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I  SUMMARY

The staff of the State Medical Board (Staff/Board), Petitioner, brought a disciplinary action against Andrew William Campbell, M.D., Respondent, a licensed Texas physician.


The basic dispute in this hearing was whether Dr. Campbell had properly diagnosed, treated, and billed a group of nine patients for symptoms and illnesses allegedly caused by exposure to toxic chemicals or molds.
  Specifically, Staff alleged that Dr. Campbell had:


•
failed to practice medicine in an acceptable manner consistent with public health and welfare,


•
prescribed or administered a drug or treatment that is non-therapeutic,


•
committed unprofessional or dishonorable conduct likely to deceive, defraud, or injure the public,
 and


•
submitted a bill for a treatment that Dr. Campbell knew was improper, unreasonable, or medically or clinically unnecessary.


Staff  seeks an order to revoke or suspend Respondent’s medical license and to assess against Dr. Campbell the costs of the administrative hearing.


The Administrative Law Judges (ALJs) find that Dr. Campbell violated these provisions of law.  We recommend suspension with a period of probation and supervision.  We make our recommendation in light of the aggravating and mitigating factors of the Board’s disciplinary guidelines.
  We find no legal or factual basis for imposing the costs of the hearing (other than the costs of transcription) as a disciplinary sanction.

II.  PROCEDURAL HISTORY, NOTICE, AND JURISDICTION


On May 17, 2004, Staff filed its notice of hearing.  The hearing on the merits was scheduled for August 2-13, 2004.  Over the next eighteen months, the parties filed unopposed motions for continuance, each of which was granted.  On December 28, 2005, the ALJs issued an order adopting the parties’ agreed proposed scheduling plan, including a date for the hearing on the merits.  A prehearing conference was held on January 25, 2006.  The hearing on the merits was convened on April 18, 2006, and was adjourned on April 28, 2006.


In a post-hearing telephonic conference on May 26, 2006, the parties agreed to a briefing schedule.
   The administrative record was closed on August 11, 2006.
  Neither party contested issues of notice or jurisdiction over this dispute.  Those issues will be addressed solely in the Findings of Fact and Conclusions of Law.

III.  OVERVIEW OF THE PARTIES’ POSITIONS

A.
Dr. Campbell

Dr. Campbell is a board-certified family practitioner who practices exclusively in the area of clinical immunotoxicology.  In that practice, Dr. Campbell treats patients whom he believes have been affected by toxic substances.
  Among these toxic substances are molds and chemicals.  Dr. Campbell orders highly specialized blood tests, many of which are available only through ImmunoSciences Laboratory (ISL) of Los Angeles, California, to determine exposure to these substances.  Dr. Campbell also orders and performs tests to determine the presence of neurological injuries or disorders.  His treatments for these diagnosed conditions include Sporanox, a prescription medication for fungal infections, and infusions of intravenous immunoglobulin (IVIg), a refined human blood product.  Dr. Campbell contended that his treatments are safe and effective in the relief of his patients’ somatic and cognitive problems.

B.  
Staff


Staff’s positions are:


1.
Dr. Campbell’s practice is without medical or scientific support.


Staff contended that no medical or scientific link exists between mold, mold byproducts, or toxigenic molds
 and human illness to support Dr. Campbell’s decisions for diagnosis or treatment of his patients.  Although Staff concurred that some molds have been identified as pathogens, Staff argued that the list is highly limited.  In addition, Staff contended that mold causes few clinically significant symptoms or illnesses. Finally, Staff contended that “toxigenic mold exposure” is not a diagnosis commonly recognized in medicine.


2.
Dr. Campbell’s diagnostic testing is inappropriate, excessive, and not within the standard of care.


Staff contended that many of the blood tests used by Dr. Campbell are ineffective.  Staff had particular criticisms of the tests performed by ISL to determine exposure to mold.  In addition, Staff argued that the number and costs of the tests ordered by Dr. Campbell were excessive.  Also, Staff alleged that few of the tests used by Dr. Campbell were within the standard of medical care.  Finally, Staff asserted that Dr. Campbell’s testing relied on procedures or testing conditions that could not produce reliable diagnostic information.


3.
Dr. Campbell’s treatment of his patients is not within the standard of care.


Staff argued that Dr. Campbell’s reliance on Sponanox and IVIg was not within the standard of care.  Sporanox, Staff contended, is appropriate in some cases of fungal infection, none of which were present in the nine cases in this proceeding.  Staff asserted that IVIg has no application in the treatment of any of the types of alleged conditions that Dr. Campbell diagnoses in his patients.  Staff claimed that the use of these treatments is unnecessary, ineffective, and overly expensive.


4.
Dr. Campbell’s billing practices were inappropriate and excessive.

Staff argued that Dr. Campbell’s documentation of his patient contacts was inadequate, that he overbilled patients for office visits, that his average charge of about $10,000 for an initial patient visit was unsupportable, and that his diagnostic and treatment charges were inappropriate based on the lack of medical support for the types of diagnostic tests ordered and treatment prescribed.

IV.  BACKGROUND TO THE FILING OF THE COMPLAINT
A.
Dr. Campbell


Dr. Campbell is a 1974 graduate of the Universidad Autonoma de Guadalajara, Mexico, School of Medicine.  He completed a three-year residency in family medicine at the Medical College of Georgia in 1981and has been in private practice for the past twenty-five years.


Dr. Campbell holds a diplomate from the American Board of Family Medicine and from the American Board of Forensic Examiners, and he is a fellow of the American Academy of Family Physicians. Dr. Campbell is a member or officer in a variety of medical professional associations, including the American Academy of Clinical Toxicology, the American Academy of Environmental Medicine, the American Association of Immunologists, and the American College of Occupational and Environmental Medicine.  He has served as a consultant to the Centers for Disease Control.  From 1993 to 1998, Dr. Campbell was a member of the faculty at the University of Texas Health Science Center in Houston at which he taught physical examination.


Dr. Campbell has been the primary or contributing author in more than four dozen articles or chapters of texts on medical topics, many on the subject of human toxicologic responses and immunological disease.  He has presented over sixty lectures on similar topics.  Dr. Campbell has served as the chairman of the board of trustees of Sam Houston Memorial Hospital (Houston), was a founder of the St. John Vianney Clinic for the Indigent (Houston), and served as a member of the executive committees of the Texas Academy of Family Physicians, the Georgia Academy of Family Physicians, and the Medical College of Georgia.  


From 1985 to 1995, Dr. Campbell received the American Medical Association’s Physician’s Recognition Award in Continuing Medical Education, and in 1994 received a Consumer’s Choice Award as one of fifteen outstanding physicians in Harris County.  He serves as a member of the medical staff of Memorial City Medical Center (Houston), Spring Branch Medical Center (Houston), and South Texas Health Care System (Harlingen).


While practicing medicine in Georgia, Dr. Campbell began to treat health problems caused by exposure to agricultural insecticides, pesticides, fungicides, and fertilizers. When he moved to Texas in 1985, he continued his practice in the area of immunologic and toxicologic diseases.  His referral sources were other physicians, the Department of Defense, the National Institutes of Health, the Department of Labor, the National Institutes of Dental Research, environmental engineers, attorneys, and state and local health departments.  His medical experience led him to become involved in medical research, lecturing, and publishing in the field.


Dr. Campbell maintains an office in Spring, Texas, a northern suburb of Houston near the Houston Intercontinental Airport.  He employes about fifteen to twenty persons, including a receptionist, office manager, nurses, and insurance billing personnel.


Dr. Campbell’s intake procedure is unusually thorough and may last for a period of four hours.  During this process, Dr. Campbell or his staff reviews the patient’s medical and surgical history, pharmacological history, work history, and history of exposure to mold and toxic substances.  His patients are required to submit all prior medical records or to authorize the release of their medical records by their current or former treating physicians.  Each patient is given a physical examination, including a neurological evaluation. 


Dr. Campbell relies on blood tests, including those typically ordered by primary care physicians, as well as some highly specialized tests available by only a few testing laboratories in the United States.  Dr. Campbell uses these specialized tests to determine whether his patients have developed antibodies for a variety of potential antigens.  These tests attempt to identify the presence of IgG, IgA, IgM, and IgE antibodies
 for specific molds, chemicals, bacteria, and other substances.


 In addition, if Dr. Campbell suspects that a patient may have suffered nerve damage or may have a tumor that is affecting the nervous system, then he may order neurophysiological studies. These may include an electroencephalogram (EEG), a brain stem auditory evoked potential (BAEP), brain stem auditory evoked response (BAER), a visual evoked potential (VEP), a visual evoked response (VER), a color blindness test, a somatosensory evoked potential (SSEP) test, or a nerve conduction velocity test (NCV).
  Dr. Campbell may conduct a pulmonary function test (PFT).


At the conclusion of the first patient meeting but before any non-office testing is ordered, Dr. Campbell meets with the patient to outline the scope of his initial assessment of his or her medical condition, his recommendations about the need for further testing and possible treatment, and the total projected costs.
  Patients may ask additional questions and decide whether to agree to proceed immediately or to consider their options further.


If the patient agrees to proceed, then Dr. Campbell schedules the tests as soon as possible.  Tests are usually completed within three or four weeks of the initial patient meeting.  Dr. Campbell makes a diagnosis based on his review of all of the information available to him, including previous medical records, physical examination, and test results.  Dr. Campbell then meets with the patient again and gives his diagnosis and treatment recommendations.
  Dr. Campbell’s treatment options include the use of IVIg.
 


According to Dr. Campbell, IVIg has been an effective antidote to inflammation associated with pathological exposure to molds.  Dr. Campbell reports restoration of neurological health and memory.  According to Dr. Campbell, the IVIg treatments permit his patients to lead productive lives.

B.
Staff’s Investigation and Complaint


On May 11, 2004, Staff filed its original Complaint with SOAH, and on December 7, 2004, filed an Amended Complaint.  The Amended Complaint listed Staff’s approximately 20 overlapping factual allegations and nine overlapping legal contentions about Dr. Campbell’s treatment of the nine patients.

V.  GUIDE TO EXPERT WITNESSES AND REPORTS
A.
Areas of Testimony


The expert witnesses that testified in the hearing for the parties were:

	TABLE I

STAFF’S EXPERT WITNESSES

	Expert
	Area of Testimony
	CV

Exhibit

No.
	Testimony in Transcript
	Report Relating to Patients

 (Exhibit No.)

	Robert L. Jacobs, M.D.

	Internal medicine; allergy and immunology
	C-20B
	Tr. I at 70-261

Tr. II at 268-350
	“All patients” (C-20B)

	Richard Senelick, M.D.

	Neurology
	C-20A
	Tr. III at 524-776
	AT, MT, MS, JS, KA, TA, GF, CB (C-20A)

	Leon L. Blount, C.P.A.

	Health care reimbursement
	C-20C at 61-65
	Tr. IV at 781-913
	All patients (C-20C)

	Gary N. Gross, M.D.

	Internal medicine; allergy and immunology
	C-20D
	Tr. II at 351-516
	MT, AT, MT2 (C-2); LA, TA, JS (C-5)


	TABLE II

DR. CAMPBELL’S EXPERT WITNESSES

	Expert
	Area of Testimony
	CV

Exhibit

No.
	Testimony in Transcript
	Report Relating to Patients

 (Exhibit No.)

	Andrew Campbell, M.D.

	Immuno-toxicology
	R-1
	Tr. VI at 1063-1294
	GF, TA, KA, JS, MS, MT, MT2, AT, and  CB (R-1)

	Michael Gray, M.D.

	Environmental and occupational medicine
	R-2
	Tr. VII at 1311-1448
	No written report

	Jack Thrasher, Ph.D.

	Human cellular biology
	R-3
	Tr. VIII at 1495-1658
	No written report

	Kaye Kilburn, M.D.

	Environmental medicine
	R-4
	Tr. V at 958-1058
	No written report

	Alfred Johnson, D.O.

	Allergy and environmental medicine
	R-5
	Tr. VII at 1449-1485
	No written report

	Nina Immers

	Office procedures; billing and coding
	– 
	Tr. IX at 1663-1720
	No written report


B.
The Role of Expert Witness Challenges in this Proceeding


Staff challenged the expert status of many of Dr. Campbell’s witnesses based on the holdings in recent decisions by the Supreme Courts of the United States and Texas.  The appellate courts require the trial courts to function as gatekeepers in determining the admissibility of expert testimony.  The United States Supreme Court’s decision in Daubert v. Merrell Dow Pharmaceutical, Inc.
 set that requirement in 1993, and the holding was adopted (and expanded) by the Texas supreme court in E.I. duPont v. Robinson
 in 1995 and in Merrell Dow Pharmaceuticals v. Havner

 in 1997.
  Staff challenged the witnesses’ qualifications, the reliability of their opinions,
 and the admissibility of their testimony and reports.


We permitted all of Dr. Campbell’s witnesses to testify.


We admitted the testimony because we wished to consider as much admissible evidence as possible about the underlying facts that surround this dispute.  Although Staff’s challenges had some merit, we concluded that the benefit of allowing the testimony was far greater than the risk associated with the admission of allegedly meritless opinion.  Further, there is a substantial history to the debate within the medical and scientific communities about the relationship between human health problems and exposure to mold and toxic chemicals.  The information that underlies that debate was relevant to this proceeding.  The exclusion of Dr. Campbell’s witnesses would have deprived the ALJs and the Board a balanced view of these issues in their evaluation of Dr. Campbell’s billing, diagnosis, and treatment of his nine patients.


After having reviewed the record, we find much of the testimony presented on behalf of Staff more compelling than that presented on behalf of Dr. Campell.  For example, the testimony of Dr. Senelick, the only neurologist who appeared in the hearing, was particularly helpful in sorting out the question of whether toxins play a role in neuropathy.  The testimony of Dr. Jacobs and Dr. Gross, two board-certified allergists, was helpful in understanding the spectrum of human pathology in response to mold and chemical toxins.  In listing these witnesses, we also acknowledge the testimony of Dr. Kilburn, whose scholastic and research background was most impressive.  Dr. Kilburn provided a perspective on the history of the disputes in this area of research, as well as a status report on the scientific tasks that remain. 


The focus of this hearing was determine whether the billing, diagnoses, and treatments associated with these nine patients met a legal standard of professional action.  After weighing that evidence, we found in favor of Staff and against Dr. Campbell based upon the preponderance of the evidence.

VI.  ANALYSIS: EXAMINATION, DIAGNOSIS, TREATMENT 

CONCERNING MOLD-RELATED ILLNESSES


The parties presented expert testimony in the disciplines of science and medicine. The primary scientific issue was whether conclusive research has shown that toxigenic molds cause neuropathic symptoms and illnesses.  The primary medical issues in this hearing were: (1) what tests are effective in diagnosing mycotoxigenic symptoms and illnesses, and (2) what medications are effective in the treatment of these same symptoms and illnesses.  Related to these scientific and medical issues was the primary legal issue of whether these diagnoses and treatments are within the standard of medical care.


The witnesses had fundamental disagreements on many of the underlying facts.  For example,  with respect to the scientific issues, the parties disagreed whether particular types of scientific research had produced legitimate outcomes, whether some of the scientific reports had even been published, and whether the research had been compromised by failure to maintain records as required for peer-reviewed studies.


The medical issues proved to be no less thorny.  The parties disputed the efficacy of using prescription medications for off-label treatment of neurological symptoms, the utility of using emerging laboratory diagnostic tests, and the benefits of relying on neurological testing equipment no longer recommended by the American Academy of Neurology.
  


The parties’ disputes on the legal issues focused on the credibility of the expert witnesses based on the factual differences in their medical experiences.  For example, Dr. Campbell characterized his own practice as treatment of patients with whom other physicians have had no success.
  In his closing written argument, he criticized the opinion of Staff’s expert, Dr. Jacobs, because Dr. Jacobs’ experience was limited to “classic allergy [in which he sees patients who] come for the primary [treatment] of asthma, allergic nasal problems[,] and allergic skin disorders.”
  A similar approach was used by Staff in its criticism of Dr. Campbell’s reliance on recent scientific studies, as contrasted with the values shared by Staff’s panel of traditional physicians.  This dichotomy of “classic medicine” versus “cutting edge science” pervaded this proceeding.


This PFD does not choose between schools of thought or between disciplines.  In making our recommendation, we have relied upon the facts that were proved by the preponderance of the evidence.

