IN THE STATE COURT OF FULTON COUNTY

STATE OF GEORGIA
BONNY GONYER,
:


:


Plaintiff,



   :



  



   :
CIVIL ACTION

vs.





   :







   :
FILE NO. _________________

CRYOLIFE, INC, STEPHEN G.

   :
ANDERSON, JAMES VANDER WYK,         :
JOHN DOE, INC 1 through 5,

   :

and JOHN DOES, Indvidually 1 through 10
   :







   :


Defendants.



   :

COMPLAINT

COMES NOW, the Plaintiffs, by and through her counsel, The Keenan Law Firm and Bye, Goff & Rohde, Ltd., and files this Complaint against Defendants, showing this Honorable Court the following:

PARTIES

1.

The Plaintiff, Bonny Gonyer, is a resident of the state of Wisconsin.

2.


Defendant Cryolife, Inc. is a Florida Corporation with its principal place of business located in Cobb County, Georgia and may be served by serving its registered agent, Lexis Document Services, Inc., 2110 Powers Ferry Road, Suite 305, Atlanta, Georgia 30339 and is subject to the jurisdiction of this Court.
3.


Defendant Stephen G. Anderson is a resident of Fulton County, Georgia and may be served at his place of residence, 5040 Northside Drive, Atlanta, Fulton County, Georgia   30327 and is subject to the jurisdiction and venue of this Court.

4.


Defendant James Vander Wyk is a resident of Cobb County, Georgia and may be served at his place of residence, 638 Goldenwood Court, Powder Springs, Georgia 30127 and is subject to the jurisdiction of this Court.
5.


Defendants John Doe 1 through 10 individually and John Doe, Inc. 1 through 5 (collectively hereinafter referred to as the “Doe Defendants”) are individuals and corporate entities presently unknown Plaintiff who have transacted business in Georgia regarding the subject matter of this action and are subject to the jurisdiction of this Court.  Venue in this Court is appropriate as to said Defendants as they are jointly and severally liable to Plaintiff with the named Defendants for the claims asserted herein.
6.


The substantive issues raised by this action shall be determined by the law of the State of Wisconsin as required by the doctrine of lex loci delicti.
7.


Defendant Cryolife, Inc. is responsible as a matter of law for the negligence of  Defendants John Doe 1 through 10 and Defendants John Doe, Inc. 1 through 5 based upon the principles of respondeat superior, ostensible agency and non-delegable duties.

FACTUAL ALLEGATIONS
8.


On or about , April 24, 2001, Bonny Gonyer was admitted to Luther Midelfort Hospital in Eau Claire, Wisconsin for routine knee surgery consisting of the performance of an allograft hemi patellar tendon implant in her right knee.

9.


The allograft which was implanted in Bonny Gonyer consisted of a hemi patellar tendon which was manufactured by Defendant Cryolife, Inc. and bore serial number 7020543 (hereinafter referred to as “cadaver tissue”).

10.


The cadaver tissue which was implanted in Bonny Gonyer was obtained by Defendant Cryolife, Inc. from Indiana Cardiac Retrieval.

11.


Defendant Cryolife obtained the cadaver tissue which was ultimately implanted into Bonny Gonyer from a cadaver donor which was assigned Donor Identification Number 53672.

12.


The cadaver tissue procured, processed and manufactured by the Defendants and which was ultimately implanted in Bonny Gonyer’s right knee was contaminated by Clostridium septicum bacteria.

13.


Defendant Cryolife, Inc. had prior actual knowledge of the potential for Clostridium contamination in donor tissue that it received for manufacture into allograft implants and in fact prior allograft implants manufactured by Defendant Cryolife, Inc. had been contaminated by Clostridium.
14.


Defendant Cryolife had actual prior knowledge that the cadaver of Donor Number 53672 was contaminated with Clostridium but nevertheless made a knowing and conscious decision to ship cadaver tissue from that contaminated cadaver to individuals for purposes of implantation including but not limited to Bonny Gonyer.
15.


