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COMPLAINT. 

Come the Plaintiffs, Basil J. McElwee (“Mr. McElwee”) and Carla A. McElwee (“Ms. 

McElwee”) (collectively as “Plaintiffs”), and for complaint against New England Compounding 

Pharmacy, Inc., a/k/a and d/b/a New England Compounding Center (the “Defendant”), would 

state and show as follows: 

PARTIES 

1, Plaintiffs, Basil J. McElwee and Carla A. McElwee, are husband and wife, 

residing in Maury County, Tennessee. 

2. The Defendant, is a corporation organized: under the laws of the Commonwealth 

of Massachusetts, with its principal office at 697 Waverly Street, Framington, Massachusetts 

01701. 

3. The Defendant’s agent for service of process is Gregory Conigliaro, 697 Waverly 

Street, Framington, Massachusetts 01701. 

4. Although Defendant’s primary office is in the state of Massachusetts, at all 

relevant times, it has engaged in distributing, selling, marketing, and/or introducing into



interstate commerce, including in the state of Tennessee, either directly or indirectly through 

third parties, a product known as “methylprednisolone acetate”, an injectable steroid (the “Drug” 

or alternatively the “Product”. 

5. Defendant designed, fabricated, produced, compounded, processed and/or 

assembled the Drug, which product caused serious, life threatening and permanent injuries to Mr. 

McElwee. 

6. Defendant negligently designed, fabricated, produced, compounded, processed, 

and/or assembled the Drug which harmed Mr. McElwee. Defendant’s Drug was unreasonably 

dangerous and in a defective condition at the time it left the control of Defendant because it was 

contaminated with fungi, including, but not limited to, the fungus causing fungal meningitis, 

7. Venue and jurisdiction are proper in the Circuit Court for Maury County, 

Tennessee. 

FACTUAL BACKGROUND 

8. Plaintiffs realleges and hereby incorporates the allegations in Paragraphs 1 

through 7 hereof. 

9. On August 20 and September 4, 2012, at the St. Thomas Outpatient Neurosurgical 

Center, located in St. Thomas Hospital, in Nashville, Tennessee, Mr. McElwee was given 

injections of Defendant’s Drug. 

10. Defendant has for several years designed, fabricated, produced, compounded, 

processed, assembled, marketed and sold the Drug. The Defendant manufactured this Drug at its 

business location in Framington, Massachusetts. 

11. For several years and up to October 3, 2012, Defendant engaged in manufacturing 

drugs and medical devices.



12. On December 4, 2008, the Public Health Service Food and Drug Administration, 

Department of Health and Human Services, warned Defendant not to engage in compounding 

practices which result in significant violations of the new drug, adulteration, or misbranding 

provisions of the Federal Food, Drug and Cosmetic Act. In spite of this warning, Defendant 

continued to act contrary to the warning. 

13. Rather than delivering compounded products in response to individual patient- 

specific prescriptions, Defendant manufactured the Drug and delivered it in bulk. Specifically, 

Defendant did not compound the product which harmed Mr. McElwee pursuant to a personalized 

patient prescription, but instead compounded and supplied it in bulk to the St. Thomas Outpatient 

Neurosurgical Center at St, Thomas Hospital. 

14, On August 20 and September 4, 2012, Mr. McElwee sought treatment at St. 

Thomas Outpatient Neurosurgery Center, located at St. Thomas Hospital in Nashville, Davidson 

County, Tennessee, for treatment for back pain, Mr. McElwee was injected with the 

contaminated Drug manufactured by the Defendant. 

15. The Drug manufactured by the Defendant was contaminated with one or more 

fungi, including, but not limited to, the fungal causing fungal meningitis. 

16. Ongoing investigations conducted by the Center for Disease Control and by the 

Food and Drug Administration have discovered that the wrongful conduct of Defendant has 

caused a wide-spread fungal meningitis outbreak. As a direct result of receiving the 

contaminated Drug manufactured by Defendant, dozens of people have been injured and fallen 

seriously and in some cases fatally ill. 