A.
Can Molds Create Human Health Problems?

Research has identified a number of types of molds that are capable of causing symptoms, illnesses, and death.
  Research has also identified the methods by which some molds cause human health problems.  Those methods vary widely and may depend upon the inherent properties of the molds themselves, their byproducts (including toxins that they may produce), and the sensitivities of the individuals who are exposed to them.  Dr. Jacobs organized these types of health problems into six “tiers” or categories that describe a wide range of means by which molds may adversely affect human health.

B.
What Are Toxigenic Molds, and What Potential Harm Do They Present to Human Health?


Among the hundreds of thousands of molds in the biosphere, some number produce mycotoxins.
  Molds suspected of being toxigenic include Penicillium, the Aspergillus organisms,
 Cladosporium, Alternaria, and Stachybotrys chartarum.
  The parties did not agree whether these organisms were properly classifiable as toxigenic.


Dr. Campbell’s witnesses’ testimony was that these mycotoxins caused neurologically-specific symptoms
 that could be alleviated by the accurate diagnosis and treatment of mycosis.
 


Although Dr. Campbell’s witnesses’ opinions on this issue were consistent, the bases of their opinions were not.  Dr. Gray’s opinion was based on laboratory reports about post-mortem pathology specimens obtained from the body of one patient.
  Dr. Kilburn’s opinion was based on his studies about the similarities between effects of chemical poisoning and mycotoxins.
  Dr. Johnson reached his conclusions based on his observation that other physicians “frequently overlook common things like gamma globulin deficiency” and render inappropriate treatments that are “totally wrong and a lot of money’s wasted and the patient’s health has gotten worse.”
  Dr. Campbell’s opinion was based on his considerable experience and his research.


However, the evidence to the contrary was substantial.  Dr. Gross, board-certified in internal medicine, allergy, and immunology, as well as a clinical professor of medicine, acknowledged that mold exposure may cause allergic reactions, upper or lower respiratory reactions, or hypersensitivity pneumonia, but “the many symptoms and illnesses that have been attributed to mold have never been shown scientifically to be a causal relationship.”
  Dr. Jacobs’ review of the literature caused him to reach those same conclusions.


We also note this subject matter has been the subject of recent court review.  In 2002, the Austin court of appeals upheld a trial court’s exclusion of evidence about the toxic effects of mold because the effects “were not sufficiently established in the scientific community.”
   In 2006, the California court of appeals approved a trial court’s ruling that “ . . . even if the presence of spores is assumed, [appellants] cannot present competent or generally accepted scientifically evidence establishing the presence of mycotoxins from such spores” and “ . . . plaintiffs cannot present competent or reliable evidence of a causal connection between the presence of mold spores and any adverse affect [sic] on living things such as [appellants].


Although we do not adopt Dr. Campbell’s witnesses’ testimony on the subject of the potential threat of molds to human health, we do not regard their testimony as false or hold that their views are unworthy.  Instead, we find that the evidence presented by Staff was more credible because, in part, it was based on the particular complaints and symptoms of the nine patients who were the subject of the Amended Complaint.

C.
Is the Use of Antibody and Myelin Basic Protein Testing to Confirm That a Patient Has Been Exposed to Toxigenic Mold or to a Mycotoxin Within the Standard of Care?


1.
Antibody Testing


Proper diagnostic testing may include an assessment of a patient’s environment.
   Once the presence and types of mold have been identified, then a physician may evaluate the patient’s body for responses to the exposure.  In examining individual human responses, a physician may test a patient for antibodies in response to mold.


However, virtually all humans are exposed daily to molds, and mold antibodies persist in the blood for months after exposure to an antigen.
   In addition, the daily exposure to molds results in the restimulation of antibodies.
  Thus, routine blood serum testing would not be a primary means for assessing a patient’s exposure to mold.
 


In addition, even if the antibody tests were used, the U.S. Food and Drug Administration (FDA) has not established minimum or maximum limits for serum test results on mold-related antibodies.
  Instead, some testing laboratories, including ISL, have established their own standard ranges.  Thus, although the test results may accurately reflect both the presence and levels of mold-related antibodies in a patient’s blood, no governmentally accepted standards have been established to determine whether the results are within or outside acceptable limits.  Similarly, no standards have been established for testing the presence of mycotoxins through serological assay.


Dr. Kilburn appeared to have the most complete understanding of the status of these tests in the scientific community.  Although he was satisfied that the assays were reliable, he explained that more work was needed to confirm the strength of the association between levels of the antibodies and conclusions about the probability of health impairment.  He explained that “we still don’t have all the answers that we’d like to have as to when it [exposure] becomes a probability instead of a possibility.”
  He went on to assert that he and his colleagues are

 . . . new in this [area of research].  And I suspect that another several years, maybe three or four, with what Dr. Strauss and his team are doing, that we’ll have answers to some of these things, in other words, better correlations with what absolute levels and changes in serum antibodies to molds and mycotoxins mean, as compared to levels of mycotoxin in the atmosphere, on the surfaces, and in the body, essentially in the serum, but perhaps urine, perhaps saliva of the patients.


The ALJs do not conclude that antibody testing is meaningless or useless.  For example, atypically high levels of antibody responses are generally found in patients with true mold infections or with hypersensitivity pneumonia resulting from the inhalation of large quantities of mold over long periods of time.
  However, for mold antibodies to be considered significant, they must be found at very high levels in the body.
  Thus, to rely upon antibody testing–at its substantial cost to the patient and insurers–in the absence of testing first for other, more probable causes of illness and without established ranges of values, is not within the standard of care.


2.
Myelin Basic Protein Testing


Dr. Campbell testified that he uses myelin basic protein testing to determine the presence of neurological damage, particularly with respect to peripheral neuropathy.  His hypothesis is that mycotoxins (or other chemical agents) cause nerves to undergo the loss of myelin, the biochemical insulator that permits nerves to operate.  Dr. Campbell testified that he was attempting to determine if his patients’ apparent peripheral neuropathic symptoms could be confirmed by verifying the existence of ongoing inflammatory processes.  To make that correlation, Dr. Campbell obtains laboratory reports on the presence of myelin antibodies in a patient’s blood.


Dr. Senelick, the only board-certified neurologist to testify at the hearing, stated that myelin basic protein testing had “no validity within the neurological community” in confirming peripheral neuropathy or in determining the presence of any neurological disease in general.
  He characterized myelin basic protein testing as “a meaningless blood test . . . for neurologic disorder[s]” that is without “any known significance” and that “doesn’t correlate with anything [pertaining to] . . . neurologic disease.”


The ALJs’ task is to determine whether the use of myelin basic protein testing is within the standard of medical care and not whether the test is merely useful.  After weighing the testimony of all of the witnesses, we find that the use of a diagnostic test on a trial basis without prior disclosure to the patient of the unaccepted status of the procedure is not within the standard of care.

D.
What Biomechanical Tests Are Within the Standard of Care to Determine Whether a Patient’s Neurological Health Has Been Compromised?

Dr. Campbell relied on a variety of biomechanical tests to determine the existence, location, nature, and severity of neurological problems in the nine patients.  The tests included simple examinations of basic neurological functions (for example, tests of coordination, muscle strength, and reflexes)
 and more advanced, biometric tests to identify specific nerve pathologies (for example, NCV tests).
  The more basic tests typically required only a few minutes to conduct and were part of Dr. Campbell’s general physical examination process.  The more advanced tests were conducted in Dr. Campbell’s office using special equipment, and the most advanced were conducted by a neurologist who later issued his reports to Dr. Campbell.  Some in-office examinations were separately billed, and the neurologist’s testing and interpretation involved a separate fee.


1.
Basic Neurological Function Tests


a.
Deep Tendon Reflex Test


Dr. Campbell’s examinations of his nine patients included the evaluation of deep tendon reflexes by stimulus with a rubber-tipped hammer.  The goal of deep tendon reflex testing is to determine whether the patient has a decrease in reflexes on a bilateral basis.
   Reflexes may be characterized as “brisk,” in which case they are non-pathological, unless they demonstrate clonus, or spasticity, in which case the response may indicate a neurological problem. At the other end of the spectrum, reflexes may be characterized “decreased,” in which case there may a problem if they are present symmetrically.
  However, a finding of decreased deep tendon reflexes alone has no medical significance.
  


The test produces subjective information that may be of value to the physician in making an initial assessment of the patient’s neurological condition.  The administration of a deep tendon reflex test, properly performed and interpreted, is within the standard of care.
  



b.
Pupil Size and Reactivity


Dr. Campbell examined his patients for the presence of pupils that were of equal size and reactive to light (abbreviated in the evidence as “PERL” or “PERLA”).  Dr. Senelick testified that there is no neurological significance to bilateral sluggishness as pupils increase in size following the removal of a light stimulus; unilateral sluggishness may indicate a benign neurological disorder.
  Therefore, although the examination of a patient’s pupils for reactivity to light, properly performed and interpreted, is within the standard of care, a conclusion based on pupillary sluggishness is not.


2.
Advanced Tests
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a.
Pulmonary Function Test (PFT)


A simple PFT measures a patient’s ability to move air in and out and measures the volume of air that is moved.  A valid test is one in which the patient’s performance is within five percent of each of three efforts.  The PFT equipment is required to be calibrated daily.
  A PFT, properly performed and interpreted, is within the standard of care.



b.
Nerve Conduction Velocity Test (NCV)


 In patients in whom a physician provisionally identifies a serious neurological disease, the physician may be required to administer a combination of tests to make a confirming diagnosis.  The use of both an NCV and an electromyeogram (EMG) is required to make a definite diagnosis of polyneuropathy under the generally accepted standard of care for a reasonably prudent physician.



c.
Electroencephalograms (EEG) and Quantitative Electroencephalograms (QEEG)


Electroencephalography is the testing of the brain through the analysis of recordings of brain waves.  Dr. Senelick testified that, in the past, most neurologists’ offices included an electroencephalograph to test for a variety of conditions.  However, with the introduction of computerized axial tomographic (CAT) scanners and magnetic resonance imaging devices (MRIs), neurologists are now able to obtain much more detailed information about brain structures and functions.  As a result, neurologists have abandoned the use of the EEG  as a diagnostic tool except in assessing altered states of consciousness, including epilepsy.


A subgroup of electroencephalography is neurometric or quantitative encephalography.  A quantitative EEG (QEEG) begins with a standard EEG examination.  A computer provides data about the average number of certain types of brain waves that occur in different parts of the brain.
  The QEEG compares this information in a diagram that a neurologist may interpret.  Although the test results encapsulate an enormous amount of information with respect to the universe of the patient’s responses, the use of a QEEG provides no specific diagnostic advantage over the use of standard EEGs.  Accordingly, QEEGs are used primarily for investigational purposes.


Dr. Gray’s testimony was that QEEGs have become “very useful in diagnosing organic brain syndromes that result from strokes and from trauma, specifically from chemical injury.
  The only support in the record for Dr. Gray’s position was given by Dr. Kilburn.  He testified that QEEGs may provide information about the seizure proneness or seizure-type activity in the brain.  According to Dr. Kilburn, this is “ . . . interesting information.  How it will shake out in another five years, I don’t know.  But certainly[,] I wouldn’t condemn doing [EEGs] just because we don’t know the answer of whether this is going to be of large help or some association.”


Obtaining “interesting information” through the use of a QEEG, a test that has been identified as of limited clinical value and for which no standards have been established, is not within the standard of care.  These tests may be of investigational value for scientific purposes but are not within the standard of medical care absent a showing of a particular need.  The use of an EEG, properly administered and interpreted, is within the standard of care if the goal of the physician is to investigate or diagnose altered states of consciousness or epilepsy.



d.
Neurometer


The neurometer is a diagnostic device that has been abandoned by neurologists. The neurometer was developed to diagnose neuropathy through the use of vibratory sensations.  The test was developed as a substitute for an EMG and may be conducted by a technician rather than a physician.  However, because the neurometer relies on patient-reported sensory data, the results are not objectively conclusive.  For that reason, the American Academy of Neurology and the American Academy of Electrodiagnostic Medicine have taken the position that the use of the neurometer is not within the standard of care for the diagnosis of peripheral neuropathy.
  The ALJs adopt that conclusion.



e.
Evoked Potential, Evoked Response, and Somatosensory Studies

Dr. Senelick explained that these studies provide data about sensory impairments in the auditory nerves (BAER and BAEP), the optic nerves (VER and VEP), and in other parts of the body.
 The studies determine the speed at which a particular nerve conducts electricity.  They provide gross evaluations of impediments to the functioning of the nerves inside the brain. The tests do not require the cooperation of the patient.  Stimuli are administered, and the waveform results are measured and evaluated by a neurologist.  The tests are expensive and have potential for error during their administration.  The tests have been largely abandoned in favor of other types of tests.  MRIs have been shown to be better diagnostic tools to identify the presence of tumors, multiple sclerosis, or other abnormalities in those same pathways.  As a result, the tests are considered to have limited utility in only a few circumstances.


Dr. Campbell defended his use of the tests, arguing that BAEP and BAER studies are valuable in detecting acoustic mycotic neuromas, tiny tumors of the acoustic nerves caused by mold.  Similarly, he argued in favor of the VEP and VER tests to determine if the optic nerve has been affected.  He asserted that SSEP and SSER tests have shown value in helping him identify the presence and location of neurological damage.
  In addition, he argued that SSEPs have an advantage over EMGs.  EMGs, he claimed, can begin to identify nerve damage only at levels of 18-26% impairment.  SSEPs are capable of identifying nerve damage at limits of at least 15%.


Dr. Kilburn’s support for the use of these tests was limited to two points: the tests do not require the patient to be conscious, and they carry no possibility of tampering by the person being tested.


The preponderance of the evidence is that these tests are of limited utility in gross evaluation of neurological deficit.  Further, the evidence shows that, without the physician’s disclosure to the patient of the tests’ limitations and the costs involved in their administration and interpretation, the tests are not within the standard of care unless the patient is unable to cooperate in the diagnostic process.

E.
What Are the Accepted Forms of Treatment for Symptoms Associated with Toxic Mycosis?

The most common treatment for symptoms associated with a patient’s exposure to mold is isolation:  either the removal of the patient from the mold-infused environment or the removal of the mold from the environment.
  Because the relationship between most types of molds and most human health conditions is unclear, isolation is by far the most commonly accepted form of initial treatment.


For mold-related human health problems that are not controlled by simple isolation, medications are available.  Examples of low-risk diseases in this category include thrush and athlete’s foot.
  Sporanox, a prescription medication and antifungal agent, is used to treat a wide variety of mold infections, including cutaneous infections and more severe systemic infections.
  However, Sporanox is used for the treatment of infection and not for the treatment of mere exposure to mold.  Exposure and infection are substantially different conditions and require different types of treatment.
 


IVIg is human blood product used as an accepted treatment of a limited number of neurologic disorders.  Mold-related health problems are not among them.  In the treatment of neurologic diseases,  IVIg is typically used in treating Guillain-Barré (the rapid onset of weakness following some type of infectious process) and is also used on a first-time basis to treat chronic inflammatory demyelinating polyneuropathy (CIDP).
  Dr. Senelick listed his concerns about the use of IVIg for treatment for other types of diseases or symptoms:

· Blood product issues.  As a human blood product, IVIg contains the limited risk of transmitting hepatitis or human immunovirus.  Although blood products are screened, the production of a unit of IVIg requires the pooling of the plasma of 20,000-50,000 donors.

· Adverse reactions.  A small number of patients have been reported to have had adverse reactions to the medication, including heart failure and renal failure.

· Limited supply.  IVIg is in limited supply.  Physicians should be mindful that the prescription of IVIg for some patients may deny other patients the opportunity to receive the medication.

· Cost.  IVIg is expensive.  The typical charge for a single infusion is $3,000-$5,000, and the typical course of therapy involves multiple infusions.


Dr. Senelick explained that the typical course of therapy is initiated by a daily infusion for five days in sequence at a rate of about 250 cubic centimeters per hour, over a period of six to eight hours.  When the series is completed, the physician will wait three or four weeks to determine how the patient has responded.  If the symptoms are eliminated, then no additional treatments are given.  However, symptoms frequently return, and additional infusions are typically then given monthly five or six times.  If the patient continues to have symptoms, then the physician will change to a different drug for treatment.  The standard dose of IVIg for treatment of a neuropathy is two grams per kilogram.


Dr. Campbell contended that the medical literature supported a number of different “standard” regimens: daily for five consecutive days, once a week, or every three to four weeks.  He contended that the standard dose was 0.4 grams per kilogram per dose.
  However, he doubted that a standard formulation had been determined because different studies support different regimens, depending on the individual disease processes.  His experience has been that one dose per week for  twelve weeks was the most effective.  He explained that this administration rate has been published in peer-reviewed medical literature.


