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MOTION TO PRECLUDE CLIAMANT’S WITNESS, DR. SANDER LEVINSON, MD, FROM OFFERING TESTIMONY REGARDING CAUSATION


I.

Introduction and Procedural History


Timothy Scott (“claimant”) has lung cancer.  He filed a Claim Petition against his last employer, Hoeganaes Corp. (“Hoeganaes”) alleging that “harmful chemicals and heavy metals caused cancer and disability”. 

Claimant worked at Hoeganaes for three years, until he underwent lung surgery on or about November 21, 2002.  (See Exhibit A, page 2).  There is no dispute that claimant has adenocarcinoma of the lung.  There is no dispute that claimant was exposed to elemental nickel at work.

In support of his Claim Petition, claimant deposed Dr. Arnold Kolb on August 25, 2003.  Dr. Kolb offered no opinion on the issue of whether claimant’s cancer was related to his exposure to nickel.  (See Exhibit B).  Dr. Kolb noted that the relationship between cancer and elemental nickel was not clear, and although some animal studies point to elemental nickel as carcinogenic, there have been no definite similar findings in human populations.  (See exhibit B, and the exhibit attached thereto at exhibit 5).

Claimant’s primary treating physician is Dr. Linda L. Granath, MD.  Commenting on her review of another doctor’s efforts to find a link between nickel and cancer, Dr. Granath noted: “He (other doctor) did find a study from 1990 that showed that nickel did cause cancer in rats.  As far as I know, it has never been proven in humans, nor has that one study been reproduced”…”….frankly, I have no information on either the role of nickel in the development of cancer or in what is considered normal blood nickel levels.”  (See Exhibit C).

Claimant consulted with an oncologist, Dr. Francis Powers, MD.  Dr. Powers noted in his consultation report that “His (claimant’s) high nickel levels are certainly worrisome.  However, there is no documentation that I know of to suggest that nickel itself is carcinogenic in humans”.  (See Exhibit D).

Unable to obtain an opinion from Drs. Powers, Kolb and Granath that elemental nickel causes cancer in humans, claimant’s counsel scheduled the deposition of Dr. Sander J. Levinson for October 14, 2003.  On October 9, 2003, claimant’s counsel unilaterally and without explanation cancelled the deposition of Dr. Levinson, and as of this date, said deposition has not been rescheduled.  However, claimant’s counsel has advised that he still intends to present Dr. Levinson’s testimony.


Dr. Levinson is a Board-certified pulmonologist.  His curriculum vitae is attached as Exhibit E.  Dr. Levinson issued only one report in this case, and that report is attached hereto as Exhibit F.

Based on his report, Dr. Levinson intends to testify that:

It is well established that nickel and nickel compounds is (sic) carcinogenic and has been associated with the increased likelihood (sic) and development of lung cancers.  It is my opinion that this exposure and inhalation of nickel and nickel compounds have lead (sic) to toxic levels of nickel in his body and this has been a significant contributing factor to his development of his carcinoma of the lung requiring surgery on 11/21/02.  (See Exhibit F, page 4).

Claimant’s counsel has not identified or disclosed any intent to present testimony from any other physician, epidemiologist or biochemist.

Hoeganaes Corporation, through its attorneys of record, The Chartwell Law Offices, LLP, now files this Motion to preclude claimant’s witness, Dr. Sander Levinson, MD, from offering testimony regarding causation based on Frye v. United States, 293 F.1013 (D.C. Cir. 1923) and its progeny.

II. Relevant Case Law

In the landmark case of Frye v. United States, 293 F. 1013 (D.C. Cir.1923), the following principle was established:

Just when a scientific principle or discover crosses the line between the experimental and demonstrable stages is difficult to define.  Somewhere in this twilight zone the evidential force of the principle must be recognized, and while courts will go a long way in admitting expert testimony deduced from well-recognized scientific principle or discovery, the thing from which the deduction is made must be sufficiently established to have gained general acceptance in the particular field in which it belongs.


The Frye standard remains the law in Pennsylvania and is strictly applied.  Commonwealth v. Topa, 421 Pa. 223, 369 A.2d 1277, 1281 (1977).  Under this standard, the test for admissibility of scientific evidence is one of “general acceptance”.  That is, scientific evidence is admissible only if it is based on principles generally accepted as valid by the scientific community.


In Commonwealth v. Crews,   Pa.  , 640 A.2d 395 (1994), the Supreme Court of Pennsylvania acknowledged that expert opinions and theories must be based upon scientific principles which are generally accepted in the medical community and that failure to meet that threshold renders the opinions inadmissible.  Expert opinions that are not based on principles that are generally accepted are inadmissible as a matter of law in Pennsylvania.  Commonwealth v. Dunkle, 602 A.2d 830 (Pa. 1992); Commonwealth

v. Nazarovithc, 496 Pa. 97, 436 A.2d 170 (1981).


