United States District Court
District of  New Searchland

Sammy Beethoven,
:

:

Plaintiff
:


:

vs.
:


:

Omnibus Surgical Device Corp., 
:


:

Defendant
:


:


CASE NO.

Civil Action

COMPLAINT

JURY TRIAL DEMAND

Plaintiff through counsel, and for this Complaint against the Defendant, states as follows: 

Plaintiff, is a resident and citizen of New Searchland

1. Defendant, at all times relevant was and is a corporation organized and existing

under the laws of the State of New Searchland and engaged in the business of designing, 

formulating, producing, manufacturing and/or worldwide marketing of surgical products 

incorporating its proprietary coating on the devices. At all times material hereto, 

Defendant acted by and through its agents, servants, workers, employees, officers and 

directors, actual or apparent, any and all of which were acting through the course and 

scope of their agency, authority, duties or employment, active or apparent. 

Defendant supplied and/or distributed and/or sold and/or otherwise placed into the stream of worldwide trade or commerce, surgical devices with a proprietary anti-slip coating.   

From 1962 to the present, Defendant placed surgical products with anti-slip coating into the stream of worldwide commerce and interstate commerce within the United States.  These products were defective.  They were designed, manufactured and distributed without adequate testing and with no warning that the products with coating were defective, inherently dangerous and unfit for their intended use as described herein.

On information and belief, Defendant’s surgical devices were sold to third party Echinoderm Cigarettes and other tobacco companies, for use in scientific settings and in furtherance of tobacco research.  

On or about February 19, 1999, Plaintiff underwent surgery to correct an aortic aneurysm condition during which defendant’s products were used.

During Plaintiff’s surgery, the surgical device slipped out of the surgeons hands and dropped into Plaintiff’s body.  The device could not be recovered and remains implanted.

The anti-slip coating on the device is releasing ammonia fumes in Plaintiff’s body.

Plaintiff now suffers from memory loss and neurologic symptoms and a bad odor.

As a direct and proximate result of the defective products placed into the stream of commerce by Defendant, Plaintiff suffered or may suffer a severe latent injury and disability from the defect in the Defendant’s coated surgical products. 

JURISDICTION AND VENUE

Plaintiff alleges an amount in controversy in excess of $75,000 each, exclusive of interest and costs.

This Court has jurisdiction over this action pursuant to 28 U.S.C. §1332 because the amount in controversy exceeds $75,000 for each Plaintiff and because there is complete diversity of citizenship between the Plaintiff and Defendant.  Venue is proper here as Defendant transacts business within this District.

FACTUAL BACKGROUND

Anti-slip coating was first introduced in 1962 with the potential to reduce the incidence of surgeons dropping surgical instruments during surgery.

The Food and Pharmaceutical Administration (“FPA”) approved Defendant to sell its coated products and associated products but animal and clinical trials were ongoing at the time of approval.  

Even after FPA approval, Defendant continued to pursue animal studies.  During animal operations, tiny little instruments continued to slip and land inside the animals.  The rate of pigeon death was especially high.

CAUSES OF ACTION

COUNT I

(STRICT LIABILITY UNDER COMMON LAW AND ACTS SIMILAR TO THE 
NEW SEARCHLAND PRODUCTS LIABILITY ACT) 

Plaintiff incorporates the allegations set forth above the paragraphs 1 through 38 of their complaint as is fully set forth herein.

The coated surgical products manufactured and/or supplied by Defendant were defective in design and/or formulation in that when they left the hands of the said Defendant, the foreseeable risks exceeded the benefits associated with the design and/or formulation.

Alternatively the products supplied by the Defendant were defective in design and/or formulation in that they were more dangerous than an ordinary consumer would expect when used in their intended or reasonably foreseeable manner.

The products manufactured and/or supplied by the Defendant were defective due to inadequate warning or instruction in that, when they left the hands of said Defendant, Defendant knew or should have known that the product was such as to create a risk of harm to consumers and Defendant failed to exercise reasonable care to warn of said risk.

The products manufactured and/or supplied by the Defendant were defective due to inadequate post-marketing warning and/or instructions in that when they left the hands of the Defendant, it knew or should have known the risk involved with the use of said product and failed to exercise reasonable care to provide an adequate warning to the users of the product. 

The products manufactured and/or supplied by the Defendant were defective in that they failed to conform to the representations of Defendant when they left its hands in that they were not safe for use by consumers.