Dr. Senelick contended that his review of the medical literature produced no support for an administration schedule of once a week over a twelve week period.


Dr. Campbell’s expert, Dr. Gray, testified that the use of IVIg in the treatment of peripheral neuropathies was clearly indicated.  He reviewed briefly the advantages of IVIg over anti-inflammatory steroids in avoiding triggering  multiple sclerosis, and he asserted that the National Institutes of Health recommend IVIg for the treatment  of optic neuritis.  “If you use [IVIg] and you quiet down the immune response, you can shut off the autoimmune response and induce a remission and possibly a cure.”


Dr. Johnson similarly testified that he used IVIg in his practice “in very high doses” to alleviate asthma and inflammatory problems, including inflammatory polyneuropathy.  He reported that he has had success with the drug.


Dr. Kilburn testified that he knew of no person other than Dr. Campbell who was prescribing IVIg for the treatment of mold-induced health problems.  Dr. Kilburn stated that he believed that the drug did no harm in the treatment of mold-related illnesses and that the use of IVIg was an acceptable course of investigational therapy.  Dr. Kilburn’s words on this issue are of particular interest:

. . . this [the use of IVIg therapy] is a legitimate thing to try and there are anecdotal evidences [about its efficacy], though I don’t know beyond the nervous system disorders themselves.

But it is not an outlandish thing to think of using.  It’s an acceptable therapy.  It has very little toxicity.  Unfortunately, it isn’t cheap.  But then neither is cancer chemotherapy or surgery or any of the other things we commonly deal with.

So, I have no problem with that type of a trial. . . . I don’t know where the evidence is finally going to lead us.

But we’re going at it the right way.  We’ve got to try these things.  And at a point in time, we have to then compare and put the thing out where everyone else can appreciate what was done, pick it apart if we or they made errors.

And, you know, that’s acceptable science.  That’s the way science has got to go, always has gone.  It’s only when we deviate from that that we make blunders and errors.


The evidence was clear that medical opinions vary widely about the types of human health problems for which this drug should be used.  We find that the use of IVIg on a trial basis without prior disclosure to the patient of the unaccepted status of the procedure is not within the standard of care.

VII.  ANALYSIS OF PATIENT-RELATED ALLEGATIONS


This section examines the medical history of the nine patients, as well as Dr. Campbell’s diagnostic, treatment, and billing decisions for each.  Much of the analysis that has preceded this section focused on the relationship between toxic mold and human health.  However, Dr. Campbell’s  area of practice includes other types of toxins, including chemical toxins.  Both mold and chemical toxins play a role in the medical histories of the nine patients selected by Staff in prosecuting this claim.

A.
Patient GF


1.
History


GF was born in 1943 and began working as a welder before 1960.  GF smoked 1-1/2 to 2 packs of cigarettes daily for more than thirty years.  In 1983, he had been admitted to the hospital for vomiting and diarrhea. In 1992, GF was seen by his physician for a urinary tract infection.  GF’s physician described GF as “a dehydrated, white male, appearing older than his stated age . . . in moderate distress . . . [and with] emphysematous changes.”
  In 1990, GF had been rejected for employment based on poor medical evaluations.  However, an exercise tolerance test administered that same year showed GF to have normal cardiac and pulmonary function.


For the next several years, GF’s medical records reflect mild upper respiratory problems.  In 1992 he presented with a urinary tract infection for which he was admitted to the hospital.  His upper respiratory problems continued through 1993, developing into poor air movement and cyanosis.  His physician had recommended several times that he stop smoking.  In April 1993, GF presented with diarrhea of several days duration.  His physician noted at the time that GF “live[s] out in the country.”


On October 25, 1993, GF was seen for the first time by Dr. Campbell.  GF had been referred by an attorney to determine the effects on GF’s health of the chemicals to which GF had been exposed as a welder.
  Dr. Campbell took GF’s medical history and determined that it was “essentially unremarkable.”
  Over the next several days, Dr. Campbell reviewed GF’s 1990 PFT printouts.  He determined that GF’s test results indicated chronic obstructive pulmonary disease, despite GF’s physician’s 1990 conclusion that the PFT results had been normal.
  Dr. Campbell also ordered blood and urine tests to obtain hematology values and general chemistry results.  He also ordered a panel of highly specialized ISL blood tests:  NK [Natural Killer] Cell Cytotoxic Activity, NK Cell Activity, Urine D-Glucaric Acid, Gamma Glutamyl Transferas [GGT], Myelin Basic Protein Ab, Auto-Immune Panel, Chemical Antibodies, Immune Complex Assay, Secretory IgA, and T and B Cell Function.


On November 20, 1993, GF completed the Exposure History Form and a Personal and Family Health History.  GF listed numerous forms of known irritants, toxins, and carcinogens with which he had contact during his life.
   He listed as medical problems: severe headaches on one side of his head, fainting, dizziness, weakness, ringing in his ears, blurred vision, nosebleeds, chronic cough, wheezing, urinary problems, and alternating diarrhea and constipation. On December 2, 1993, Dr. Campbell examined GF again and determined that he had rectal bleeding.  Dr. Campbell scheduled GF for a colonoscopy.


In a letter dated December 20, 1993, Dr. Campbell issued a report to the attorney who had referred GF to Dr. Campbell for examination.  The report reserved final diagnosis pending Dr. Campbell’s receipt of additional medical records.  However, Dr. Campbell reported that laboratory analysis showed decreased percentage of T cells, secretory IgA, NK cell activity, and IgA, IgM, IgE, as well as increased carcinoembryonic antigen, immunocompetent cells, and IgA immune complex.  Dr. Campbell summarized these results as 

toxic exposure highly suggestive of metal fume fever, which includes respiratory and gastrointestinal problems consistent with the known effects of these metals.  The hemorrhagic effects on the gastrointestinal system are also consistent with a toxic gastroenteritis.


Dr. Campbell also identified this toxic exposure to be the cause of GF’s headaches, cognitive deficits, and numbness and tingling.  Dr. Campbell recommended additional nerve conduction studies, EMG, and PFTs with methacholine challenge.


In December 1993, Dr. Campbell’s office communicated again with the referring attorney, and in April 1994, GF returned for additional laboratory tests including a Parasite Panel.  In a report processed April 26, 1994, ISL reported that GF might have an ongoing parasite infection, Toxoplasma gondii.  That conclusion was based on GF’s elevated IgG and IgM antibodies.
  In May 1994, Dr. Campbell’s office made repeated efforts to reach GF regarding his need to see an infectious disease specialist.
  A note made in GF’s file a year later, on May 23, 1995, showed that he had returned at the request of his attorney but that GF did not have the money “to RTO.”


In the summer of 2000, GF returned for sensory nerve conduction threshold testing (SNCT)
 and additional blood assays.
  On July 21, 2000, GF reported a tumor removal from his colon in 1995 and a recent series of blackouts and fatigue, pain, diarrhea, heart palpitations, shortness of breath, and ringing in his ears.
  Following that visit, Dr. Campbell’s office issued an invoice to GF’s health coverage carrier for a Level V consultation for a new patient,
 neurometry at fourteen sites, and the testing of GF’s blood using some of the same panels previously ordered.
  The amount shown as “today’s charges” was $11,064.00.


On August 9, 2000, Dr. Campbell’s office called GF and gave him the laboratory findings.  Later, the office mailed him copies of the results.


On October 24, 2000, Dr. Campbell’s staff member made a final entry in GF’s medical chart: “T.C. [telephone call] from pt.  Upset.  States only wanted screening–Upset about bill–States did not want whole work/up/treatment ~.”


2.
Expert testimony and reports


Dr. Campbell’s diagnosis of “metal fume fever” was not directly challenged.
  Instead, Dr. Senelick concluded GF’s problems did not include neuropathy and that the sensory perception threshold testing was excessive and unnecessary.
  Dr. Jacobs challenged the necessity for many of the laboratory tests that Dr. Campbell ordered. He pointed out that the general medical community does not accept the validity of laboratory tests for chemical exposure.  In Dr. Jacobs’ opinion, GF had emphysema, a fact noted at the outset of the patient’s medical history.  Finally, Dr. Jacobs concluded that Dr. Campbell had failed to identify the extent of GF’s undisputed lung disease.


3.
Findings


Dr. Campbell’s ordering the battery of ISL tests was not within the standard of care.  GF’s medical history and presentation of current medical problems were sufficient to indicate the need for a course of treatment.  Dr. Campbell’s failure to address GF’s need for care of more pressing medical problems (other than potential neurological impairment) was not within the standard of care.

B. 
Patient JS


1.
History


JS is a 40-year-old white male who smokes.  He worked as a diver and welder/brazier metallurgist for twenty years.
  As part of his work, he was exposed to metal fumes, chemicals, acids, grindings, and x-rays, and for many years he used no safety equipment.
  In 1998, he and his wife bought a marina on a lake in a small Texas town to be near their children.  In July 1999 JS began having extreme stomach cramps and explosive diarrhea.


On October 31, 1999, JS was hospitalized at Good Shepherd Medical Center.  No abnormalities were detected in a CT of the abdomen and pelvis
 or in examinations of his chest, heart, and abdomen.
  A urinalysis was negative, as were his hemoglobin and metabolic panels.
   An x-ray of the small bowel showed no filling defects.


On November 2, 1999, a radiological examination proved negative for Meckel’s diverticulum.
  On the same date, a colonoscopy revealed that JS had internal hemorrhoids, but biopsies showed no evidence of cancer either in the hemorrhoids or in the colon itself.
  A blood culture was negative.
  Stool cultures proved negative for enteric pathogens, as did a direct gram stain for polymorphonuclear cells.
  Celiac disease was ruled out through a reticulin autoantibody test.
  However, a fat stain was positive for fecal fat.


On November 15, 1999, negative results were obtained on gliadin, reticulin, and endomysial studies, again ruling out celiac disease.
  On the same date, a quantitative IgA test was normal, and a follow-up stool study was negative for white blood cells, ova and parasites, and enteric bacteria. JS was given an empiric trial of Flagyl for seven days.
 


On December 4, 1999, JS was hospitalized again for recurring abdominal pain.  An acute abdominal series of x-rays was performed to compare to the x-ray studies performed in November.  The hospital radiologist raised the question of an inflammatory condition of the jejunum.
  Additional specimens were taken, and JS again proved negative for calcitonin
 and cortisol serum,
 but did prove positive for fecal fat.
  A biopsy of deudonum/jejunum fragments ruled out any significant histologic abnormalities.
  He was discharged with diagnoses of chronic diarrhea with weight loss, ileus, abdominal pain of unclear etiology, and hypothyroidism.  JS was prescribed Synthroid and Vicodin.


On December 22, 1999, JS had a followup CT scan of his pelvis.  No abnormalities were identified other than a suggestion of “diffuse jejunal fold prominence.”


On December 27, 1999, JS saw a surgeon to discuss other diagnostic options.  He continued to have diarrhea, severe abdominal pain, and weight loss.  He informed his surgeon that “he is so miserable that he cannot continue feeling this way.”
  The surgeon’s pre-and post-operative diagnoses included the possibility of small bowel lymphoma.  JS agreed to an exploratory laparotomy, small bowel examination, and small bowel full thickness biopsy.
  The report showed no malignancies and a few benign mesenteric lymph nodes.
  His surgeon summarized JS’ condition as follows:

This patient is a 39 year old white male who relates that for the past five months he has had gradually increasing abdominal cramping, pain and watery diarrhea.  He has tried multiple dietary manipulations without success.  He relates that he has had night sweats for more than two years.  He reports that he was PTB [pulmonary tuberculosis] negative in Dallas.  He has to change his sheets about three times per night at times and stacks towels that he systematically sleeps on and discards.  In the hospital he has had low grade temperatures in the 100's.  He relates that he has increased fatigue and now [is] unable to walk a mile whereas previously he was in excellent health with good exercise tolerance.  He has lost 30 pounds over the past 6 months.


On January 3, 2000, a consulting physician’s impression upon JS’ discharge from the hospital was that JS had lymphadenopathy, thereby lessening the possibility of an atypical mycobacteria or microfilaria as the cause of his symptoms.  She noted that she would “send fungal serologies and urine histoplasmosis antigen.”


On March 7, 2000, David Magee, M.D., an assistant professor of medicine at Southwestern Medical Center in Dallas, examined JS and reported his impressions to JS’ treating physician.   He had no explanation for the cause of JS’ conditions.  Dr. Magee ruled out mucosal disease, pancreatitis, pancreatic insufficiency, adenopathy, and inguinal hernia.  He stated in his letter, “At this point, I have no further recommendations for more evaluation and therapy except for a trial of cholestyramine to bind bile salts for the possibility of idiopathic bile salt malabsorption without any anatomic cause.”


Through the spring and summer of 2000, JS continued to see his physician, who continued to try to identify the causes of JS’ symptoms.  On May 13, 2000, the quantitative fecal fat test was reported, with another positive result.
  On May 18, 2000, JS was seen by Lawrence Schiller, M.D., a board-certified gastroenterologist.  Dr. Schiller examined JS and noted that he had lost 40 pounds since becoming ill in July 1999.  Dr. Schiller postulated that “[t]he most likely mucosal problem that he would have would be an infection, such as microsporidia that would come on suddenly and be quite devastating.”
  Dr. Schiller suggested the collection of new biopsy material for examination with an electron microscope.  He also suggested testing JS to exclude pheochromocytoma, a tumor that is usually associated with hypertension.


On August 15, 2000, Dr. Schiller examined JS again and discovered that JS had lost another 20 pounds in three months.  A fine tremor noted by Dr. Schiller in May had become more visible, and JS’ blood pressure was becoming less well controlled at 164/104.  JS continued to have diarrhea and abdominal pain in spite of using a Duragesic patch (changed every three days), Roxanol (10 drops four times a day), and a Catapres patch.  Dr. Schiller recommended a full torso CT scan to rule out pheochromocytomal tumors.  Dr. Schiller increased the dosage of all of JS’ medication.

 
On August 25, 2000, JS had a CT scan of the head, chest, abdomen, pelvis, and spine with an evaluation for pheochromocytoma.  No pheochromocytomas were found.  The only irregularities identified by the radiologist were sinusitis and jugular lymphadenopathy.


In the late fall of 2000, a husband and wife were traveling through the small Texas town in which JS lived.  They stopped at a local restaurant and fell into conversation with the restaurant owner.  Their discussion turned to the medical condition of the husband.  The restaurant owner mentioned that a local resident, JS, suffered from similar symptoms.  The wife gave the restaurant owner her husband’s physician’s name:  Andrew W. Campbell.


On Saturday, December 2, 2000, JS’ wife, KS, contacted Dr. Campbell’s office by fax.  In her letter, she related briefly JS’ medical history of the last eighteen months.  On Monday, December 4, 2000, Dr. Campbell’s office contacted KS by telephone and interviewed her briefly.  A new patient packet was sent to them by overnight express on the same day.


On December 5, 2000, KS completed the Immune Dysfunction Questionnaire and identified for her husband the following symptoms: fatigue, anxiety, personality changes, sleep disturbance, headaches, numb or tingling feelings, lightheadedness, ringing in ears, severe muscular weakness, blackouts, muscle and joint aches, twitching muscles in his arms and shoulders, recurrent flu-like symptoms, severe nasal and other allergies, abnormal weight loss (65 pounds in 14 months), abdominal pain/diarrhea, low grade fevers or feeling hot often, night sweats, heart palpitations, uncomfortable urination, rashes, cough, lower back pain, easily getting out of breath, and symptoms worsened by extremes in temperature.


On December 13, 2000, JS went to Houston to be examined by Dr. Campbell at his office.  Dr. Campbell noted that JS’ PERLA was sluggish.  JS identified his medications as Synthroid, Prevacid, Librax, Roxanol, Duragesic, Catapres, Tylenol 3, and over-the-counter antiacids and antiallergy pills.
 JS’ urinalysis proved negative on all tests.
  Dr. Campbell ordered an in-office EEG that proved negative and a series of other tests.


Dr. Campbell ordered a series of serological assays from ISL, including antibody testing for formaldehyde, isocyanate, trimellitic anhydride, phthalic anhydride, benzene ring, rheumatoid factor, anti-centromere, anti-striated muscle, anti-smooth muscle, anti-mitrochondrial, anti-parietal cell, anti-microsomal, anti-thyroglobulin, anti-nuclear AB, NK cell activity, and several pages of similar tests.
  The charge for the laboratory work and day’s services, including a Level V consultation, was $11,400.00.


