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COMPLAINT AND ELECTION FOR JURY TRIAL

Plaintiff Name, by his/her attorneys, Jack D. Lebowitz, Vadim A. Mzhen and Lebowitz & Mzhen, LLC, sues Defendants, Defendant Name and Defendant Name, and says:


1.
Plaintiff, Plaintiff Name is a resident of ____________, Maryland.


2.
Defendant Name, Inc. is a corporation organized and existing under the laws of a state other than the State of Maryland, having its principal place of business in ____________________, but which is, and at all times pertinent hereto was, doing business in the State of Maryland.


3.
Defendant Name plc is the parent company of Defendant Name and Defendant Name and is a foreign corporation having its principal place of business in __________________, but which is, and at all times pertinent hereto was, doing business in the State of Maryland.  Defendant Name has _____ registered agent in the State of Maryland.


4.
Defendant Name is a subsidiary of Defendant Name  and is a foreign corporation having its principal place of business in ______________, but which is, and at all times pertinent hereto was, doing business in the State of Maryland, including  Defendant Name Group has ________ registered agent in the State of Maryland.


5.
Pursuant to Maryland Annotated Code, Courts and Judicial Proceedings Article, Section 6-103, there is jurisdiction over the non-resident Defendants because they transact business in the State of Maryland, because they caused tortious injury in the State by an act or omission inside the State or by an act or omission outside the State, and because they derive revenue from goods and products used in the State of Maryland.


6.
The Plaintiff seeks and is entitled to a trial by jury on all counts and all issues hereinafter alleged.

COUNT I
Negligence

7.
Plaintiff, Plaintiff Name, incorporates by reference paragraphs 1 through 6 as though they were fully set out at length herein.


8. 
At all times material hereto, Defendants, Defendant Name, were in the business of developing, manufacturing and marketing medical devices for orthopedic surgery, including knee components.


9.
On or about _________, 200___, an orthopedic surgeon, __________________ performed a left knee replacement on the Plaintiff at the _____________Hospital in ___________, 200__  (see attached Supporting Exhibit A, operative note dated_______), and ___ implanted a macrotextured version of the ______ femoral knee component manufactured by Defendant Name, (hereinafter referred to as the “Defendants”), and sold by the Defendants to _______________ for the purpose of orthopedic surgery, such as the surgery performed on the Plaintiff on or about ___________, 200___.


10.
The lot number of the macrotextured version of the ________ femoral knee component used on the Plaintiff was Defendant Name ______________.  (See attached Supporting Exhibit B, implant sticker form that is part of Plaintiff Name’s medical chart of the ____________ Hospital, dated ____________)


11.
Following the __________, 200__   surgery, the Plaintiff, Plaintiff Name, continued to have terrible pain and weakness in his/her left knee.  In spite of enduring a long rehabilitation process, the Plaintiff’s left knee was weaker and more painful than prior to the _________________, 200__ surgery.


12.
As a result of problems associated with the left knee implant placed on _____________, 200__, the Plaintiff lost her ability to live independently, and instead, became dependent on others to assist him/her.


13.
On ____________, 200__, the Plaintiff submitted to the surgical removal of the macrotextured version of the Defendant Name _______ femoral knee component that had been placed by ________________, M.D. nearly three years earlier.


14.
The ____________, 200__ surgery was performed by ________________, M.D., an Assistant Professor at __________________ Hospital within the orthopedic surgery department.  In his/her operative note, Dr. ____________ described the failure of the macrotextured version of the Defendant Name ________ femoral knee component (see attached Supporting Exhibit C, operative note dated  ____________, 200__, entitled “Revision, left total knee replacement):  

The distal femur was curetted circumferentially and then I started using an osteotome to remove it.  However, it was easily removed, and once removed, and it was apparent that there was no bony ingrowth at all to the rough surface of the back of the femoral component. [Emphasis supplied.]


15.
Unknown to the Plaintiff, Plaintiff Name, until shortly after the surgery performed by ________________, M.D. on ___________, 200__, was the fact that due to an abnormally high number of failures of the macrotextured version of the Defendant Name ______ femoral knee component, which compelled re-surgeries and which was the type of knee system used for the Plaintiff on ______________, 200__, the Defendants had withdrawn this macrotextured version of its _______ femoral knee component implant from the market in ____________, 200__.