In essence, Frye prevents basing a decision on “the fanciful creations of a renegade researcher… (while it) allows a scientist to testify as to new conclusions which have emerged during the course of properly conducted research” (See Dissenting Opinion of Judge Cappy, Blum v. Merrell Dow Pharmaceuticals, Inc, 705 A.2d 1314 (Pa. Super. 1997).
III.
Dr. Levinson’s Fund of Knowledge, Conclusions, and Methodology

Hoeganaes subpoenaed the complete file of Dr. Levinson.  Before authoring his March 22, 2003 report, Dr. Levinson’s file contained no articles, book chapters, or other reference materials, and contained no citations to any medical or scientific sources.  


According to Dr. Levinson’s CV, he has never published on the issue of the role, if any, of nickel in causation of lung cancer, and his CV reports no presentations or experience specifically on the topic.  In fact his CV includes reference to only two publications; one published 31 years ago and one 25 years ago.


Dr. Levinson has not disclosed any authority or support for his conclusion that nickel is a carcinogen or has been proven to significantly contribute to the causation of lung cancer.  His report cites no articles, treatises, studies, or empirical results.  His report makes no reference to his observations in similar cases, and in fact, never even suggests that Dr. Levinson has ever encountered the issue of cancer and its relationship, or lack thereof, to elemental nickel.  

His report cites no controlled studies, no human studies, and no animal studies involving inhalation of elemental nickel.  Dr. Levinson provides absolutely no basis for Your Honor to conclude that his opinion that elemental nickel causes cancer via inhalation in humans is generally accepted in the scientific community.  He offers not even a hint of evidence to suggest what scientific methodology he used to form his novel idea that inhalation of elemental nickel in humans causes lung cancer.  It is respectfully submitted that this is due to two simple facts: 1) The scientific community does NOT accept the notion of such a causal relationship; and 2) He used no acceptable methodology to support his speculative and irresponsible hypothesis.

In evaluating the methodology used by an expert to determine if it meets the Frye standards, it must be recalled that:  “Scientific methodology today is based on generating hypotheses and testing them to see if they can be falsified; indeed, this methodology is what distinguishes science from other fields of human inquiry”.  Daubert v. Merrell Dow Pharmaceuticals at 509 U.S. 593 (1993).

Stated differently, the scientific method is a method of research in which a problem is identified, relevant data are gathered, a hypothesis is formulated from these data, and the hypothesis is empirically tested.  Within the meaning of the definition of the scientific method, “empirical” means “provable or verifiable by experience or experiment”.  Key aspects of the scientific method include the ability to test or verify a scientific experiment by a parallel experiment or other standard of comparison (control) and to replicate the experiment to expose or reduce error.   Trach v. J. Fellin and Thrift Drug, et al, ___A.2d.___, (Pa. Super. 2002 at p. 11).

Dr. Levinson’s 65 word opinion and analysis of the causation issue is replete with misstatements.  He opened his comments with the statement:


“It is well established that nickel and nickel compounds is (sic) 
carcinogenic...”


While it is true that some literature suggests that some nickel compounds have been linked to some forms of cancer in some laboratory animals when administered at certain concentrations and via certain means of exposure, there is absolutely no scientific evidence to suggest that “nickel” is “carcinogenic”.  

Dr. Levinson departed from anything resembling generally accepted principles of science by lumping “nickel” and “nickel compounds” together and pretending they behave similarly.  His opinion is akin to saying that “carbon dioxide” and “carbon monoxide” can be lumped together and ascribed the same toxicological characterizes
 because they both contain the word “carbon”.  Analysis of the legal competency of Dr. Levinson’s opinions must start with an understanding of the difference between “nickel” and “nickel compounds”, a difference apparently unknown to Dr. Levinson.

There are only 88 “Group 1” carcinogens to humans.  These are the substances that are known to cause cancer in humans.   Attached as Exhibit G is the list.  Nickel is not on it.


There are 236 “Group 2 B” substances, and these are the substances listed as “Possibly Carcinogenic”.  Nickel is on this list, as are coffee, engine exhaust, and traditional Asian pickled vegetables.  The list is attached as Exhibit H.


Dr. Levinson was unequivocally wrong in proclaiming that “it is well established that nickel…is a carcinogen”, and more importantly, he provided no basis to prove that his theory is generally accepted in the scientific community.  

Dr. Levinson next proclaimed that: “It is my opinion that this exposure and inhalation of nickel and nickel compounds have lead (sic) to toxic levels of nickel in his body and this has been a significant contributing factor to his development of his carcinoma of the lung requiring surgery on 11/21/02”.  In this statement, Dr. Levinson builds upon his initial errors (nickel can be lumped in with nickel compounds and nickel is a carcinogen) and adds a few new unfounded notions: “toxic levels” of nickel in claimants’ “body” significantly contributed to his carcinoma.


Again, Dr. Levinson cites no source or authority for the notion of what a “toxic” level of nickel is, how that level can be found in a person’s “body”, and what relationship exists between such levels, if any, and cancer.  He references no articles, texts, treatises, reports, studies, methodologies, tests, or observations to provide any indicia that his novel theories are generally accepted in the relevant scientific community.  