Dr. Campbell ordered an EEG, and on December 15, 2000, Dr.  William L. High, M.D., a diplomate of the American Board of Neurology, performed the test and obtained normal results.


Between December 29, 2000, and January 3, 2001, JS’ blood chemistry and metabolic panel performed at Quest Diagnostics were all normal with the exception of elevated total cholesterol, gamma glutamyl transferase (GGT), and T-3 uptake.  A protein electrophoresis and a CBC were also normal with the exception of an elevated protein band in the gamma globulins, as well as elevated white blood cell count, red blood cell count, mean cell hemoglobin (MCH), and absolute neutrophils.  ISL’s battery of tests were all normal, with the exception of elevated IgG immune complex, IgA myelin basic protein, and percentages of T3 positive cells, CD3+ and CD26+ cells.  Additionally, the percentage of JS’ immunocompetent NKHT3+ cells was diminished.


On January 11, 2001, JS had an intermediate-level telephone conference with Dr. Campbell.  As part of that conference, Dr. Campbell issued orders for JS to begin twelve weeks of IVIg infusions with B12 and B complex as part of the infusion fluid.
  The charge for the telephone conference was $59.00.


However, on April 24, 2001, and before the infusion therapy was initiated, JS called Dr. Campbell’s office to report that neither JS’ treating physician nor neurologist agreed with Dr. Campbell’s diagnoses.  Instead, they ran additional gastroenterology tests.  JS reported to Dr. Campbell that JS had been told by five different physicians that IVIg “would not help . . . although they [the five physicians] are not helping him either.”


On May 24, 2001, Dr. Campbell spoke with JS by telephone again.  Dr. Campbell noted in his medical records that JS “is through seeing us as a pt.”
 


2.
Expert testimony and reports


Dr. Jacobs testified that JS was suffering from a severe gastrointestinal type problem and needed to be seen by a subspecialist in that area.  He expressed his disagreement with Dr. Campbell’s prescribed use of IVIg.  Dr. Jacobs stated that IVIg was not an accepted treatment for JS’ gastrointestinal problems.


Dr. Senelick shared the opinion that the administration of IVIg would not have benefitted this patient.
  He also challenged the use of an EEG on the basis of JS’ report of headaches.


Dr. Campbell explained that JS had seen a number of gastroenterologists and then had been referred to the medical school in Dallas.  There, JS had seen a gastroenterologist who had simply prescribed stronger pain medication.  JS had had a colonoscope as well as exploratory surgery  on his abdomen.  The physicians found nothing.  Against that background, Dr. Campbell began to look at JS’ exposure history.  The information that he found was significant from his medical perspective.  Based on this, Dr. Campbell began his evaluative processes, including an EEG.


Dr. Campbell noted that he had reached “no final diagnosis for [JS because] he only had one visit and the abnormalities found in the testing indicated immune involvement and demyelination, most likely secondary to his long history of chemical exposure.”
  Dr. Campbell recommended that JS cease using cigarettes, alcohol, and caffeine.  He recommended a careful diet and that JS begin taking B-complex to counter his vitamin deficiencies.  He urged him to discontinue taking Tylenol with codeine and Librax because of his GGT.
  Dr. Campbell also recommended that JS begin a course of therapy of IVIg.
  Dr. Campbell identified JS’ condition as abdominal pain, abnormal reflex, allergies, arthritis, multiple vitamin deficiencies, and severe muscular weakness.


3.
Findings regarding JS’ diagnosis and treatment


JS’ medical history met the profile for Dr. Campbell’s practice area as a physician to whom patients turn when other physicians’ medical knowledge is insufficient to diagnose or treat their conditions.  JS had exhausted his known medical options, from general to specialized care, and no segment of the medical community could diagnose his condition or provide him with relief.  It was reasonable for Dr. Campbell to investigate again potential causes for JS’ condition that had been dismissed by other physicians, as well as to investigate new causes through new tests.


However, the lack of medical and scientific support for the use of the ISL tests and the plan to use IVIg therapy is troubling, especially in light of the patient’s five physicians’ protests against its use.  As with the use of the ISL tests, the preponderance of the evidence in this case did not support the prescription of IVIg.

C.
Patient MS


1.
History


MS, a 38 year old white female, five months pregnant, contacted Dr. Campbell’s office on June 24, 2001.
  On that same day, she completed an Immune Dysfunction Questionnaire in which she identified her symptoms as fatigue, sleep disturbance, frequent unusual nightmares, headaches, blurred vision, lightheadedness with cough, sores that will not heal, bruises easily, recurrent flu-like illnesses, bloody discharge from nose, and coughing to the point of choking.


On June 26, 2001, MS visited Dr. Campbell’s office for what was billed as a Level V consultation.  She explained that she had terminated a pregnancy due to a trisomy 13 disorder in May 2000, but she was then pregnant again.
  She was concerned about potential threats to her health and the health of her fetus from exposure to mold.  She believed that the source of the mold was a leaky office window on which she had seen mold growing. This condition existed for about a year.  In addition, her husband’s office building had been quarantined for mold.


About two years before MS’ visit to Dr. Campbell, she had developed a chronic cough that precipitated choking episodes.  At the time of the interview, MS had seen two different otolarangologists.  With allergy testing, x-rays, barium swallows, and an upper body CT scan, they had ruled out sinus problems and most allergies as the cause of her coughing and choking.  Her throat condition had resulted in scarring and polyps, fatigue, and sleep disturbances.  In addition, her opthalmologist had diagnosed MS as having dry eye syndrome.  Prior to the onset of these physical changes,  MS was in excellent health, a runner, and a member of a swim team.


During the interview, Dr. Campbell noted that MS was hoarse.
  On examining MS, Dr. Campbell found deep tendon reflexes diminished in both upper extremities but no other irregularities. He ordered an audiometry test, color deficiency test, urinalysis, PFT, an Immuno Tox fungal battery of tests, a comprehensive bioscan, a urinalysis, and testing for IgA, IgM, IgG, and IgE.  Dr. Campbell assessed MS’ condition as:  response to toxic molds, chronic cough, headaches, abnormal neurological examination, allergies, and blurred vision.
  The fee for the tests and services was $9,775.00.


The laboratory tests were normal for urinalysis, pulmonary function, color deficiency, and audiometry.  The Quest Diagnostic results for metabolic panel were normal except for elevated cholesterol and low carbon dioxide.  The CBC was normal with the exception of low red blood count, low hematocrit, and low hemoglobin.  The thyroid testing showed low T-3 uptake.
 Dr. Campbell’s standard battery of specialized ISL tests were all normal with the exception of an elevated percentage of B-cells and diminished secretory IgA.


On July 26, 2001, MS returned to Dr. Campbell’s office for neurological testing.  In the interim, her nosebleeds had almost entirely stopped.  An EEG, BAER, audiometry test, VER, an eye exam, and a colorblindness test were all normal.
  The charge for the tests was $1,273.00.  Further EEG, VEP, BAEP, and audiometry tests were postponed due to MS’ pregnancy.


On August 8, 2001, MS returned to Dr. Campbell’s office for a Level III consultation.  Her cough was the same, and MS still experienced nosebleeds and fatigue.  She was no longer going to work.  A note in her file states, “Cannot give _ 2" [secondary] to pregnancy.”
  Dr. Campbell’s diagnosis was cough and immune mechanism disorder.  The fee for the services was $189.00.
  This appears to have been MS’ last visit to Dr. Campbell’s office.


2.
Expert testimony and reports


Dr. Jacobs testified that MS’ conditions indicated an allergic type of process, perhaps an asthmatic condition, but not an immunlogical or toxicological problems that would require the type of testing performed by ISL.
  Dr. Senelick’s testimony was that MS’ symptoms did not include neurological deficits.  The only exception might have been  for headaches or blurred vision; those, however, are most frequently occular rather than neurologic in origin.
  Dr. Senelick’s report on MS disputed the necessity of the EEG, BAER, VER, and audiometry.


Dr. Campbell’s summary of the case was that MS “did not appear to have a problem related to toxicity to molds/mycotoxins at the time she was evaluated.”  In addition, Dr. Campbell noted that he had been contacted in 2005 by an attorney representing the patient in a personal injury lawsuit about mold exposure.   Dr. Campbell had informed the attorney that MS had no detectable injury due to molds at the time he evaluated the patient.


3.
Findings regarding MS’ diagnosis and treatment

The extensive ISL tests and battery of neurological tests were not medically necessary and below the standard of care.

D.
Patient CB


1.
History


CB was a 46-year-old woman when she first contacted Dr. Campbell’s office in October 1995.
  In her Immune Dysfunction Questionnaire, she listed as her symptoms: fatigue, memory disturbance, depression over family relationships, anxiety, sleep disturbance, headaches, numb or tingling feelings, disequilibria, severe muscular weakness, decreased libido, sores that will not heal, easy bruising, twitching muscles in her legs and arms, abnormal weight gain, abdominal pain and irritable bowel syndrome, night sweats, rash, frequent urination, squeezing chest pain, cold hands and feet, upper back pain radiating into her arms, easily getting out of breath, and multiple sensitivities to medicine, food, and other substances.


CB first saw Dr. Campbell in November 1995.  His initial diagnoses included immune dysregulation
 and chronic mycosis.
  CB had histories of bilateral breast augmentation and explantation and hospitalization for chest pain and heart catheterization.  CB had obtained diagnoses and treatments from a variety of other specialists, including a gastroenterologist, urologist, internist, cardiologist, and rheumatologist.  Dr. Campbell noted that  CB’s problems “continue although she has adhered to treatment regimens and gone through whatever testing each physician has requested.”  At the time of her initial examination, she was taking Cardizem, Nitrostat, Lorazepam, and Neodecadron.


Over the next several months, Dr. Campbell ordered tests for: magnesium, RBC, ACP, HDL, CBC, T7, Hormone Profile, Westergren Sedrate, immunoglobulins G/A/M, urine culture, Auto Immune Panel, adrenal antibodies, myelin basic protein, phospholipid antibodies, NK cell activity, lymphocyte subpopulation, percentage of T3 positive cells, T-helper/T-suppressor ratio, T and B Cell Function, and DHEA sulfate serum.
  CB’s results were abnormal for C3-complement, NK Cell Activity, Total WBC, and percentage of CD3+/CD26+,
 phytohemagglutinin, pokeweed mitogen, lipopolysaccharide, Staphylococcus aureus, percentage of T3 positive cells, and NK cell activity.
 


These and other tests continued to be administered and reviewed through 1998, including tests for exposure to mold.
  Dr. Campbell prescribed Sporanox twice in 1996, but CB discontinued using it following adverse reactions.
  In 2001, CB attempted to refill a prescription for Sporanox, and Dr. Campbell declined to authorize it on the basis that she had not been seen in his office since 1998.


On March 1, 2001, CB was examined by Thomas N. Tracey, M.D., for an exercise treadmill test.  Her results were normal.


On May 1, 2001, CB was examined by Marc E. Wenzel, M.D., an endocrinologist.
  CB had been referred by another physician, Dr. David Sneed, D.O., for thyroid disease screening.
  Dr. Wenzel commented that CB gave a “convoluted history” and noted that her drug regimen included clonazepam, dicyclomine, hydrocodone, and Prevacid.  Dr. Wenzel described CB as “an anxious woman” who showed a “fine tremor” as part of a neurological exam.  His impression following the examination was that CB had autoimmune thyroid disease with conversion from hypothyroidism to hyperthyroidism, peripheral axonal polyneuropathy, and anemia.  He recommended Tapazole and blood tests for free T4,  free T3,  TSH, serum iron, and vitamin B12 levels.


On June 6, 2001, CB returned to see Dr. Wenzel and reported that she was feeling better.  Dr. Wentzel reported that her lab work was normal, although her iron level was reduced.  He recommended that she maintain her dosage on Tapazole and that she get some iron through natural sources or medication.


On September 5, 2001, she returned to Dr. Wenzel who described her condition as “mild hyperthyroidism.”  As part of her therapy, Dr. Wenzel had changed her medication from Tapazole to PTU (propylthiouracil).

On December 19, 2001, Dr. Wenzel saw CB again and discovered that she was overmedicating herself with PTU.  “I explained to her in great detail that she was simply taking too much PTU, and that she had to realize that other things than her thyroid might be making her feel badly.”  It was at this visit that CB reported to Dr. Wenzel that she was under the care of Dr. Campbell whom Dr. Wenzel described as “some form of specialist . . . who takes care of her autoimmune diseases and toxic chemical exposure issues.”


In 2001, CB returned to Dr. Campbell’s care, stating that her symptoms had expanded to include anemia and neuropathy in arms and legs.  Her range of specialists had also expanded to include her endocrinologist and a neurologist.  In her intake materials of November 19, 2001, CB observed that “no one has been able to help her . . . [and] Dr. Campbell is the only Dr. who understands and listens to her.”
  In her new medical history of November 27, 2001, CB listed her symptoms and conditions to include hypo- and hyperthyroidism, as well as the fact that she was self-medicating with Synthroid at intervals that she felt necessary.  She had also developed a yeast infection and vaginal infection and had begun a new course of Sporanox with little relief.


With her return to treatment through Dr. Campbell, a new series of laboratory tests was ordered, including a fungal panel, comprehensive bioscan, IgA, IgM, IgG, and IgE, and urinalysis.
  The charge for these new services on November 28, 2001, was $7,879.00, including a Level V consultation.


In January 2002, Dr. Campbell’s office authorized additional laboratory testing, this time for CBC, a complete metabolic panel, GGT, a lipid panel, uric acid, iron total, IBC % Sat, 2SH with Reflex, T3 update, and T4 Free.


In February 2002, CB complained of her intolerance to Sporanox, but in March 2002 she reported having completed the Sporanox regimen.
  During this same time, Grave’s Disease was mentioned as possible cause of CB’s conditions.
  In March 2002, Dr. Campbell ordered another round of laboratory tests, including another fungal panel and comprehensive bioscan.
  The charge to CB for the February bill was $1,630, including a Level IV consultation.  For the March bill, the charge was $2,791, with a Level V consultation.


In April 2002, Dr. Campbell ordered IVIg therapy for CB for twelve weeks.
  The diagnoses accompanying this order were inflammation, toxic neuropathy, malaise, and fatigue.  CB’s medications at that point were Menocyline, Clonozepam, and Prevacid.
  In May 2002, CB had problems during the administration of IVIg as the result of inadequate line flush.
  Later that same month, CB reported the same list of symptoms and conditions with which she had been presenting for several years.
  Later, CB reported side effects from the IVIg administration, including headache, flushing, and chills.


On June 3, 2002, CB updated her Immune Dysfunction Questionnaire, and new diagnoses were added, including abdominal pain, abnormal or involuntary muscle movement, arthralgia/joint pain, cough, diarrhea, generalized pain, headache, heart palpitations, nausea/vomiting, and vertigo/dizziness.  Dr. Campbell ordered another round of laboratory tests.  The charges were $352.00, including a Level V consultation.


Also in June 2002, CB reported that environmental testing had been performed on her home.  Mold was found, and Dr. Campbell began treating CB with Sporanox again.  On June 17, 2002, CB reported that she had moved out.
  The environmental testing was performed by David Martinez of Martinez Environmental Surveys of Round Rock, Texas, on June 3, 2002.
  On June 19, 2002, CB faxed a draft of Mr. Martinez’ report to Dr. Campbell.
  The draft included hand-written corrections of the report, including corrections to the address,
 the type of structure inspected,

and the column headings for the Fungi ID/Air Sample Analysis Report.
  Mr. Martinez concluded in his report:

The toxic spores found may have already affected [CB’s] health as she is displaying some of the classic symptoms caused by the aflatoxin, sterigmatocystin, and ochratoxin mycotoxins produced by the Aspergillus/Penicillium species and the T-2 toxin, vomitoxin, fumonisin, zearalenone and tricothecene mycotoxins produced by the Stachybotrys mold species.


On July 2, 2002, CB completed her final infusion of IVIg through her home health agency.
  On August 14, 2002, Dr. Campbell’s office entered an IVIg Case Conference note stating that CB “had extremely positive results with IVIg.  Showed large improvement.”