17. As a direct and proximate result of the wrongful conduct of Defendant, Mr. 

McElwee has suffered horribly and been terribly and permanently injured. 
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DEFENDANT’S WRONGS 

18. Plaintiffs realleges and hereby incorporates the allegations in Paragraphs 1 

through 17 hereof. 

19. The Defendant negligently designed, fabricated, produced, compounded, 

processed, and/or assembled the Drug. 

20. As a result of the Defendant’s negligence and/or gross negligence, the 

Defendant’s Drug was contaminated with one or more varieties of fungi, including, but not 

limited to, the fungus causing fungal meningitis. 

21. The Defendant placed into the stream of interstate commerce a Drug which was 

unfit for its intended and/or reasonably foreseeable use. 

22. The Defendant placed into the stream of interstate commerce a defective and 

unreasonably dangerous Drug likely to cause injury in its ordinary use. 

23. The Defendant placed into the stream of interstate commerce a Drug that was 

defectively manufactured. 

24. The Defendant’s Drug was defective and unreasonably dangerous when it left 

Defendant’s control, and was in substantially the same condition at the time it was injected into 

Mr. McElwee on August 20 and September 4, 2012. 

25. The Defendant’s Drug, which was used for its intended and or foreseen purpose, 

was in a defective condition and unreasonably dangerous to users and consumers, including, but 

not limited to Mr. McElwee. 

CAUSATION 

26. ‘Plaintiffs realleges and hereby incorporates the allegations in Paragraphs 1 

through 25 hereof.



27. Through its wrongful conduct, the Defendant placed into the stream of interstate 

commerce a Drug that was contaminated with one or more fungi, including, but not limited to, 

the fungus causing fungal meningitis. 

28. The fungi was contained in multiple vials of the Product manufactured by the 

Defendant. Multiple contaminated vials of the Defendant’s product were distributed to at least 

twenty-three (23) states. These contaminated vials caused catastrophic injuries and deaths in 

many patients, including, but not limited to, Mr. McElwee. 

29. The wrongful conduct of the Defendant directly and proximately caused the 

horrible injuries and outrageous damages suffered by Mr. McElwee. The Defendant’s wrongful 

conduct directly and proximately also caused the injuries and damages suffered by Ms. 

McElwee. 

DAMAGES 

30. Plaintiffs realleges and hereby incorporates the allegations in Paragraphs 1 

through 29 hereof. 

31. As a direct and proximate result of the Defendant’s wrongful conduct, the 

Plaintiffs have suffered and continue to suffer harm, injury and damages. Mr. McElwee’s 

damages include, but are not limited to, horrible pain and suffering, mental anguish, kidney and 

liver damage, emotional distress, past and future medical care and treatment, increased living and 

support expenses, loss of enjoyment of life, and medical expenses, both past and future. Mr. 

McElwee has been hospitalized at St. Thomas Hospital since September 28, 2012, and it is not 

known when he will be discharged. 

32. Ms. McElwee also has suffered as a direct result of the wrongful conduct of the 

Defendant. She has watched her husband suffer. She has suffered a loss of consortium and has 
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endured unimaginable mental anguish. She has incurred, and will continue to incur, medical 

expenses and increased living and support expenses as a result of her husband’s illness caused by 

Defendant and Defendant’s Product. 

PRAYER FOR RELIEF 

WHEREFORE, Plaintiffs pray for judgment against the Defendant as follows: 

1, That proper issue and be served on Defendant requiring it to appear and answer 

this Complaint within the time required by law. 

2. Mr. McEiwee respectfully demands of the Defendant as compensatory damages 

the sum of Ten Million Dollars ($10,000,000.00). 

3. Ms. McElwee respectfully demands of the Defendant as compensatory damages 

the sum of Two Million Five Hundred Thousand Dollars ($2,500,000.00). 

4, The Plaintiffs demand a trial by jury. 

5. For the costs of court, pre-judgment and post-judgment interest, and all other 

costs allowed by law. 

6. For such further relief as the Court may deem just and proper. 

Submitted, 

    Colamhbia, Tennessee 38402-0929 

(931) 388-4022



SURETY 

We are surety for the costs of this cause, not to exceed the sum of One Thousand Dollars 

($1,000.00) 

This the 19” day of October, 2012. 

 