The products manufactured and/or supplied by the said Defendant were defective in that the Defendant failed to adequately test the products before placing them into the stream of commerce.

As a direct and proximate results of the defective condition of the coated products, as manufactured by the said Defendant, Plaintiff suffered and will continue to suffer the risk of possible injury, disability, death, expense and economic loss as previously described. 

COUNT II — BREACH OF IMPLIED WARRANTY

Plaintiff incorporates the allegations set forth above in paragraphs 1 through 46 of their Complaint as if fully set forth herein. 

Defendant is in the business of manufacturing and/or supplying and/or placing into the stream of commerce surgical products for consumers. 

By placing products into the stream of commerce, said Defendant implicitly warranted that the products were fit and safe for their intended use.

The products placed into the stream of commerce by said Defendant were defective in that they were not fit and safe for their intended use.

The defect in the products manufactured and/or supplied by said defendant were present at the time the product left the hands of said Defendant.

Said Defendant breach the implied warranty for the products because said products were defective, unmerchantable and not fit for their intended purpose.  Defendant is on notice of the defect, and due to the nature of the defect and how it was discovered further notice of breach of warranty is not necessary.

Plaintiff was a foreseeable user of the coated products. 

As a direct and proximate result of the Defendant’s breach of implied warranty, Plaintiff suffered and will continue to suffer the risk of possible injury, disability, death, expense and economic loss as previously described.

WHEREFORE, Plaintiff demands judgment against the Defendant for the following relief and remedies:

(a) a judgment and/or decree in favor of Plaintiff against Defendant creating a trust fund paid for by Defendants which, under Court supervision, will design, pay for and manage the delivery of medical monitoring services, including, but not limited to, testing and preventative screening care of the adverse and latent conditions resulting from, or potentially resulting from, the accidental implantation and use of defective surgical products at issue in this suit; 

(b) judgment and/or decree in favor of Plaintiff creating a trust fund, paid for by Defendants, under Court supervision, to finance medical research on monitoring services, including, but not limited to, testing and preventative screening care of conditions resulting from, or potentially resulting from the defective medical surgical products at issue in this suit;

(c) judgment and/or order requiring defendants to bear the cost of publication to members of the Class and the medical community of advising and educating them of the need for appropriate medical screening and monitoring concerning the medical conditions that are at issue in this suit, the content, form and manner of such publication to be approved by the Court; and

(d) such further relief as this Court deems necessary, just, and proper. 

COUNT III

NEGLIGENCE/MEDICAL MONITORING

Plaintiff incorporates by reference all preceding paragraphs as if fully set forth here and further allege as follows:

Defendant had a duty to exercise reasonable care in the manufacture, sale and/or distribution of the subject surgical medical products it placed into the stream of commerce, including duty to assure that the products did not cause users to suffer unreasonable or unnecessary injury, infection or unreasonable, dangerous side effects. 

Defendant failed to exercise ordinary care in the warning about, design, manufacture, sale, testing, marketing, advertising, promoting and/or distribution into the stream of commerce of subject medical products in that Defendant knew or should have known that the subject medical products created a high risk of unreasonable, dangerous or offensive odor, memory loss, and neurological damage, and other side-effects, some of which, e.g., can only be alleviated by open heart surgery or other invasive procedures and some of which can be fatal.

Defendant was negligent in the warning about, design, manufacture, sale, testing, marketing, advertising, promoting and/or distribution of the subject medical products in that it:

(e) Failed to use due care in designing, developing and manufacturing the medical products so as to avoid the aforementioned risks to individuals when they were being implanted or used; 

(f) Failed to accompany their products with proper warnings regarding all possible adverse risks, effects or injuries associated with the use of the subject medical products; 

(g) Failed to conduct adequate pre-clinical and clinical testing and post-marketing surveillance to determine the safety of the subject medical products;

(h) Failed to provide adequate training to medical care providers for appropriate use of or monitoring of the subject medical products; 

(i) Failed to warn Plaintiff about the following: (1) the need for comprehensive, regular medical monitoring to ensure early discovery of serious or potentially fatal odor, memory loss, or neurological effects.

(j) Failed to test and/or warn adequately about the reaction of interaction of one or more of the component parts in the subject medical products when implanted in the human body; and/or

(k) Placed an unsafe product into the stream of commerce.