Specifically, the United States Food and Drug Administration (“FDA”) in a Form 483 issued to Defendant Cryolife, dated April 12, 2002, as the result of an inspection of Defendant Cryolife’s facility between March 28, 2002 and April 12, 2002, made the following factual finding with respect to the cadaver tissue which was implanted in Bonny Gonyer and Cryolife’s prior knowledge regarding that cadaver tissue:

 
“Complaint #01-5210123 was reported to the firm on 11/29/01 and Complaint #01-5210124 was reported to the firm on 11/28/01.  The review revealed that the tissue allografts (T030) implanted to both recipients were from the same donor (53672).  The firm’s Microbiology Laboratory isolated microorganisms from tissue samples from donor 53672 prior to the shipment and implantation of the allograft tissues in complaints 01-5210123 and complaints 01-5210124.  A total of ten allografts were shipped and/or implanted after the micro laboratory reported the positive microbiological test results.  The test results were as follows:
Date Tested

Organism ID


Donor

Disposition
2/5/01


C. Paraputrification

53672

Destroyed

2/8/01


C. Septicum


53672

Destroyed

3/8/01


*Microorganism

53672

Destroyed


*The laboratory failed to identify the genus and species of the microorganism.”

16.


The subject matter of Complaint 01-5210124 was clostridium contamination of the allograft supplied by Defendant Cryolife, Inc. to Bonny Gonyer.

17.


Defendant Cryolife shipped the cadaver tissue which was implanted into Bonny Gonyer on or about April 23, 2001 with prior knowledge that the cadaver of Donor 53672 had tested positive for the presence of Clostridium Paraputrification, Clostridium Septicum and some other microorganism/contaminant which Defendant Cryolife failed to identify.
18.


Despite having knowledge prior to the  shipment of the cadaver tissue that the cadaver of Donor 53672 had tested positive for the presence of Clostridium, Defendant Cryolife Inc. by correspondence dated January 25, 2002 represented to Bonny Gonyer’s physician that it had fully investigated the complaint of Clostridium contamination and that “a cause for the event cannot be determined….” 
19.


Defendant Cryolife, Inc. had a habit and practice of both releasing donor tissue which had been manufactured into allograft implants into inventory and releasing the same into the stream of commerce and to the public prior to complete donor screening and suitability reviews being conducted, in violation of industry and internal operating standards.

20.


Defendant Cryolife, Inc. had a habit and practice of failing to culture or test cadaver donor tissue for the presence of bacterial or fungal contamination prior to submersion of tissue in antibiotic solutions (pre-processing culturing) contrary to industry practices and the required standard of care.

21.


No pre-processing culturing for the presence of bacterial contamination was undertaken by Defendant Cryolife, Inc. on the cadaver tissue which was sold by Cryolife, Inc. and implanted in Bonny Gonyer.

22.


It was represented by Defendants Cryolife that the cadaver tissue was safe and suitable for implantation in human beings.
23.


Such actions were taken by Defendant Cryolife, Inc. with conscious disregard and indifference to the consequences of such actions entitling Plaintiff to an award of punitive damages.
24.


Said actions were taken by Defendant Cryolife, Inc. as a result of policy set by and instructions given by Defendants Anderson and Vander Wyk.

25.


Objective studies by public health authorities have found that Defendant Cryolife follows practices which if continued, place all persons who might receive tissue manufactured and processed by Defendant Cryolife, Inc. at risk of serious bodily harm.

26.


Those same studies have found that as a result of such practices, Defendant Cryolife, Inc. is responsible for an inordinate share of reported cases of cadaver tissue contamination, including but not to limited being responsible for 85% of all cases of reported Clostridium contamination.

27.


As direct result of the defective and dangerous practices of Defendants Cryolife, Inc., Anderson and Vander Wyk, including but not limited to those complained of herein, on August 13, 2002 the United States Food and Drug Administration (“FDA”) ordered that Defendant Cryolife cease and desist from further shipment of orthopedic tissue processed subsequent to October 3, 2001.

28.