On August 28, 2002, CB returned to Dr. Campbell’s office for treatment of many of the same symptoms that she had experienced in years past: fatigue, memory disturbance, depression, anxiety, mood swings, sleep disturbances, headaches, changes in visual acuity, numbness or tingling, dysequilibrium, lightheadedness, ringing in ears, severe muscular weakness, decreased libido, gastrointestinal problems, allergies, weight gain, low grade fevers, rashes, chest pain, dry eyes and mouth, cough, cold hands and feet, low back pain, symptoms worsened by extremes in temperature, and dry skin.
  Dr. Campbell ordered a number of laboratory tests.  CB’s charges, including a Level V office visit, was $9,090.00.


In September 2002, CB requested a refill for Sporanox because of vaginal itching.
  Then, in October 2002, CB reported a bladder infection and problems with her eyes, fatigue, gastrointestinal disturbances, cramping and diarrhea, blurred vision, headaches (although fewer than before), memory loss, confusion and difficulty focusing, numbness and tingling, tinnitis,  shortness of breath with chest pain.  For these conditions, Dr. Campbell again prescribed Sporanox, among other medications.
  In that month, CB’s drug regimen was Macrobid (nitrofurantoin monohydrate), Synthroid, Klonopin (clonazepam), and dicyclomine.


On September 5, 2002, Dr. High, the neurologist with whom Dr. Campbell consulted, reported that CB’s results from her EEG (awake and asleep), BAER, VER, SEPM, and SEPT
 were all normal.


On September 13, 2002, CB’s laboratory test results were reported as abnormal for antibodies for saliva Histoplasma, saliva Blastomyces, and for the presence of IgG, IgE, or IgM antibodies for exposure to crystalline antibodies, chondroitin sulfate, anti-myelin-associated glycoprotein (MAG), Histoplasma, Blastomyces, Coccidioides, Aspergillus niger, Aspergillus fumigatus, Cladosporium herbarum, Penicillium notatum, Phoma herbarium, Rhodotorula glutinis, Geotrichum candidum, Pullularia pullulans, Rhizopus nigricans, and Chaetomium globosum.


On October 3, 2002, Dr. Campbell saw CB in an office visit at which Dr. Campbell ordered additional testing: BAER, EEG, VER, SSEP, visual color exam, audiometry, and SSEP-lower.  All but the audiometry results were normal.  Also, CB added a new symptom: blurred vision.  For this service, the charge was $545.00, including a Level V consultation.


On November 25, 2002, CB provided blood for another battery of tests.  These revealed abnormal results for Calculated Iron % Sat,
 neutrophils, and lymphocytes.
  However, on April 30, 2003, these tests were repeated, and CB’s results on neutrophils and lymphocytes were within normal range.  Her cholesterol had drifted to just above the normal level, and her Calculated Iron % Sat score had improved to 19, just below a normal reading.


On December 12, 2002, a nurse’s note in CB’s file stated that CB had seen a urologist who had diagnosed her as having interstitial cystitis.  CB reported a return of severe nausea, abdominal pain, diarrhea, muscle weakness, severe fatigue, chest pain with radiations, and shortness of breath.
  By April 2003, CB’s drug regimen was Flagyl, Klonopin, Claritin-D, Zantac, Prevacid, Sporanox, Levothroid, and dicyclomine.


On April 29, 2003, CB sent a letter to the Board about Dr. Campbell.  Although much of the text of the letter is devoted to CB’s unhappiness with Staff’s obtaining copies of her medical records from Dr. Campbell’s office for this SOAH hearing, CB also praised Dr. Campbell’s treatment of her medical problems:

I have gone to numerous doctors, but it was not until I saw Dr. Campbell that I received any treatment that had any positive effect on my health.  I drive 200 miles each way in order to receive care and medical advice, which help me feel better.  I do not have any complaints about Dr. Campbell or with the fees that the Medical Center for Immune and Toxic Disorders charge.


2.
Expert reports and testimony

Dr. Jacobs testified that nothing in CB’s medical history indicated any kind of toxigenic mold exposure.
  In comparing the patient’s 1995 and 2001 questionnaire responses, Dr. Jacobs concluded that CB had improved in her memory issues, her spatial issues, headaches, muscle and joint aches, and flu-like symptoms.
  He found nothing in CB’s medical history or physical examination that warranted the battery of laboratory tests that Dr. Campbell conducted.  He concluded that: the mold evaluation conducted by the testing group was insufficient to determine exposure to any toxigenic mold,
 there was no mycosis and no presentation of symptoms related to mycotic infection, and Dr. Campbell’s prescription for the antibody tests and for IVIg therapy was not warranted within the standard of professional care.


Dr. Senelick did not agree with Dr. Campbell’s conclusion that CB’s neurodiagnostic tests showed diffused motor sensory polyneuropathy on nerve conduction studies.   To the contrary, Dr. Senelick relied on the neurologist’s report that showed a  normal neurologic examination.  He also disagreed that a myelin basic protein test was required because he disagreed with its validity as a diagnostic tool.  He disagreed with Dr. Campbell’s prescription of IVIg as inappropriate and challenged the necessity for the administration of ten doses of the drug.
  He also disagreed with all of the other neurologic testing as not medically reasonable or necessary.


Dr. Campbell’s testimony was that CB is a current patient,
 that CB had a thyroid disorder,
 that he ordered antibody tests for CB,
 and that ISL’s offices are in California.
   Dr. Campbell’s documentary evidence was a summary of CB’s medical history, physical examination,  test procedures, clinical care, and final diagnosis or assessment.


3.
Findings regarding CB’s diagnosis and treatment

CB is another of Dr. Campbell’s patients who turned to him because she believed that she had exhausted her medical options with other physicians.    However, the expert evidence on this patient did not support the diagnostic or treatment options that Dr. Campbell offered.  Although CB certainly had medical problems, the testimony did not support Dr. Campbell’s conclusions about CB’s neurological impairments, the need for IVIg therapy, or the battery of ISL tests ordered and administered.

E. 
The A Family: Patient KA


1. 
History


KA is the mother of TA, the next patient in this sequence.  KA was a 41-year-old woman who worked with her husband in their home where they operated a rubber stamp manufacturing business.
  KA also drove a bus route.


KA and her husband moved into their home with their children in 1994.
  KA began experiencing a series of nosebleeds and sinus problems.
  She was treated in 1994 by an otolarangologist with cauterization for nosebleeds.
 KA was prescribed nasal sprays, antibiotics, and analgesics.  Her family physician referred her to a neurologist for headaches and neck pain, and she was prescribed Elavil, an antidepressant.
   A CT scan of her sinuses showed no obstruction.  An MRI of KA’s brain in that same year revealed that she had a Chiari I malformation of the cerebellar tonsils, a condition associated with pain and disassociated anaethesia of the upper extremities or cranial neuropathy.
 


In 1995, KA’s family began remodeling their home, and in December of that year the bathroom suffered water damage.
  In 1996, her symptoms worsened.
  In December 1997, KA’s home experienced additional water damage during a storm.
  During this same year, KA was screened for thyroid-related problems.


In 2000, a professional engineering firm issued a report that described visible fungal growth in various rooms and that identified Stachybotrys, Aspergillus/Penicillium, and Cladosporium fungi growing in the house.
  The report described some of these fungi as producers of mycotoxins, the potential source of organic compounds that can be irritating to mucous membranes and that may be associated with other symptoms.  The report described the possible effects of these mycotoxins as infection, toxicosis, allergy, and irritation.  Of these four conditions, the report identifies allergy as the most common symptom.


On December 26, 2000, KA completed an Immune Dysfunction Questionnaire for Dr. Campbell.
  She listed her symptoms as fatigue, attention deficit disorder, memory disturbance, spatial disorientation, frequently saying the wrong word, depression, anxiety, personality changes, mood swings, headaches, changes in visual acuity, disequilibria, lightheadedness, intolerance of bright lights and alcohol, bruising easily, severe nasal and other allergies, abnormal weight gain, hair loss, lower back pain, and dizziness and headaches if exposed to scents.


At her first visit to Dr. Campbell’s office on January 25, 2001, KA was administered an EEG with normal results.
  Spirometry tests in his office showed borderline obstruction.
  SNCT testing showed KA to have severe to profound painful conditions at various body sites.
 


On that same date, Dr. Campbell’s office issued an insurance claim to KA’s insurance carrier for an office consultation level V, neurometry at fourteen sites, PFTs with interpretation and laboratory panels for: fungal panel, Immuno Tox panel, comprehensive bioscan, IgA/IgM/IgG/IgE, RBC magnesium, and a urinalysis.  The diagnosis was abnormal reflex, fatigue, mycosis, and severe muscular weakness.  The amount listed for this first visit was $11,368.00, plus an additional amount to be determined for neurological testing.
  KA’s next examination was scheduled for February 20, 2001.


On January 30, 2001, KA presented to a family health center for menstrual cramping and leg pain that had been ongoing for two weeks.  She disclosed that she had painful periods and a history of diminished thyroid activity as a long-term medical problem.


On February 2, 2001, KA had an abdominal ultrasound following a clinical history of pelvic pain.  The diagnoses were bilateral ovarian cysts and prominent bilateral adnexal varices and myometrial blood vessels.


On that same day, ISL reported its test results to Dr. Campbell, showing that KA had heightened antibodies for Stachybotrys, Candida, Pencillium, and Pullularia pullalans.


On February 8, 2001, KA presented herself again to a family health center for pelvic pain.  A pap smear was taken, and the results were diagnosed within normal limits.


On February 20, 2001, KA returned to Dr. Campbell’s office for her follow-up visit.  She reported being very fatigued and easily out-of-breath, and she described her series of pelvic pain episodes.  At that time, Dr. Campbell prescribed IVIg once a week for twelve weeks. The office issued a revised insurance claim showing a previous balance of $11,459.00, plus $250.00 for that day’s charges.  A follow-up visit was scheduled for May 1, 2001.


KA’s next visit with Dr. Campbell was postponed for laparoscopic surgery for KA’s ovarian cysts.  On May 17, 2001, KA reported that she had been unable to begin her IVIg therapy because of problems with her insurer.  In addition, she was scheduled the following day for a hysterectomy following the diagnosis of a prolapsed uterus.
  She reported increased pain to the point that she was unable to walk.  The charges for her visit were $189.00.


On May 29, 2001, KA returned to Dr. Campbell’s office for a PFT and for a new round of blood tests to be performed by ISL.  On May 30, 2001, she returned again to update her Immune Dysfunction Questionnaire.  She reported continuing nosebleeds (including several during her four days of hospitalization for her hysterectomy) and 31 other problems, including frequent unusual nightmares, decreased libido, personality changes, and calculation difficulties.


On June 20, 2001, KA returned to Dr. Campbell’s office for a Level IV consultation.  At that time, Dr. Campbell obtained KA’s updates on her symptoms.  Her nosebleeds continued every day, with frequent headaches and chest pain.  She reported that she had an electrocardiogram performed in May with test results within normal limits.  She complained that for the past two weeks her right arm had become numb or achy.  Dr. Campbell reported to KA that her test results showed abnormal results for microsomal antibodies, phospholipids, and myelin basic proteins.
  He recommended that she begin IVIg treatments.  The charge for her visit was $250.00.


On June 20, 2001, Dr. Campbell’s office faxed a plan of IVIg treatment for KA to Infinity Infusion Care (Infinity), a home health agency.
  On June 25, 2001, Infinity  entered the fax order in their records,
  and the infusion was performed that same day.  Around 10:00 p.m. on June 26, 2001, KA began experiencing severe chest pain.  She took Xanax, went to bed, and arose around 1:00 a.m. on June 27, 2001, with a fever and unbearable pain radiating down her left arm with numbness.  KA contacted Infinity  and was counseled to go to a hospital emergency room.


At Cypress Fairbanks Medical Center, an EKG was performed and the results were negative.
  The hospital screened for H. pylori, and the test was negative.
  Blood cultures for aerobic and anaerobic organisms were negative.
   KA reported to Infinity  that the hospital chest x-ray showed a spot on her left lung that “may be cold or mold spore” and that a hospital CT scan and laboratory results were also negative.  She also reported to Infinity  that the pain in her left arm was so severe that she could not lift it or have it touched.


On June 28, 2001, Dr. Campbell recommended that KA not have “any more IVIg infusions”
 and informed Infinity  to “hold IVIG infusion scheduled for July 2 until further orders from M.D.”
  On that same day, Dr. Campbell’s office received a call from KA in which she reported that she would be discharged that evening or the following day.


On July 3, 2001, Dr. Campbell’s office spoke with KA and noted that she “[a]pparently had atypical pneumonic [reaction] and is doing much better.”
  On July 11, 2001, a representative of Infinity  spoke to KA at home and was told that she was still not feeling back to normal.


On July 23, 2001, KA returned to Dr. Campbell’s office for a Level IV consultation.
  In KA’s medical chart, Dr. Campbell reviewed her recent hospitalization and noted that KA’s “old home had mold.”
  He ordered an EEG (awake and asleep), a BAER, a VER (with visual exam for color and review of toxic optic neuropathy), a somatosensory evoked response (SSER), and an NCV test.
  He also obtained from KA an Immune Dysfunction Questionnaire Update in which KA identified 33 separate symptoms.
  The charge for her visit was $250.00.


On August 2, 2001, Infinity  held a case conference about KA’s hospitalization with Nina Immers, a representative of Dr. Campbell’s office.  The notes from that conference reflect that the participants agreed that KA had a possible adverse drug reaction to the infusion, that KA’s source of pain had never been determined, and that “Pt will continue infusion when ordered by M.D.”


On August 3, 2001, all of the tests ordered by Dr. Campbell on July 23, 2001,were performed by Dr. High, the neurologist.  Of these, KA’s results were shown to be normal for all but the SSER on her lower extremities and the NCV on her left arm and leg.
  A urinalysis performed at Dr. Campbell’s office was negative for leukocytes, nitrite, urobilinogen, protein, pH, blood, ketone, bilirubin, and glucose.
  On that same date, Dr. Campbell’s office took specimens for tests subsequently ordered by Dr. Campbell on August 8, 2001.  These included tests performed by Quest Diagnostics and ISL:  Immunoglobulins (including subclasses), Myelin-Associated Glycoprotein (MAG), Adrenal Gland Antibody, Campbell’s Auto-Immune Panel,
 Thyroid Antibody Assay, Phospholipid Antibody, Immune Complex Assay, Quant. Immunoglobulin, Myelin Basic Protein Ab, C3/C4 Complement, Crystallin Antibodies, Chondroitin Sulfate Ab, and Glutamate Receptor AB.


On August 24, 2001, KA had another office visit with Dr. Campbell, and on August 28, 2001, Dr. Campbell’s office faxed IVIg orders to Infinity  and scheduled a follow-up appointment for KA for October 24, 2001.
  On September 27, 2001, KA faxed a note to Dr. Campbell’s office requesting him to fax her most recent blood tests to another physician for an appointment on October 2, 2001.
  On that same day, Dr. Campbell’s office faxed the documents to the new physician.
  Also on that day,  Dr. Campbell’s office prepared a Patient Care Conference note: “Infinity report that pt. does not want to begin IVIg.  Will f/u [follow up with] pt.”
  On October 1, 2001, Infinity  documented a verbal physician’s order from Dr. Campbell: “Discharge S/N service and Pharm. effective 9-24-01.


On September 24, 2001, KA returned to Dr. Campbell’s office for a Level III consultation.  The note in her chart states, “Pt states while she is here [with] her child she has questions for Dr. Campbell about her meds.  Pt states the synthroid is ‘making me depressed & not want to live.’ Pt states she is in a daze ‘all the time.’  Pt states she quit taking it 2 wks ago.”  In another handwriting is a note about referring KA to another physician, Jeffrey Brown, M.D., an endocrinologist.
  The charge for her visit was $189.00.


On September 28, 2001, Dr. Campbell’s office spoke with KA who said, “husband won’t let me start [IVIg].”  Further, the note reflects: “Pt. states she did IVIg in past & ended up in hospital for pneumonia.  Offered to send her literature regarding benefits of IVIg & suggested husband come with pt. to next visit  – states he will not come.  Mailed literature.”


On October 2, 2001, Dr. Campbell’s office noted: “Pt. is AMA [against medical advice] re:  IVIg.”


On December 26, 2001, KA sent Dr. Campbell’s office an email informing him that she and her daughter were “going to see an Endocrinologist per Dr. Campbell’s instructions,” and asking that Dr. Campbell’s office fax all thyroid test results to her new physician.


On January 2, 2002, Dr. Campbell’s office contacted KA and entered the following note:  “She stated that herself and family do not plan to be tx [treated] @ this time by Dr. AWC [Campbell], perhaps in future.  Pt. requested that I not call any further.  Put in R/C [recall] for 05/01/02.”


