outbreak 
 



Detect ing and Responding to Pharmacy 
Compounding Outbreaks 

Shared responsibility which requires coordinat ion and t imely 
flow of information 

 

States 

Clinician 

 
Patient 



Summary & Closing Thoughts 
 Shared goal: robust system for ident ifying – and 

invest igat ing – adverse events that are potent ially 
associated with medicat ions produced and distributed 
under 503A/B  

 State and local health departments have a firm legal 
foundat ion to respond to, request information from, 
and invest igate potent ial disease outbreaks and cases 
of reportable diseases 

 This hinges on signal detect ion and report ing 
 Will require investment in educat ing and equipping 

healthcare providers and pat ients (the end users) 
 



For more information please contact Centers for Disease Control and Prevention 

1600 Clifton Road NE, Atlanta, GA 30333 
Telephone, 1-800-CDC-INFO (232-4636)/TTY:  1-888-232-6348 
E-mail:  cdcinfo@cdc.gov  Web:  www.cdc.gov 

The findings and conclusions in this report are those of the authors and do not necessarily represent the official 
position of the Centers for Disease Control and Prevention. 

National Center for Emerging and Zoonotic Infectious Diseases 
Division of Healthcare Quality Promotion 

Thank You 

www.cdc.gov/HAI 



“Response Takes Many Forms”  
Examples from the CDC Side 

• First 24 hours:  Devised response strategies, arranged and managed 
partner communications,  and assisted with series of press releases 
from FDA and 3 state health departments 

• Days 2-4:  Developed case report forms, a risk-based patient-centered 
notification framework, and scripts for facilities to use when 
contacting patients 

• Over the following weeks,  actively coordinated and led the multi-state 
health department response, which involved: conference calls with 
affected states, FDA, and the TN Board of Pharmacy; laboratory testing 
of clinical specimens as well as speciation of bacterial and fungal 
contaminants detected by FDA in product samples; media interviews; 
development and frequent updates of a dedicated CDC web site 
(http://www.cdc.gov/hai/outbreaks/TN-pharmacy/index.html); and 
monitoring overall progress at the state and facility levels 

http://www.cdc.gov/hai/outbreaks/TN-pharmacy/index.html
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