Said action by the FDA followed the failure of Defendants Cryolife, Anderson and Vander Wyk to take sufficient remedial measures to correct deficiencies noted by the FDA on April 12, 2002 in the 483 Notice of Inspectional Observations and on June 17, 2002 in a formal warning letter. 

29.


As a direct and proximate result of being the recipient of the Clostridium contaminated cadaver tissue manufactured by Defendant Cryolife pursuant to policies and procedures set and approved by Defendants Anderson and Vander Wyk, Plaintiff Bonny Gonyer suffered a septic right knee, has undergone multiple subsequent surgical procedures, will in the future be required to undergo additional surgical procedures on her right knee, incurred significant medical expenses, loss of wages and has endured prolonged pain and suffering.

COUNT ONE – STRICT LIABILITY 
30.


Plaintiff realleges and incorporates herein by reference the allegations contained in Paragraphs 1 through 29 inclusive of this Complaint.

31.


The cadaver tissue which was implanted in Bonny Gonyer on April 24, 2001 was originally recovered, processed, stored, labeled, packaged, tested, distributed and sold by the Defendant Cryolife.

32.


The Defendant Cryolife is a manufacturer of the cadaver tissue which was implanted in Bonny Gonyer on April 24, 2001.

33.


The cadaver tissue which was sold to and implanted in Bonny Gonyer on April 24, 2001 was defective, unreasonably dangerous and not reasonably suited for the use intended at the time it was marketed and placed into the stream of commerce by Defendant Cryolife as a result of Clostridium contamination.

34.


The cadaver tissue which was implanted in Bonny Gonyer on April 24, 2001 was defective, unreasonably dangerous and not reasonably suited for the use intended at the time it was implanted as a result of Clostridium contamination.

35.


The cadaver tissue which was implanted in Bonny Gonyer on April 24, 2001 was  defective, unreasonably dangerous and not reasonably suited for the use intended as a result of the failure of the donor to meet ab initio industry wide donor suitability criteria and the failure of the Defendants of to adequately screen donors and to test tissues procured for the presence of microbial contamination.

36.


The Defendants failed to warn members of the public in general, practitioners of the medicine profession, and Bonny Gonyer in particular, all of whom reasonably believed allographic products to be sterile, of the dangers of microbial contamination in allograft products.

37.


The Defendants failed warn Bonny Gonyer and the physicians who cared for Bonny Gonyer, of the defective nature of the cadaver tissue implanted in Bonny Gonyer including but not limited to warning said individuals that the Defendants did not conduct any pre-processing cultures of the tissue to detect the presence of bacterial contaminants and of the fact that Defendants had in fact detected the presence of Clostridium in tissue from Donor Number 53672 from which the cadaver tissue was procured.

38.


As a direct and proximate result of the defective nature of right medial meniscus recovered, processed, stored, labeled, packaged, tested, distributed and sold by the Defendants on Plaintiff has sustained significant economic and non-economic damages.

39.


By reason of the foregoing, Plaintiff is entitled to recover compensatory, pecuniary, general and intangible damages from the Defendants in such amount as may be shown by the evidence and determined by a jury.

COUNT TWO - NEGLIGENCE
40.


Plaintiff realleges and incorporates herein by reference the allegations contained in Paragraphs 1 through 39 inclusive of this Complaint.

41.


The Defendants were negligent in the recovery, processing, storage, labeling, packaging, testing, distribution and sale of the cadaver tissue which was implanted into Bonny Gonyer.
42.


Defendants Anderson and Vander Wyk were negligent in the establishment and implementation of policy and procedure for Defendant Cryolife, Inc. which allowed but is not limited to the following:


(a)  Sale of cadaver tissue with no pre-processing cultures being conducted on such tissue;


(b)  Sale of cadaver tissue despite the presence of positive microbiological cultures from the cadaver donor of such tissue;


(c)  Sale of cadaver tissue which the Defendants contend to be the rendition of medical services despite the total absence of any licensed physician being involved in or directly overseeing the procurement, processing or distribution of such cadaver tissue.
43.