On July 1, 2002, Dr. Campbell’s office contacted KA about additional testing in light of the abnormal results on the SSEP and NCV tests.  KA’s response was: “Pt. Said had one treatment (IV-) done – ended up in hospital day later for pneumonia – states husband refuses any more tx’s.  Also  insurance refuses to pay for more TX.  Pt. Trying detox diet for persistant [sic] thyroid problems that hasn’t [sic] been alleviated by endocrinologist TX.”


On August 2, 2002, KA sought information from her medical charts about the presence of mold in her home between July 15 and September 1, 2001.  Dr. Campbell’s office reviewed the files and found none.


On September 30, 2002, KA’s new address was printed in her medical chart, and on February 20, 2004, Dr. Campbell’s office noted “returned mail, no forwarding.”


2.
Expert testimony and reports


Dr. Jacobs testified that he found nothing in KA’s medical history or physical examination that would support a conclusion that KA was suffering from mycosis or any other mold-related disorders.  Although Dr. Jacobs agreed that KA’s home had an environmental history of mold infestation, he found nothing in Dr. Campbell’s medical records for KA that connected the mold in the home to a mold-mediated problem with her health.  The ISL tests for antibodies were, in Dr. Jacobs’ opinion, inappropriate.  In addition, Dr. Jacobs compared the results of the tests performed from one year to the next and found no correlation that would support Dr. Campbell’s diagnoses.  He concluded that the ISL tests were expensive and provided little data upon which a valid diagnosis could be based.  He did not support the use of IVIg therapy on the grounds that it was not appropriate to address KA’s many symptoms.


Dr. Gross concurred in these conclusions and testified that he found nothing in KA’s medical records that would support a diagnosis of mycosis, the need for the antibody tests, or the prescription of IVIg.


Dr. Senelick disagreed with the need for EEG testing on the grounds that other tests had supplanted it and that EEGs are not used for the evaluation of headaches.  He also objected to the use of a neurometer and the characterization of the results as having anything to do with the diagnosis of polyneuropathy.  He disputed the need for Dr. Campbell’s ordering neurological tests on the grounds that many of them were of no value because of the types of tests and because KA’s condition did not require the use of neurological diagnostic equipment.  Dr. Senelick challenged Dr. Campbell’s prescription of IVIg for the treatment of KA’s alleged neuropathic condition.   He disagreed with Dr. Campbell’s diagnosis of hypogammaglobulinemia as unsupported by the diagnostic results.  He testified that KA did not have an abnormal MRI of the brain, and he disagreed with Dr. Campbell’s conclusion that a Chiari Type I malformation could accurately be described as “brain damage.”  He also disagreed that the condition was the cause of KA’s symptoms, and he disagreed with the decision to render treatment of the condition by a non-neurologist.  He disputed the conclusion that KA’s symptoms were traceable to a neuropathic or polyneuropathic condition.
  He testified that the order of IVIg for a peripheral neuropathy based on the neurological testing performed was inappropriate and outside the standard of care.


Dr. Campbell testified that he ordered IVIg for KA because she had a deficiency of gamma globulin.


3.
Findings


We find that Dr. Campbell’s decision to rely upon the ISL tests and the neurological tests were not within the standard of care, his diagnosis of KA’s condition as related to a mycological problem was not within the standard of care, and his treatment of KA with IVIg was not within the standard of care.

F.
The A Family:  Patient TA

1.
History

TA was a nine-year-old boy when his mother, KA, first made contact with Dr. Campbell by telephone on December 21, 2000.
  The telephone intake notation reflects TA’s illness as “SBS [sick building syndrome] – Stachybotrys.”  A new patient packet was sent by overnight mail to KA that same day.


On December 26, 2000, KA sent the completed form to Dr. Campbell’s office.  In the questionnaire, KA listed TA’s symptoms as fatigue, attention deficit disorder, frequently saying the wrong word, personality changes, mood swings, sleep disturbance, frequent unusual nightmares, headaches, severe nasal and other allergies, cough, easily getting out of breath, symptoms worsened by extremes in temperature, and multiple sensitivities to medicine, food, and other substances.
   KA disclosed that in July 2000 their family home had been tested and found positive for Aspergillus, Stachybotrys, and Penicillium.
  She explained that her family moved from their home after mold was found.


On January 3, 2001, Dr. Campbell examined TA in his office.  An office urinalysis showed negative results on all tests.
  Blood was drawn and sent to SmithKline Beecham Clinical Laboratories, Quest Diagnostics, and ISL for testing.  In the interview with KA, Dr. Campbell learned that TA had a history of frequent sinus problems, colds, and asthma since birth.
  TA’s pediatricians’ records reflected that they had seen him about forty times for these and other problems in the 39 months between September 1991 and December 1994.
  TA had positive skin test results for some allergies,
 and a chest x-ray in August 2000 had proved negative.


TA had continuing problems with reactive airway disease, allergies, and coughs well into school age.
  His elementary school had reported that TA had learning disabilities, and TA was placed in special education for improvement of his speech and language.
  His report cards reflect ongoing problems with listening and reading skills.
  In January 2001, TA’s teacher sent KA a note that TA “has difficulty focusing in class.  He often seems to be day dreaming.  At times he will say something without thinking about it ahead, to see if it makes sense.”
  Additionally, the teacher told KA that TA had difficulty recalling simple things.


In August 2000, after mold had been found in her home, KA asked her pediatrician whether prolonged exposure to molds could be the cause of TA’s heightened sensitivity to various allergens.  The physician’s response was that mold could not have that effect.


During Dr. Campbell’s examination of TA in his office, TA was actively coughing, scratching, and moving,
 and Dr. Campbell noted that TA seemed somewhat agitated.  In his examination of TA’s eyes, Dr. Campbell noted “PERLA = sluggish.”


Dr. Campbell billed this office visit as a Level V consultation, including neurometry at 14 nerve sites, a PFT with interpretation, a urinalysis, and a battery of blood tests through Quest Diagnostics, SmithKline Beecham, and ISL.
  He diagnosed TA’s condition as abnormal reflexes, allergies, cough, fatigue, lymphadenopathy, and mycosis.  The amount charged for his fees and laboratory expenses was $13,264.00.


As reflected in an EEG report from Dr. High, TA’s results were abnormal “because of isolated episodes of left frontal lobe spike activity with phase reversal directive and irritative forces in the left frontal lobe is suggestive [sic].”
  SNCT testing showed mild hypoesthetic conditions, with the exception of a severe condition on TA’s left toe.
  TA’s spirometry test results showed only a borderline obstruction.
  The results of all three tests were summarized by Dr. Campbell’s office as “abnormal.”


The SmithKline Beacham blood tests showed that TA’s triglycerides and total cholesterol were elevated, as was his bun/creatinine ratio and total protein.
  Quest Diagnostics’ lab results for total protein and protein electrophoresis showed no abnormalities.
  However, the ISL’s results showed abnormalities in the tests for percentage of lymphocytes, C3 Complement, IgG Immune Complex, Lipopolysaccharide, Staphylococcus aureus, NK Cell Activity, IGg Geotrichum candium, IgG Pullularia pullulans, IgG Candida, and IgG Stachybotrys.


On February 7, 2001, TA returned to Dr. Campbell’s office for a Level IV consultation.  Dr. Campbell reported to TA’s parents that his EEG, PFT, and neurometry results were abnormal.  In addition, Dr. Campbell reported that TA had elevated total protein, immune dysregulation, abnormal T&B cell function, and suppressed NK cell count.  Dr. Campbell recommended neurophysiological testing and serum protein electrophoresis.
  That same day, Dr. High reported that TA had abnormal results on a BAER test and normal results on a VER test.  He also reported that TA had been exposed to Stachybotrys based on TA’s results of an oto/optic toxicity test.


Dr. Campbell diagnosed TA’s condition as immune mechanism disorder, mycosis, and polyneuropathy due to toxic agent.  The amount charged was $318.00.


On February 20, 2001, TA returned to Dr. Campbell’s office for a Level III consultation. After noting the abnormal results of TA’s EEG, BAEP, neurological examination, and nerve studies, Dr. Campbell recommended an MRI of TA’s brain, IVIg infusions once a week for twelve weeks, and further office visits.
  The charge for the day’s services was $250.00.


On that same day, Dr. Campbell’s office faxed to Infinity  a set of orders to begin infusion therapy for TA.
  Infinity  informed Dr. Campbell’s office that it would notify Dr. Campbell when the insurance carrier had provided the necessary information to begin treatment.


On March 2, 2001, Dr. Campbell’s office noted that TA had problems with the MRI.  He had walked in the door and “smelled severely musty – like mold – started coughing immediately & could not be still.”
  KA took TA to another MRI facility that was approved by her insurance carrier.  KA was successful in obtaining an MRI at the second facility, and the radiologist reported TA’s results on March 6, 2001, as normal with mild/moderate mucoid tissue/mucosal thickening in the maxillary and ethmoid sinuses.
 Dr. Campbell’s medical file showed the results as “03/6/01 MRI ABN [abnormal].”
  On March 12, 2001, Dr. Campbell’s office informed KA of the MRI results.  On that same day, KA’s insurance carrier denied treatment for TA for the IVIg infusion therapy.


On May 29, 2001, TA returned to Dr. Campbell’s office for a Level III consultation.  Dr. Campbell noted that he had a “long discussion” with KA about TA’s chronic conditions, his abnormal behavior, his abnormal neurological tests, and the insurance company’s refusal to cover costs of therapy.  Additional blood was drawn from TA for a new battery of immune function tests, and another PFT was conducted.  Dr. Campbell noted that TA’s results on the BAER were abnormal and added memory loss and severe muscular weakness to the list of TA’s diagnoses.   TA was scheduled to return for the results the following day, and no charge was stated for that day’s procedures.


On May 30, 2001, TA returned to Dr. Campbell’s office for a Level I consultation.  Dr. High reported that an EEG of TA (awake and asleep) was normal.
  The PFT results showed mild restriction.
  Dr. Campbell discussed with KA that her latest insurance company had also refused to pay for IVIg therapy.  The charge for both days’ services was $1,236.00.


On June 5, 2001, ISL reported that TA’s test results were normal, with the exception of the heightened levels of concanavalin A and pokeweed mitogen.


On June 20, 2001, TA returned to Dr. Campbell’s office for a Level IV consultation.  Dr. Campbell’s office reviewed the results of the neurological testing and blood work.  KA advised Dr. Campbell of her suspicions that her new home might harbor mold.  TA continued to have nosebleeds and headaches and began to complain of chest pains.  The charge for the office visit was $250.00.


On August 6, 2001, TA returned to Dr. Campbell’s office for a Level III consultation.  KA reported that TA was getting headaches one or two times a week, had to eat constantly to feel well, and began improving when the family moved from one home to another.  Dr. Campbell diagnosed the condition as mycosis and prescribed Sporanox for six weeks.  The charge for the office visit was $189.00.


On September 12, 2001, TA returned to Dr. Campbell’s office for a Level I consultation.  KA reported that TA continued to have headaches, nosebleeds, and gastrointestinal problems.  Dr. Campbell’s office obtained new specimens for blood and urinalysis.  The charge for the office visit was $484.10.
  TA’s urinalysis results were negative,
 and Quest Diagnostics reported normal blood work with the exception of uric acid, BUN/creatinine ratio, potassium, white blood cell count, absolute neutrophils, absolute lymphocytes, and absolute eosinophils.


On September 24, 2001, TA returned to Dr. Campbell’s office for a Level IV consultation.   Dr. Campbell’s office reviewed with KA her son’s neutropenia, lymphopenia, and white blood cell count.  TA’s nosebleeds had abated, although his diarrhea continued.  KA stated that she had no other concerns except for the test results.  Dr. Campbell gave KA a two-week clinical trial supply of Lamisil.


The last few entries in TA’s medical files are in October 2001, January 2002, and August 2002.  Each reflects Dr. Campbell’s office’s attempts to obtain payment from KA’s insurers.  On March 29, 2004, the final entry reflects the total amount unpaid for TA’s medical services as $15,602.00.


2.
Expert testimony and reports

Dr. Jacobs’ testimony about KA and the absence of any connection between the mold infestation in the family home applies equally to TA’s health problems.
  Dr. Jacobs criticized the decision to require TA to undergo ISL testing because his neurological examinations were essentially normal.
  He also criticized the decision to order IVIg on the grounds that “the way that it was used was not the standard of care for treatment of diseases.”


Dr. Senelick criticized Dr. Campbell’s reaching a conclusion about TA’s neurological condition based on the immune dysfunction questionnaire.
  He also criticized Dr. Campbell’s reliance on PERLA indications of “sluggish pupils.”
  Dr. Senelick did not agree with Dr. Campbell’s decision to order an EEG based on nine-year-old TA’s having nightmares.
  Dr. Senelick disagreed with the use of neurological testing or the conclusion that TA had a neuropathic or polyneuropathic condition.
  Dr. Senelick testified that it was “alarming” that Dr. Campbell ordered IVIg for TA, given the patient’s age.
  He concluded that Dr. Campbell had not acted within the standard of care for a reasonably prudent physician.


Dr. Campbell testified that the bases for his diagnoses and treatment included the following facts: (1) TA had been living in a contaminated environment since the age of three; (2) TA’s medical records showed that he had made 46 visits to the pediatrician for infections over a period of time; (3) an allergist had put him on medication; (4) TA was below average in language skills; (5) TA was in special education classes; (6) TA was below average in three out of four areas in cognitive abilities; (7) TA had failed his health fitness standard in three out of five tests; (8) his “brain [was] not doing well”; (9) he had physical problems; (10) his mother and father were very concerned; and (11) TA was continuing to get worse.


Dr. Campbell also testified that he reached his decision to order ISL testing because TA had abnormal pupillary reflexes, anterior cervical chain lymph adenopathy bilaterally, bilateral distant breath sounds, diminished deep tendon reflexes in all four extremities, and abnormally dry skin.
  In addition, Dr. Campbell ordered the ISL tests because TA’s parents ran an rubber stamping and engraving company from their home.  According to Dr. Campbell, the inks are known to contain neurotoxic solvents.
  Dr. Campbell also pointed out that Texas Children’s Hospital in Houston is a high volume user of IVIg


3.
Findings


Dr. Campbell’s decision to rely upon the ISL tests and the neurological tests was not within the standard of care.  His diagnosis of TA’s condition as related to a mycological or chemical toxicity problem was not within the standard of care.  His determination that TA suffered from a neuropathic or polyneuropathic condition was not within the standard of care.  His ordering of IVIg was not within the standard of care.
G.
The T Family: Patient MT


1.
History


MT, a 48-year-old white female, was the mother of MT2, age 21, and AT, age 16.  On January 23, 2002, MT contacted Dr. Campbell’s office by telephone as a new patient.  She reported that she had been referred by the Internet.  A New Patient Flow Sheet was completed, with a notation that the fees for an initial office consultation and testing would be $300 to $16,000.  MT informed Dr. Campbell’s office that MT had allergies, stomach problems, gastritis, ulcers, a sore nose, and a sleep disorder.  MT2 had flu symptoms, itchy throat, sleep disorder (sleeps too much), and chronic fatigue.  AT also had chronic fatigue and “black under the eyes.”  An appointment was scheduled for all three patients on February 8, 2002.


In her exposure history, MT explained that in April and May 2001, she had a leak under her kitchen sink.  The leak was repaired, and in June 2001 she noticed mold under the sink.  MT and her family’s health had declined during May and June.  An environmental study was performed in October, and the engineering report was issued in December 2001.
  The laboratory report included in the study showed elevated concentrations of many different types of spores, including Aspergillus/Pencillium, Cladosporium, Amerospores, and Stachybotrys.
  MT and her family moved out of the home, and a remediation program was initiated.


In the Immune Dysfunction Questionnaire, MT’s list of complaints was:  fatigue, attention deficit disorder, memory disturbance, depression, sleep disturbance, headaches, changes in visual acuity, numb or tingling feelings, severe muscular weakness, intolerance of bright lights and alcohol, muscle and joint aches, bruises easily, twitching muscles, recurrent flu-like symptoms, severe nasal and allergies, abdominal pain and diarrhea, low grade fevers or feeling hot often, night sweats, rashes, chest pain, dry eyes and mouth, cold hands and feet, lower back pain, easily getting out of breath, multiple sensitivities, nose bleeds, mucus in stools, left upper quadrant pain, and itching eyes.