Defendant knew or should have known that consumers such as Plaintiff could foreseeably suffer injury as a result of Defendant’s failure to exercise ordinary care as described above.

Defendant’s negligence was a proximate cause of Plaintiff’s and other class members suffering a significantly increased risk of serious injury and disease, which they will continue to suffer as previously described. 

As a further result, Plaintiff may and probably will be required to pay sums to ascertain the existence, nature and extent of their injuries in the future. 

WHEREFORE, Plaintiff demands judgment against the Defendant for the following relief and remedies:

(l) a judgment and/or decree in favor of Plaintiff against Defendant creating a trust fund paid for by Defendants which, under Court supervision, will design, pay for and manage the delivery of medical monitoring services, including, but not limited to, testing and preventative screening care of the adverse and latent conditions resulting from, or potentially resulting from, the accidental implantation and use of defective surgical products at issue in this suit; 

(m) judgment and/or decree in favor of Plaintiff creating a trust fund, paid for by Defendants, under Court supervision, to finance medical research on monitoring services, including, but not limited to, testing and preventative screening care of conditions resulting from, or potentially resulting from the defective medical surgical products at issue in this suit;

(n) judgment and/or order requiring defendants to bear the cost of publication to members of the Class and the medical community of advising and educating them of the need for appropriate medical screening and monitoring concerning the medical conditions that are at issue in this suit, the content, form and manner of such publication to be approved by the Court; and

(o) such further relief as this Court deems necessary, just, and proper. 

JURY DEMAND

Plaintiff demands a trial by jury on those issues so triable.

PLAINTIFF’S REQUESTS FOR PRODUCTION OF DOCUMENTS AGAINST THIRD-PARTY ECHINODERM CIGARETTES CORPORATION

Pursuant to Rule 45 of the Federal Rules of Civil Procedure, plaintiff Sammy Beethoven, subpoenas third party Echinoderm Cigarettes Corporation Defendants to produce all responsive documents requested herein at the office of undersigned counsel as soon as practicable.

INSTRUCTIONS

1. These requests require the production of all responsive documents within the sole or joint possession, custody or control of the Defendants, including their agents, departments, attorneys, directors, officers, employees, consultants, investigators, insurance companies, or other persons subject to Defendants’ custody or control. 

2. All documents that respond, in whole or in part, to any portion of these Requests must be produced in their entirety, including all attachments and enclosures.

3. For purposes of these requests, the words used are considered to have, and should be understood to have, their ordinary, everyday meanings.  Plaintiffs refer Defendants to any dictionary in the event Defendants asserts that the wording of a request is vague, ambiguous, unintelligible, or confusing.

DEFINITIONS

4. The words “and,” “or,” “each,” “any,” “all,” “refer,” and “discuss,” shall be construed in their broadest form and the singular shall include the plural and the plural shall include the singular whenever necessary so as to bring within the scope of these Requests all documents (defined below) that might otherwise be construed to be outside their scope.

5. The phrase “advertising, marketing or promotion” of cigarettes includes public relations activities involving smoking and health.

6. Solely for the purpose of the TREC 2006 legal track, the term “defendants” includes Echinoderm Cigarettes Inc. as well as those companies whose records are found in the IIT CDIP v. 1.0/TREC Legal Track collection database (“TREC legal database”).

7. Solely for the purpose of the TREC 2006 legal track, “document” means all data, information or writings stored in the TREC legal database, including without limitation: any written, electronic or computerized files, data or software; memoranda; emails; correspondence; OCR scanned images; communications; reports; summaries; studies; analyses; evaluations; notes or notebooks; indices; spreadsheets; logs; books; pamphlets; binders; calendar or diary entries; ledger entries; press clippings; graphs; tables; charts; printouts; drawings; maps; meeting minutes; transcripts.  The term “document” encompasses all metadata associated with the document.  The term also includes all drafts associated with any particular document.

8. “Person” or “individual” means natural persons, corporations, firms, partnerships, unincorporated associations, trusts, and any other legal entity.

9. The term “plans” means tentative and preliminary proposals, recommendations, or considerations, whether or not finalized or authorized, as well as those that have been adopted.

10. The term “relating to” means in whole or in part constituting, containing, concerning, discussing, describing, analyzing, identifying or stating.