16.
A _____________ newspaper, the ______________, published an article on ________, 200__ which reported that Defendant Name “said yesterday that it had stopped sales of the cementless versions of two of its knee systems because of a higher than expected number of follow-up operations.”  


17.
In its 200__ annual report, the Defendant, Defendant Name plc reported that “In _______ 200__, the [Defendant Name] Group withdrew voluntarily the macrotextured versions of its ________ femoral knee components from all markets due to a higher than expected revision rate.”


18.
The failure of the Defendant Name knee component that was placed in the left knee of the Plaintiff, Plaintiff Name, on ________, 200__ was the direct and proximate result of the negligence, carelessness and recklessness of the Defendants in the following particulars:


a.
in designing, manufacturing and providing a medical device of such construction that it could fail for multiple reasons, including its inability to properly bond with the femur, during normal foreseeable use;


b.
in failing to provide proper and clear warning of the dangers that the medical device (knee component, system, and/or implant) might fail by not working as advertised and intended, causing the need for further surgery and other injuries and damages to the patient;


c.
in manufacturing and providing a knee component that was manufactured improperly, and capable of poor bony ingrowth and poor bonding with the femur;


d.
in failing to use available design and engineering skill or knowledge to produce a knee component that would allow for proper bony ingrowth and proper bonding with the femur;


e.
in failing to provide adequate operating instructions and warnings to the surgeons who used the knee component even though the Defendants knew or should have known that such warnings were necessary for the safe use of the knee component;


f.
in failing to adequately inspect and test the knee component for safety prior to offering it for sale;


g.
in failing to discover that the knee component was dangerously defective, improperly designed and manufactured, inadequately tested and inspected, entirely unfit for duty and unsafe for use, constituting a hazard for the patient to whom the knee component was placed;


h.
in other respects to be proved at trial.


19.
As a direct and proximate result of receiving the Defendant Name, macrotextured version of the _______ femoral knee component, the Plaintiff, Plaintiff Name suffered the loss of his/her former state of physical and mental well being, and suffered serious injuries to his/her left knee and body, was seriously and permanently injured and has required medical care and attention, including additional surgery, additional hospital admission, additional physical therapy, and will continue to require medical care and attention; he/she has suffered and will continue to suffer great mental anguish, severe chronic pain and agony as a result of the happening of the occurrence; has incurred and will continue to incur lost wages and earnings as a result of the happening of the occurrence; and is permanently partially disabled as a result of the happening of the occurrence, and was otherwise injured and damaged, for which claim is made.


20.
No negligence on the part of the Plaintiff, Plaintiff Name, contributed to the happening of the occurrence.


21.
The Plaintiff’s, Plaintiff Name, injuries and damages as recited herein, occurred directly as a result of and were proximately caused by the negligence of the Defendants as described herein.


WHEREFORE, the Plaintiff, Plaintiff Name claims the sum of One Million Five Hundred Thousand Dollars ($1,500,000.00) in compensatory damages from the Defendants, Defendant Name, plus interest and costs.

COUNT II

Strict Liability

22.
Plaintiff, Plaintiff Name, hereby adopts and incorporates by reference as though fully set forth herein all of the allegations of fact in the preceding paragraphs 1 through 21.


23.
At all times material hereto, Defendants, Defendant Name, were in the business of developing, manufacturing and marketing medical devices for orthopedic surgery, including knee components.


24.
The knee component in question was manufactured, sold and placed into the stream of commerce by the Defendants, Defendant Name, in an unsafe and defective condition and the knee component in question was unreasonably dangerous to its users by reason of, among others, the following defects in its design, manufacture, testing and/or marketing:


a.
in designing, manufacturing and providing a medical device of such construction that it could fail for multiple reasons, including its inability to properly bond with the femur, during normal foreseeable use;


b.
in failing to provide proper and clear warning of the dangers that the medical device (knee component, system, and/or implant) might fail by not working as advertised and intended, causing the need for further surgery and other injuries and damages to the patient;


c.
in manufacturing and providing a knee component that was manufactured improperly, and capable of poor bony ingrowth and poor bonding with the femur;