Claimant’s counsel apparently expects Your Honor to accept Dr. Levinson’s opinions as a matter of credibility.  However, the issue of Dr. Levinson’s credibility cannot be reached in this case, because Dr. Levinson’ theory that elemental nickel inhalation causes cancer in humans has not been proven to be generally accepted in the scientific community.  His testimony is legally incompetent and must be prohibited from entering the evidentiary record consistent with the holding of Frye and its progeny.
IV. Summary of Scientific Evidence on the Relationship Between Elemental Nickel and Cancer


Attached is a compilation of the articles on the topic exchanged by the parties to date in discovery.  (Exhibit I).  These studies can be summarized by saying that insoluble nickel compounds and elemental nickel are not sufficiently associated with lung cancer to draw a valid conclusion on causation in humans.  Certain nickel compounds, none of which are at issue in this case, have been linked to cancer in some conflicting studies of animals.  There is no study concluding that exposure to elemental nickel by humans via inhalation causes cancer.  An excellent summary of the issue has been prepared by OSHA, and is attached as Exhibit J.

The Frye test directs: "[a]dmissibility of the evidence depends upon the general acceptance of its validity by those scientists active in the field to which the evidence belongs." Topa, at 1281 (emphasis in original). The Topa court explained the underlying rationale for this standard: 
The requirement of general acceptance in the scientific community assures that those most qualified to assess the general validity of a scientific method will have the determinative voice. Additionally, the Frye test protects prosecution and defense alike by assuring that a minimal reserve of experts exists who can critically examine the validity of a scientific determination in a particular case. Since scientific proof may in some instances assume a posture of mystic infallibility in the eyes of a jury of laymen, the ability to produce rebuttal experts, equally conversant with the mechanics and methods of a particular technique, may prove to be essential.
Topa, at 1282 (quoting United States v. Addison, 498 F.2d 741, 744 (D.C. Cir. 1974)).

In Blum v. Merrell Dow, parents brought suit against the manufacturer of the prescription drug Bendectin, alleging the mother's use of the drug during pregnancy led to their child's birth defect. A jury found in favor of the Blums, awarding damages totaling over $24 million. The trial court denied Merrell Dow's motion for judgment notwithstanding the verdict but the decision was reversed on appeal; the Court holding the trial court abused its discretion in admitting certain scientific expert testimony on causation.  The Court in Blum recognized that:
…admissibility requires both the causal relationship and the methodology to be generally accepted by the scientific community. Id., at 1322; see also Blasioli, at 1119 (both the theory and technique underlying novel scientific evidence must be generally accepted by the relevant scientific community). The trial court in Blum was presented with epidemiological evidence, statistical probabilities and animal studies with no corroborating human data, but the expert produced no published epidemiological studies showing a statistically significant relationship between the drug and birth defects. The expert arrived at his conclusions by recalculating published data, and none of the conclusions of plaintiffs' experts were ever published or otherwise subjected to critical peer review. The trial court, while recognizing the unorthodox nature of plaintiffs' expert testimony, expressed confidence in the power of cross-examination to expose testimony that is unreliable or incredible. On appeal, we rejected the trial court's rationale, finding the plaintiffs did not meet their burden of showing their experts' reasoning and methodologies were generally accepted in the relevant scientific communities. We reasoned: 

[I]n dealing with complex scientific theories, cross-examination is not the appropriate tool to test the speciousness or accuracy of the expert's testimony where the evidence on which that testimony is based is not deemed reliable.... [T]he judge as gatekeeper decides whether the expert is offering sufficiently reliable, solid, trustworthy science. The question is: is the science good enough to serve as the basis for the jury's findings of fact, or is it dressed up to look good enough, but basically so untrustworthy that no finding of fact can properly be based on it. If the latter is true, the integrity of the trial process would be tainted were the jury to consider it.

It is beyond question that claimant and Dr. Levinson have failed to prove that the notion that elemental nickel inhaled by humans causes cancer has been generally accepted in the scientific community.  It is equally clear that the US Government and its agencies have studied the issue and have been unable to establish such causation.


Accordingly, Your Honor should rule that claimant has failed to meet the burdens implicit in presenting novel scientific theories, and rule that Dr. Levinson may not offer testimony on the causation of claimant’s lung cancer.  
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� Copies of these publications were requested from Dr. Levinson’s office, but were apparently not available.  Thus far, these articles have not been located.


� Carbon dioxide is an inert gas that is vital to plant photosynthesis and that people exhale when they breathe.  Carbon monoxide is a toxin produced by the incomplete combustion of the fossil fuels – gas, oil, coal and wood used in boilers, engines, oil burners, gas fires, water heaters, solid fuel appliances and open fires, and poisons by entering the lungs via the normal breathing mechanism and displacing oxygen from the bloodstream. 





� Of the 88 known human carcinogens, about 60 are contained in cigarette smoke.  Claimant was a smoker.  See Exhibit F).


� Many colorings and dyes are also on the list.  Claimant worked for 13 years in the fabric dying industry.  See Exhibit A).
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