RULE 45 SUBPOENA DUCES TECUM (SUBPOENA FOR DOCUMENTS):

Echinoderm Cigarettes is to produce all responsive documents on the following topics:

Request For Production No. 1:   [TL06REQ 42]  All documents that refer or relate to surgical devices as used in scientific research on animals, including but not limited to: scalpels, bone reamers, biopsy needles, tissue forceps, and catheters.
Defs.’ Proposal: “surgical devices” AND “scientific research” AND animals AND (scalpels OR “bone reamers” OR “biopsy needles” OR “tissue forceps” OR catheters)

Pls.’ Rejoinder:  (research OR stud!) w/50 animal! AND ((device w/10 (surg! OR med!)) OR scalpel! OR “bone reamer!” OR “biopsy needle!” OR “tissue forcep!” OR catheter! OR instrument)

Request For Production No. 2:   [TL06REQ 43]  All documents referring or relating to contracts with medical supply companies or outfitters.
Defs.’ Proposal:  contracts AND (“medical supply companies” OR outfitters) AND (“surgical device” or instrument)

Pls.’ Rejoinder   (contract! OR agreement! OR “purchase order” OR invoice) AND (“medical suppl!” OR outfitter!)

Request For Production No. 3:  [TL06REQ 44]  All documents referring or relating to animal research on the safety of medical devices.  
Defs.’ Proposal: “safety” AND “medical devices” AND “animal research”

Pls.’ Rejoinder:  ((animal! OR “in vivo”) w/10 (research OR stud!)) AND (safe! OR harm!)  AND  (device w/10 (surg! OR med!))

Request For Production No. 4:    [TL06REQ 45]  All documents that refer or relate to pigeon deaths during the course of animal studies.

Defs.’ Proposal: “animal studies” AND “pigeon deaths”

Pls.’ Rejoinder:   (research OR stud! OR “in vivo”) AND pigeon AND (death! OR dead OR die!  OR dying)

Request For Production No. 5:  [TL06REQ 46]  All documents referring or relating to anti-slip coating methods of any kind.
Defs.’ Proposal:  “anti-slip coating methods”

Pls.’ Rejoinder:  (anti-slip OR antislip OR “anti slip”) AND (method! OR application! OR process!)

Request For Production No. 6:  [TL06REQ 47]  All documents linking ammonia to unusual odor in humans or animals.  
Defs.’ Proposal:  ammonia AND (“unusual odor” w/10 (humans OR animals))

Pls.’ Rejoinder:  (ammonia! OR NH3) AND odor AND (human! OR animal!)

Request For Production No. 7:  [TL06REQ 48]  All documents referencing or relating to scientific studies on the effect of ammonia fumes on human health.
Defs.’ Proposal:  “scientific studies” AND “ammonia fumes” AND (human w/10 health)

Pls.’ Rejoinder:  (stud! OR research OR scien!) AND ((ammonia! OR NH3) w/20 fume!) AND health 

Request for Production No. 8:  [TL06REQ 49]  All documents created between 1962 and 1999 referencing or including warnings or draft warnings used in the United States.  

Defs.’ Proposal:  (warnings OR "draft warnings") AND "United States" and ([DOCUMENT DATE (METADATA FIELD)] > 1961 AND [DOCUMENT DATE (METADATA

FIELD)] < 2000)

Pls.’ Rejoinder: (draft! w/5 warning!) AND ((1962 OR 1963 OR 1964 OR 1965 OR 1966 OR 1967 OR 1968 OR 1969 OR 197! OR 198! OR 199!) OR  ([DOCUMENT DATE (METADATA FIELD)] > 1961 AND [DOCUMENT DATE (METADATA FIELD)] < 2000))

Request for Production No. 9:  [TL06REQ 50]  All documents that refer or relate to a report to the U.S. Food and Drug Administration concerning adverse events

Defs.’ Proposal:  “adverse events” AND report AND “Food and Drug Administration”

Pls.’ Rejoinder:  adverse w/3 event! AND (report OR Medwatch) AND (“Food and Drug Administration” OR FDA OR “F.D.A.”)

Request for Production No. 10:  [TL06REQ 51]  All documents referencing or regarding lawsuits involving claims related to memory loss.

Defs.’ Proposal: (lawsuits OR “tort claims”) AND “memory loss”

Pls.’ Rejoinder:   ((memory w/2 loss) OR amnesia OR Alzheimer! OR dementia) AND (lawsuit! OR litig! OR case OR (tort w/2 claim!) OR complaint OR allegation!)
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