Dr. Campbell examined MT.  She had sluggish pupils and complained of fatigue beginning in the mid-day and lasting throughout the evening.
  The condition improved when she and her family moved from their home.  Dr. Campbell noted that MT related a history of depression and anxiety.  She described her problems with headaches, numbness, and other somatic symptoms.  Dr. Campbell noted that during her interview, MT “began pacing back and forth in the examining room and her speech and pacing became more rapid as she went through her and her two daughters’ medical history.”  She complained of attention deficit disorder, memory disturbances, urinary incontinence, severe muscular weakness in her legs, and “irregular heartbeat when walking fast that goes away with rest which the patient thinks is psychological.”  She related a history of anxiety that had lasted for over four years, personality changes, and mood swings.   She explained that she was noncompliant with a prescription for Vioxx and confessed to skepticism about prescription drugs.


Dr. Campbell discussed at length with MT the effect of mycotoxins.
  MT stated in her intake materials, “I am in panic for my kids.”


As part of the office visit on February 8, 2002, Dr. Campbell ordered a urinalysis, antibody testing for IgA, IgM, IgG, and IgE, an Immuno Tox Fungal panel, and a comprehensive bioscan, as well as an EEG, BAER, VEP, and NCV for all four quadrants.  Dr. Campbell billed for a Level V consultation.  The total charges for the day were $9,632.00.
  A credit card charge slip in MT’s file shows that she paid $3,450.00 on that same day.  The description of the services provided was “Deductibles.”


On February 12, 2002, MT sent a fax to Dr. Campbell in which she complained about the bill of “$10,000 each” and canceled all tests.
  In addition, she filed a written complaint with the Board.
  Dr. Campbell cancelled as many of the tests as he could and credited MT’s account.  MT and her children did not return to Dr. Campbell’s office for subsequent diagnostic testing or treatment.


2.
Expert testimony and exhibits


Dr. Jacobs testified that he found nothing in the patient’s records substantiating a toxigenic mold exposure.  The physical findings relating to a sluggish pupillary response to light, some slight

tenderness in the abdominal area, and a decreased deep tendon reflex were insufficient to support that conclusion.
  The environmental assessment of the home in which MT was living similarly did not support a conclusion that a toxigenic mold exposure had occurred.
  Among the multiple ISL tests ordered, only the IgE test might have been useful as to determine allergies.


Dr. Senelick disputed Dr. Campbell’s conclusions about MT’s alleged neurological impairments and challenged the need for the ordering of neurological examinations.
  Dr. Senelick  disagreed with Dr. Campbell’s conclusion that MT had a neuropathic condition or that the physicial examination could reasonably lead a physician to make that determination.


Dr. Campbell’s testimony with respect to MT, MT2, and AT was that an environmental assessment of their home identified fungal spores, “mainly Amerospores and Stachybotrys.”


3.
Findings

The evidence does not support Dr. Campbell’s conclusion that the patient had a mold exposure condition or the medical necessity of Dr. Campbell’s ordering of the neurological and ISL tests.

H. 
The T Family:  Patient MT2


1.
History


MT2 was the 21-year-old daughter of MT.  MT2 was came to Dr. Campbell’s office on February 8, 2002, with her mother and sister, AT.  In the Immune Dysfunction Questionnaire, MT2 reported fatigue, depression, anxiety, personality changes, mood swings, frequent unusual nightmares, headaches, changes in visual acuity, intolerance of bright lights, muscle and joint aches, bruising easily, severe nasal and other allergies, low grade fevers or feeling hot often, uncomfortable urination, pain in her esophageal area, dry eyes and mouth, and cough.


Dr. Campbell’s notes from his physical examination of MT2 reflect sluggish pupils and deep tendon reflexes diminished in both upper extremities.
  The patient reported that she had a sore throat every morning upon waking, drainage every day, feeling as though she had the flu, wheezing with exercise, difficulty urinating, fatigue, and emotional highs and lows.


Dr. Campbell’s diagnoses of MT2 were abnormal reflexes, alopecia, anxiety, chest pain NOS, depression, fatigue, generalized pain, headache, memory loss, mycosis, painful respiration, shortness of breath, sore throat, twitching muscles, wheezing, and photophobia.  For these symptoms, Dr. Campbell ordered the following tests: blood chemistry, a complete blood count; T3 and TSH with reflex; urinalysis; EEG;  antibody testing for IgA, IgM, IgG, and IgE; an Immuno Tox Fungal panel; NK Cell Function; IgG, IgM, and IgA immune complexes; C3/C4 complements; and a PFT.
 The charge for the day’s services for MT2 was $9,632.00.
  A substantial portion of that amount was refunded or cancelled upon MT’s cancellation of the laboratory tests on February 12, 2002.


2.
Expert testimony and reports


Dr. Jacobs testified that nothing in MT2's medical history or examination would support a conclusion that MT2 had a mold exposure causing “any kind of a disorder” that would require extensive laboratory testing.  MT2's symptoms were typical of a person suffering from asthmatic and allergic conditions.
  MT2's total serum immunoglobulins were all within normal range.
  Dr. Campbell testified that he had ordered the testing for MT2 because of the results of  the environmental reports and of the physical examinations.


3.
Findings

The evidence does not support the medical necessity of Dr. Campbell’s conclusion that the patient had a mold exposure condition or of Dr. Campbell’s ordering of the ISL tests.
I.
The T Family:  Patient AT


1.
History


AT was the 16-year-old daughter of MT and sister of MT2.  As with her sister and mother, AT’s first and only office visit with Dr. Campbell was on February 8, 2001.  Prior to the visit, MT had provided Dr. Campbell with a summary of her daughter’s conditions as including allergies, stomach problems, gastritis, ulcers, sore nose, sleep disorders (including chronic oversleeping) , flu-like symptoms, itchy throat, chronic fatigue.  Upon completing a physical examination of AT, Dr. Campbell noted that AT had sluggish pupils and a “very highly enlarged thyroid.”  In his notes of the examination, Dr. Campbell included: exposure to toxigenic molds, abnormal neurological examination, headache, muscle weakness, abdominal pain, and shortness of breath.  Dr. Campbell noted “Black Mold” as part of AT’s exposure history.


As with her other daughter, MT was the principal historian for AT.  Following the discovery of mold in the kitchen of the family home, AT suffered from daily headaches that were unrelieved by over-the-counter medications.  She was tired and found difficulty in concentrating.   She complained of pain in her wrists and knees and had been diagnosed with tendonitis by another physician.  AT complained of chronic sore throats, wheezing, and shortness of breath, despite the fact that she had been on the swim team.  On physical examination of AT, Dr. Campbell noted that she had sluggish pupils.  The tests that Dr. Campbell ordered were an EEG; IgE, IgG, IgA, and IgE mold and mycotoxin antibodies; T and B cell functions; lymphocycte subpopulation; NK cell function;  IgA, IgG, and IgM immune complexes; C3/C4 complements; a PFT; metabolic panel; CBC; serum immunoglobulins; and a thyroid panel.  No out-of-range values were identified other than triglycerides, chloride, and carbon dioxide levels.
  The patient’s urinalysis was normal.


Dr. Campbell’s written diagnoses of AT’s condition were: abdominal pain, abnormal reflexes, anxiety, diarrhea or GI NOS, fatigue, generalized pain, headache, memory loss, mycosis, nausea/vomiting, painful respiration, severe muscular weakness, shortness of breath, and wheezing.


As with the charges made for the examination of the other members of AT’s family, Dr. Campbell billed for a Level V consultation and charged AT a total of $9,632.00.
 And, as with the testing of other family members, most of AT’s laboratory tests were terminated on February 12, 2002, at the request of MT.


2.
Expert testimony and reports


Dr. Jacobs reasserted his same conclusions with respect to AT’s mother and sister: there was no toxic mold exposure to the family, there was no need for the ISL tests, and Dr. Campbell’s conclusion to the contrary was not within the standard of care.
  Dr. Senelick’s report was that he found no indication for ordering neurological tests based on the minimal neurological evidence in the record.  The patient had multiple subjective symptoms with no objective findings on examination.
 Dr. Campbell testified that his reasons for ordering the testing of AT were the same as for the testing of her sister:  the results of  the environmental reports and the physical examinations.


3.
Findings

The evidence does not support the medical necessity of Dr. Campbell’s conclusion that the patient had a mold exposure condition or of Dr. Campbell’s ordering of the ISL tests.

VIII.  BILLING ISSUES

A.  
Legal Standards

Texas law prohibits a physician from engaging in conduct that is likely to deceive or defraud the public.
  This conduct includes billing a patient or third party payor for treatment that the physician knows was not provided or was improper, unreasonable, or medically or clinically unnecessary.
  The parties submitted evidence about Dr. Campbell’s conduct in light of these legal standards.  Specifically, the evidence addressed whether Dr. Campbell billed:

A. consultation codes for patients who were not referred by another physician or another appropriate source, such as an attorney,
 and for which he did not send a report back to the referring source.
 

B. CPT
 codes reserved for prolonged office visits when Dr. Campbell did not spend the time required with patients;

C. more than once for certain services by “unbundling” charges;

D. highly inflated amounts for the laboratory tests.


In the following sections, we outline evidence about these allegations and find that Dr. Campbell improperly billed for consultations, prolonged office visits, and various tests by unbundling test charges.  However, if we assume that tests were medically necessary, we do not find that Dr. Campbell charged unreasonable rates for those tests.

B.  
Witnesses

Staff called two witnesses to discuss billing issues:  Dr. Gross to testify about Dr. Campbell’s billing for three patients (KA, TA, and JS), and Mr. Blount to testify generally about billing requirements.  Dr. Campbell also called two witnesses, himself and Ms. Immers, to describe his office’s billing practices.

C.  
Background Evidence


Ms. Immers described Dr. Campbell’s medical operations; he employs fifteen to twenty people for medical and administrative work, and the office always has at least one certified coder on staff.  The coders and other staff members attend Texas Medical Association and Texas Medical Liability Trust courses and receive the training and education needed for their jobs.

D.  
Upcoded Charges; Consultation Code Billing


1.  
Staff’s Evidence

Upcoded charges are those for which incorrect CPT codes are used in order to obtain a higher reimbursement than if proper codes were used.
  In Dr. Gross’ opinion, Dr. Campbell’s staff upcoded many of the office visits as consultations.  Consultations are paid at a higher rate than new patient office visits; thus, the information required to support consultation billing is quite specific.  


As outlined in Attachment 3, Dr. Campbell billed consultation code 99245 for the initial office visits for all nine of the patients considered in this case.  Also, he billed for a number of follow-up visits using consultation codes 99244 and 99243. 


According to Dr. Gross, when a patient is referred by another physician and the consultant sends a report to the referring physician, the office visit may qualify as a consultation.  As Attachment 4 shows, CPT Code 99245 is the highest level consultation code.
  It may be billed for a consultation for new or established patient, but in order to bill the code, a physician must document a comprehensive history, a comprehensive examination, and medical decision-making of moderate- to-high complexity. Also, “counseling and/or coordination of care with other providers” is required. 


Based on these standards, Dr. Campbell did not perform the necessary services to support the consultation codes he used for initial and follow-up office visits.
  Not only were there no referrals or reports in the documentation, Dr. Campbell did not adequately record medical histories, physical examinations, or medical decision-making to bill the codes.  In fact, Dr. Gross added, Dr. Campbell’s billing practices were fraudulently incorrect because, as reflected in correspondence between Dr. Campbell’s office and other entities, Dr. Campbell’s staff understood how to properly bill claims but did not do so.  Dr. Campbell’s patient encounter forms did not even include the standard evaluation and management (E&M) codes (99201-99205).
  To Dr. Gross, this indicated an intent to charge higher, incorrect codes in order to gain increased reimbursement.


Mr. Blount held the same opinion about upcoded charges for office visits and said Dr. Campbell should not have billed any of the consultation codes he used.  There are five levels of consultation codes (CPT code 99245, the highest, to CPT code 99241, the lowest).   For GF, the patient who said he was referred to Dr. Campbell by an attorney, the documentation supported billing only with a lower CPT code, rather than the high code Dr. Campbell billed.


2.
Dr. Campbell’s Evidence


Dr. Campbell said he does receive referrals from physicians and other health care providers.  In the case of GF, the attorney who asked for an evaluation of his client also asked Dr. Campbell not to prepare a report.
 


Ms. Immers added that a patient should not need a referral from a primary care physician in order to consult with Dr. Campbell.  And, she said, the payment difference between various E&M codes is about $30.00; thus, there was no incentive to intentionally upcode charges.  The coding represented a reasonable, good faith effort to bill for services in accordance with generally accepted practices.


3.
CPT Standard

The 2000 CPT code book outlines the requirements for billing a consultation code:

A consultation is a type of service provided by a physician whose opinion or advice regarding evaluation and/or management of a specific problem is requested by another physician or another appropriate source.

The written or verbal request for a consult may be made by a physician or other appropriate source and documented in the patient’s medical record.  The consultant’s opinion and any services that were ordered or performed must also be documented in the patient’s medical record and communicated by written report to the requesting physician or other appropriate source.

A ‘consultation’ initiated by a patient, and/or family, and not requested by a physician, is not reported using the initial consultation codes but may be reported using the codes for confirmatory consultation or office visits, as appropriate.

Follow-up visits in the consultant’s office or other outpatient facility that are initiated by the physician consultant are reported using office visit codes for established patients (99211-99215).
 


The “CPT Assistant,” a guideline published in August 2001, included this statement:

Much of the confusion in reporting consultative services begins with terms used to describe the service requested.  The terms ‘consultation’ and ‘referral’ may be mistakenly interchanged.  However, the CPT book does not recognize these terms as synonymous.  Careful documentation of the services requested and provided will alleviate much of this confusion.
 


Other CPT code instructions imply that a consultation code could be used if more than 50% of an office visit is spent counseling a patient or family member.  However, the face-to-face time and the counseling or coordination activities must be documented.


4.
Arguments 


Without referrals from appropriate sources and reports back to those sources, Dr. Campbell should not have billed a Level V consultation code for the nine patients, Staff contended.  In addition, they asserted that Dr. Campbell upcoded follow-up visits as Level III or IV consultations when he should have used office visit codes for those patients. 


In reply, Dr. Campbell asserted that a physician is not required to obtain a referral from a primary care physician in order to bill a consultation code.  And, he said he submitted no bill that was improper, unreasonable, medically or clinically unnecessary, or for treatment he knew was not provided.  Dr. Campbell relied on Tex. Health & Safety Code Ann.  § 311.0025, entitled “Audits of Billing” (Vernon 2001 and Supp. 2006), to argue that the Board may not take disciplinary action against a health care professional for unintentional and isolated billing errors.  The section states, in pertinent part:

(a) A . . . health care professional may not submit to a patient or a third party payor a bill for a treatment that the . . . professional knows was not provided or knows was improper, unreasonable, or medically or clinically unnecessary. 

. . .

(c) A . . . health care professional that violates Subsection (a) is subject to disciplinary action, including denial, revocation, suspension, or nonrenewal of the license of the . . . professional. . . . 

. . . 

(e) A licensing agency may not take disciplinary action against a . . . health care professional for unknowing and isolated billing errors. 


5.
Analysis

When Dr. Campbell argues that he was not required to have a referral from a primary care physician, he confuses the consultation code requirements with the practice of requiring a primary care physician to act as a gatekeeper before a patient can see a specialist.  That is not the issue here.  Based on the law and evidence, the true issues are whether Dr. Campbell: received a patient referral from an appropriate source; communicated by written report to the requesting source; billed for treatment that was not provided or was improper, unreasonable, or medically unnecessary; and made only isolated or unintentional billing errors.


With one possible exception regarding GF, Dr. Campbell was not asked by an appropriate source for a consultation, and he did not prepare a consultation report for a referring source.  The record contains a detailed consultation report Dr. Campbell wrote for GF’s attorney in 1993.
  To us, this indicates that Dr. Campbell knew what should be included in a consultation report.  Without a referral and this type of report, any exchange between a physician and referring source was not documented.  Thus, when Dr. Campbell billed consultation codes to patients and third party payors, he charged them for a service he did not provide. 


Using the same lines of reasoning, we find that it was erroneous to bill for subsequent office visits using consultation codes.  To bill for those codes, Dr. Campbell was required to document an interaction between himself and another physician or an attorney.  Since he did not do so, the coding was incorrect.


Although a lay person might confuse the term “consultation” with another type of office visit, a physician and certified coder should not.  Even assuming Dr. Campbell did not make any decision about what to bill and relied solely on his coder, he is nonetheless responsible for the bill.  With one exception for GF, Dr. Campbell knew or should have known he was not acting as a consultant to another source.  He also knew he was not providing a consultant’s report.