The conduct of Defendants Cryolife, Anderson and Vander Wyk was both wilfull and showed that entire want of care which would raise a presumption of conscious indifference to the consequences.
44.


As a direct and proximate result of the negligence of the Defendants, Bonny Gonyer received cadaver tissue contaminated with Clostridium resulting in significant economic and non-economic damages.

45.


By reason of the foregoing, Plaintiff is entitled to recover compensatory, pecuniary, general, intangible and punitive damages from the Defendants in such amount as may be shown by the evidence and determined by a jury.

COUNT THREE – PROFESSIONAL NEGLIGENCE
46.


Plaintiff realleges and incorporates herein by reference the allegations contained in Paragraphs 1 through 45 inclusive of this Complaint.

47.


The Defendants breached the generally accepted standards of care and skill ordinarily exercised by members of the medical profession under such facts and circumstances including, but not limited to, the following ways:

(A) By failing to test or culture tissue for bacterial contamination prior processing; 

(B) By failing to reject and discard donor tissue which did not meet established standards of donor suitability including but not limited to Clostridium contamination,
(C) By failing to reject and discard donor tissue which had a positive microbiological test result for the presence of Clostridium,
(D) By failing to have a licensed physician directly involved in the procurement, processing or approval for distribution of cadaver donor tissue.
48.


As a direct and proximate cause of the breaches of the standard of care of Defendants, outlined above, Plaintiff Bonny Gonyer has sustained significant economic and non-economic damages.

49.


By reason of the foregoing, Plaintiff is entitled to recover compensatory, pecuniary, general and intangible damages from the Defendants in such amount as may be shown by the evidence and determined by a jury.

50.


Plaintiff has attached hereto and incorporated herein the Affidavit of Frederick Chisholm, M.D. opining as to at least one act of negligence of the Defendants and the factual basis for the same.

COUNT FOUR – BREACH OF WARRANTIES

51

Plaintiff realleges and incorporates herein by reference the allegations contained in Paragraphs 1 through 50 inclusive of this Complaint.

52.


 Defendant Cryolife, Inc. shipped the cadaver tissue with an express warranty that read as follows:  “This allograft was aseptically processed by Cryolife’s proprietary process.  The finished product conforms to Cryolife’s strict and exacting microbiology and quality standards.”

53.


The Defendants by implication warranted that the cadaver tissue sold to Bonny Gonyer was merchantable and fit for use for the purpose intended.

54.


By virtue of the Clostridium contamination of the cadaver tissue sold to and implanted in Bonny Gonyer, the Defendants have breached the express and implied warranties made to Bonny Gonyer.

55.


As a direct and proximate result of the breach by Defendants of said express and implied warranties, Plaintiff Bonny Gonyer has sustained significant economic and non-economic damages.

56.


By reason of the foregoing, Plaintiff is entitled to recover compensatory, pecuniary, general and intangible damages from the Defendants in such amount as may be shown by the evidence and determined by a jury.

ACCORDINGLY, Plaintiffs demand judgment against Defendants, jointly and severally, in a sum in excess of $10,000.00 for the following claims:

(a) Such compensatory, pecuniary, general and intangible damages, and any other damages recoverable at law;

(b) That Plaintiff recover punitive damages in an amounted determined by the enlightened conscious of the jury;

(c) That Plaintiff have trial by jury on all factual issues in this case.

This 22nd  day of April, 2003





Respectfully Submitted,






THE KEENAN LAW FIRM






___________________________________






DON C. KEENAN






Georgia State Bar No.  410650






___________________________________






ALLAN L. GALBRAITH






Georgia State Bar No. 282537






Counsel for Plaintiff

The Keenan Building

148 Nassau Street, NW

Atlanta, Georgia 30303

(404) 523-2200













BYE, GOFF, ROHDE, L.L.C.






_________________________________________







Chuck M. Bye







Counsel For Plaintiff
258 Riverside Drive
Post Office Box 167
River Falls, Wisconsin 54022
(715) 425-8161