d.
in failing to use available design and engineering skill or knowledge to produce a knee component that would allow for proper bony ingrowth and proper bonding with the femur;


e.
in failing to provide adequate operating instructions and warnings to the surgeons who used the knee component even though the Defendants knew or should have known that such warnings were necessary for the safe use of the knee component;


f.
in failing to adequately inspect and test the knee component for safety prior to offering it for sale;


g.
in failing to discover that the knee component was dangerously defective, improperly designed and manufactured, inadequately tested and inspected, entirely unfit for duty and unsafe for use, constituting a hazard for the patient to whom the knee component was placed;


h.
in other respects to be proved at trial.


25.
The macrotextured version of the _________ femoral knee component manufactured by the Defendants, Defendant Name, was sold and placed into the stream of commerce by the Defendants and reached the patient without substantial change in its design or structure.


26.
Defendants are strictly liable to Plaintiff, Plaintiff Name, by reason of having designed, manufactured, tested, marketed, sold and placed into the stream of commerce an unreasonably dangerous product which was the direct and proximate cause of Plaintiff’s injuries and damages.


27. 
As a direct and proximate result of receiving the Defendant Name macrotextured version of the _______ femoral knee component, the Plaintiff, Plaintiff Name, suffered the loss of his/her former state of physical and mental well being, and suffered serious injuries to his/her left knee and body, was seriously and permanently injured and has required medical care and attention, including additional surgery, additional hospital admission, additional physical therapy, and will continue to require medical care and attention; he/she has suffered and will continue to suffer great mental anguish, severe chronic pain and agony as a result of the happening of the occurrence; has incurred and will continue to incur lost wages and earnings as a result of the happening of the occurrence; and is permanently partially disabled as a result of the happening of the occurrence, and was otherwise injured and damaged, for which claim is made.


WHEREFORE, the Plaintiff, Plaintiff Name claims the sum of One Million Five Hundred Thousand Dollars ($1,500,000.00) in compensatory damages from the Defendants, Defendant Name, plus interest and costs.

COUNT III

Warranty

28.
Plaintiff, Plaintiff Name, hereby adopts and incorporates by reference as though fully set forth herein all of the allegations of fact in the preceding paragraphs 1 through 27.


29.
As vendors of the macrotextured version of the _______ femoral knee component, the Defendants, Defendant Name, made certain warranties, express and implied, that the component was merchantable, fit for the intended purpose and safe for normal use.


30.
Contrary to these warranties of merchantability, fitness and safety, express and implied, the macrotextured version of the Defendant Name ______ femoral knee component failed to operate properly when used in the manner for which it was intended to be used and for the purpose for which it was intended to be used.


31.
Plaintiff, Plaintiff Name relied upon the skill and judgment of the Defendants in selecting, designing, manufacturing, testing, marketing and selling the product for its intended and ordinary purposes.


32.
No negligence on the part of the Plaintiff, Plaintiff Name, contributed to the happening of the occurrence.


33.
The Plaintiff’s, Plaintiff Name’s injuries and damages as recited herein, occurred directly and were proximately caused by the breach of warranty of the Defendants as described herein.


34.
As a direct and proximate result of receiving the Defendant Name macrotextured version of the ________ femoral knee component, the Plaintiff, Plaintiff Name suffered the loss of his/her former state of physical and mental well being, and suffered serious injuries to his/her left knee and body, was seriously and permanently injured and has required medical care and attention, including additional surgery, additional hospital admission, additional physical therapy, and will continue to require medical care and attention; he/she has suffered and will continue to suffer great mental anguish, severe chronic pain and agony as a result of the happening of the occurrence; has incurred and will continue to incur lost wages and earnings as a result of the happening of the occurrence; and is permanently partially disabled as a result of the happening of the occurrence, and was otherwise injured and damaged, for which claim is made.


WHEREFORE, the Plaintiff, Plaintiff Name claims the sum of One Million Five Hundred Thousand Dollars ($1,500,000.00) in compensatory damages from the Defendants, Defendant Name, plus interest and costs.






________________________________






Jack D. Lebowitz






Vadim A. Mzhen






Lebowitz & Mzhen, LLC
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Owings Mills, Maryland  21117
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