Based on the evidence in the record, we are persuaded that the billing errors were not isolated or unintentional.  As Dr. Gross noted, the superbill forms did not include the standard office visit codes.  If the payment difference between an office visit and a consultation was only $30.00, that amount was still an overcharge.  Even accepting the obvious fact that Dr. Campbell saw many patients during the dates in question, the only patient files before us indicate a methodical practice of billing new patient visits as consultations.  Therefore, Staff’s arguments are supported by the greater weight of evidence, and we find that Dr. Campbell violated Tex. Health & Safety Code Ann. § 311.0025.

E.
Prolonged Office Visit Coding


1.  
Staff’s Evidence


a.  
Overview


Mr. Blount also took issue with Dr. Campbell’s added charges for what Dr. Campbell said were lengthy office visits.  According to Mr. Blount, a physician should, in his own handwriting, document the time spent with a patient, and Dr. Campbell did not record how long he actually spent with any patient.  Even though one of Dr. Campbell’s staff members sometimes listed the patient’s appointment time and check out time, those notations did not establish when Dr. Campbell was with the patient; rather, Mr. Blount stated, they showed only when a patient was scheduled to be in the office and when the patient left the office.
 



b.  
The T Family’s Prolonged Office Visit Charges

Dr. Campbell’s office billed for prolonged office visits, using CPT code 99354,
 for MT, MT2, and AT on February 8, 2002.  The mother and her daughters’ appointments were scheduled at 7:30 a.m., 8:00 a.m., and 8:30 a.m.  Someone on Dr. Campbell’s staff indicated that both daughters’ appointments ended at 11:00 a.m., and the mother’s appointment ended at 11:15 a.m.  Dr. Campbell did not record how long he was with these patients.  In a letter written about a month after the mother and daughters saw Dr. Campbell, MT said he spent half an hour with each of them.
  


On the day MT and her daughters saw Dr. Campbell, he charged them each the highest consultation code, 99245, for which he billed  $318 per person.  He gave the T family a “discount” and did not charge them prolonged office visit codes (“per management”); however, after MT cancelled the tests, she and her daughters were charged for prolonged office visits at the rate of $192 per person.
  The T family’s insurer paid $286.20 for the consultation code and $143.33 for the prolonged office visit code for MT.
  Because the daughters’ deductibles had not been met, the insurer paid less for MT2's office visit ($222.60), nothing for AT’s office visit, and nothing for either of the prolonged office visits charged to the daughters.



c.  
CB’s Prolonged Office Visit Charges

On four dates – March 26, June 3, August 28, and October 3, 2002 – Dr. Campbell billed CB for CPT code 99215 (a 40-minute comprehensive office visit) and in addition, billed CPT code 99354 for an prolonged office visit.  For the March 26 visit, the appointment time was 11:00 a.m., and CB checked out at 12:47 p.m.  Dr. Campbell’s nurse recorded CB’s current symptoms, Dr. Campbell added a few words to the nurse’s notes, listed CB’s test results, ordered more tests, and prescribed IVIg and a wrist brace.
  


On June 3, 2002, CB’s appointment time was 11:00 a.m., and her check out time was during the noon hour (the “12:” is legible but the numbers to represent minutes are not.)  Dr. Campbell discussed CB’s test results, treatment options, a plan of care, and the “possibility of re-exposure.”  A staff member recorded about a page of current symptoms to which Dr. Campbell added eleven lines of information.
  


For the August 28, 2002, office visit, CB’s symptoms and test results were noted, and Dr. Campbell ordered a number of tests.  Her appointment time was 8:30 a.m., and she checked out at 11:15 a.m.


On October 3, 2002, Dr. Campbell again discussed test results, treatment options, and a plan of care.  The appointment time was 9:30 a.m., and CB checked out after 11, but the exact time is not readable on the copy provided to us.
  A nurse recorded a half page of symptoms to which Dr. Campbell added lab results and a list of CB’s medications.  He also prescribed some new medications for her.


2.  
Dr. Campbell’s Evidence


a.  
General Office Procedures

To support Dr. Campbell’s argument that he spent prolonged amounts of time with patients, Ms. Immers described the procedure for patient visits in Dr. Campbell’s office.  Patients are greeted at the front desk, asked to update their paperwork, and asked to sign “all kind of acknowledgments” about HIPAA policies.
  Generally, within five minutes, a staff person takes the patient to the medical part of the office.


In the medical area, a nurse or medical assistant takes vital signs, and a nurse records the patient’s history.  While the nurse is writing, Dr. Campbell joins them and asks additional questions. Dr. Campbell usually spends two to four hours with a new patient, so his minimum charge should be about to $550.00, Ms. Immers opined without linking that amount to any particular CPT code.
 


Dr. Campbell similarly described his office procedures.  He said a nurse  takes vital signs after a patient is taken into a room.  Then, Dr. Campbell enters, and for an hour up to three hours per patient, takes a very thorough and complete patient history.  Once he completes this history, Dr. Campbell performs an examination, and then takes the patient to the checkout office.  A nurse generally records the time when the visit ends.
 


b.
The T Family


By letter dated May 28, 2002, Dr. Campbell replied to the Harris County Medical Society about a complaint MT had filed with them.  He said he spent approximately two-and-a-half hours with MT and her two daughters.
  


3.
Arguments


Staff asked for sanctions based on Dr. Campbell’s failure to properly document prolonged, face-to-face physician services, CPT Code 99354, by recording the actual time he spent with a patient.  There was no support for charging this fee, they asserted.


Dr. Campbell argued that his staff appropriately documented the time he spent with patients; thus, billing for CPT code 99354 was appropriate.  


4.
Analysis


a.
Need for Documentation


It is interesting that Ms. Immers’ and Dr. Campbell’s testimony differs in regard to how long Dr. Campbell generally spends with patients.  Ms. Immers said he typically spends two to four hours with a patient, while Dr. Campbell said he spends one to three hours with a patient.  This inconsistency highlights the limited value of generalized recollections when particular patients are considered.  Dr. Campbell did not document, in his own handwriting, the time he spent with patients, and his office staff’s notes do not even establish how long a patient was in the office, since no one made a notation to show when a patient arrived or was taken to an examination room. 



b.
Prolonged Office Visits for the T Family


The only specific information Dr. Campbell recorded about his time with patients was the letter he wrote regarding the T family.  He said he was with them for two-and-a-half hours.  On the date he saw them, he instructed his staff to bill each of them for CPT code 99245, the consultation code.  According to the AMA, the physician/patient time required for this CPT code is 80 minutes.  Thus, by charging the code to each of the three family members, Dr. Campbell billed for 240 minutes, or four hours, of time.  Even if we assumed that they were with Dr. Campbell every moment between the first appointment time (7:30 a.m.) and the last check out time (11:15 a.m.), Dr. Campbell would have spent less than four hours with the family.


When MT cancelled the family’s tests, Dr. Campbell’s office added on charges for a prolonged office visit, CPT code 99354, to MT’s, MT2's, and AT’s bills.  That code covers up to an hour of time and, when added to the CPT code he had already billed, amounted to billing the family for seven hours of his time. 


Based on this record, it appears that Dr. Campbell intentionally charged the T family for services he did not provide.  There is a prolonged office visit charge that one may use for an extra half hour of time (CPT code 99355), but Dr. Campbell chose the code that requires an additional hour of time for each person.  This fact further convinces us that the error was intentional, and we find that Staff met it burden of proof on this issue.



c.
Prolonged Office Visits for CB

The evidence related to possible overbilling as to CB is not as clear.  Dr. Campbell did not document his time with any patient, but he charged only CB and the T family for prolonged office visits.  Thus, we do not find it was Dr. Campbell’s routine to add the prolonged office visit code as a matter of course.  Using her appointment and check out times, CB was in the office at least an hour on the four dates at issue and the other code Dr. Campbell billed, 99215, covers only 40 minutes of time.  As a result, we are not convinced that Dr. Campbell knew he had improperly billed CB for four prolonged office visit codes.

F.
Unbundling


1.  
Evidence


According to Dr. Gross, the coding on May 30, 2001, for TA was excessive through unbundling.  There was a charge for spirometry (94010) and flow volume curves (94375) when they are one test.  Also, there is a charge for 99211 which should have been bundled into the spirometry tests.  The days charges were:

$135

CPT code 94010, spirometry, including graphic record, total and timed vital capacity, expiratory flow rate measurement(s), and/or maximal voluntary ventilation

$160

CPT code 94375, respiratory flow volume loop

$175

CPT code 99375, physician supervision of patients under care of home health agencies, hospice, or nursing facility patients (patient not present) requiring complex or multi-disciplinary care modalities involving regular physician development and/or revision of care plans

$278

CPT code 95819, EEG

$265

CPT code 95812, EEG extended monitoring (41-60 minutes)

$356

CPT code 92585, auditory evoked potentials for evoked response audiometry and/or testing of the central nervous system; comprehensive

$42

CPT code 99211, level I office or other outpatient visit

$1,411
 
Total for May 30, 2001

Dr. Gross said the same pattern of overcharging for E&M services was used on bills for KA’s and TA’s office visits on June 20, July 23, and August 24, 2001.


2.  
Analysis


Evidence provided by Dr. Gross and Mr. Blount persuasively established that Dr. Campbell unbundled the billing for services and, therefore, billed for services he did not provide.  Although several charges were at issue, the May 30, 2001, charges for TA adequately demonstrated the unbundling. 

G.  
Laboratory Test Charges


1.
Markup from Cost


According to Mr. Blount, there is no standardized markup for laboratory tests; yet, commercial fees for non-clinical laboratory tests are generally two to nine times, and for pathology laboratory tests, one to  six times, the Medicare fee schedule.
  Many insurance companies and  physicians use Ingenix, which annually publishes the National Fee Analyzer, to determine charge rates.
  Using Ingenix and other factors, Mr. Blount compared Dr. Campbell’s costs and charges for several items; the more significant examples are:
 

	CPT Code
	Dr. Campbell’s Cost
	Medicare Fee Allowance
	Ingenix Fee at 75th Percentile
	Dr. Campbell Charged

	86256-24

Fluorescent antibody; titer, each antibody
	$240
	$408
	$2,592
	$2,616

	86332-3

Immune complex assay
	$120
	$101
	$408
	$432

	86353-6 

Lymphocyte transformation
	$240
	$408
	$1,902
	$2,208

	88180-10 

Flow cytometry; each cell surface marker
	$200

 (for a 10-test panel)
	$480
	$2,475
	$2,110



2.  
Patient Consent

All of Dr. Campbell’s patients signed a form indicating that they understood their obligation to pay for services.  They also signed a superbill form, which included an acknowledgment of the patient’s responsibility for payment and authorization for testing.  The statements appear to be printed in seven-point type and are printed in the lower left corner of the form, just above the line where patients were asked to sign their names.


Also, in some patient files, a pre-office-visit telephone call about possible charges is documented with a “New Patient Flow Sheet.”  For MT and CB, the form states:

Discussed Fees for initial office consultation/testing:   _ Yes        No


20000

31800

$300 to $16K

However, the meaning of the four numbers is not explained on the form, and in spite of these acknowledgments, two patients, GF and MT, were surprised by the charges.  GF called the office and was upset; he said he had only wanted screening and not a whole work-up and treatment.


MT wrote Dr. Campbell’s office to say she had been shocked by the charges.  Prior to her visit, she was told her insurance would cover everything; however, at check out, MT was required to pay $3,450.00 and told she could begin to make payments after the next visit.  The following Monday, she learned she and her daughters each had been billed $9,632.00, for a total of $28,896.00.  MT asked to cancel everything possible, and they were given credit for $26,265.00.  Even so, after MT asked to cancel the tests, Dr. Campbell’s staff added new charges, including the additional charge for a prolonged office visit and a $281.00 test-cancellation charge.
 

3.  
Arguments


Dr. Campbell ordered excessive tests and charged highly inflated rates for them.  These actions were medically unsupported and deceitful, Staff argued. 


In response, Dr. Campbell noted that none of the patients were covered by Medicare, Medicaid, or workers’ compensation.
  Thus, he was entitled to set his own rates based on an express or implied contract; Dr. Campbell agreed to perform certain services and the patients agreed to pay for them.  As additional justification for his charges, Dr. Campbell argued his documentation was thorough and all the tests he ordered were medically necessary.


4.
Analysis

As long as a physician-patient agreement does not contravene public policy, the parties are free to contract as they see fit; to limit the right of contract could impede a patient’s access to the physician of his or her choice.
  Nevertheless, the legislature has tempered this principle by prohibiting a health care professional from billing a patient or insurer if the professional knows treatment was improper, unreasonable, or medically or clinically unnecessary.
 


In this case, some of Dr. Campbell’s patients were upset or shocked by his charges.  This leads us to consider the possibility that patients were not adequately informed about what Dr. Campbell intended to charge them.  Even though the patients signed the superbill form, the type on the form is quite small and, for some patients, did not adequately convey the extent of financial commitment Dr. Campbell would require of them and their insurers.  Therefore, the record does not effectively support Dr. Campbell’s freedom-of-contract defense when we consider the high rates he routinely charged new patients, especially when the tests were not medically necessary.


On the other hand, if we assume the tests had been medically necessary and the patients had freely consented to them, we cannot say the charges were highly inflated.  For the more expensive laboratory tests, CPT codes 86256, 86356, and 88180, Dr. Campbell charged roughly ten times his costs.  But, as Mr. Blount testified, doctors generally charge two to nine times their costs for laboratory tests, and they also rely on Ingenix rates as a pricing guideline.  As compared to Ingenix rates in the 75th percentile, Dr. Campbell charged slightly more for CPT codes 86256 and 86323, 17% more for CPT code 86353, and less than the Ingenix rate for CPT code 88180.  Clearly, Dr. Campbell charged high rates, but based on the record, we do not find these rates to be highly inflated. 

IX.  RECOMMENDATION REGARDING ISSUES IN THE COMPLAINT

A.
Issue 1:  Whether Respondent Is Subject to Disciplinary Action Pursuant to Section 164.052(a)(1) of the Act Based on Respondent’s Commission of an Act Prohibited under Section 164.052 of the Act.


Based on our findings, we conclude that Dr. Campbell is not subject to disciplinary action pursuant to Section 164.052(a)(1) of the Act.  That portion of the Act states:

A physician or an applicant for a license to practice medicine commits a prohibited practice if that person: (1) submits to the board a false or misleading statement, document, or certificate in an application for a license; . . . 


Dr. Campbell did not submit to the Board a false or misleading statement, document, or certificate in an application for a license.
B. 
Issue 2:  Whether Respondent Is Subject to Disciplinary Action by the Board Pursuant to Section 164.051(a)(6) of the Act by Failing to Practice Medicine in an Acceptable Professional Manner Consistent with Public Health and Welfare.


Based on our findings, we conclude that Dr. Campbell is subject to disciplinary action by the Board subject to Section 164.051(a)(6).
C. 
Issue 3: Whether Board Rule 190.81(a) Provides That the Failure to Practice Medicine in an Acceptable Manner Consistent with Public Health and Welfare Includes the Failure to Treat a Patient According to the Generally Accepted Standard of Care.


Based on our findings, we conclude that Dr. Campbell’s failure to practice medicine in an acceptable manner consistent with public health and welfare includes the failure to treat a patient according to the generally accepted standard of care.

D. 
Issue 4: Whether Respondent Has Committed a Prohibited Act or Practice Within the Meaning of Sections 164.052(a)(5) and 164.053(a)(5) of the Act by Prescribing or Administering a Drug or Treatment That Is Nontherapeutic in Nature or Nontherapeutic in the Manner the Drug or Treatment Is Administered or Prescribed.

Based on our findings, we conclude that Dr. Campbell committed a prohibited act or practice within the meaning of Sections 164.052(a)(5)
 and 164.053(a)(5)
 of the Act by prescribing or administering a drug or treatment that is nontherapeutic in nature or nontherapeutic in the manner the drug or treatment is administered or prescribed.

E. 
Issue 5: Whether Respondent Has Committed a Prohibited Act or Practice Within the Meaning of Section 164.052(a)(5) of the Act Based upon Unprofessional or Dishonorable Conduct That Is Likely to Deceive or Defraud the Public or Injure the Public.


Based on our findings, we conclude that Dr. Campbell committed a prohibited act or practice within the meaning of Section 164.052(a)(5) of the Act based upon unprofessional or dishonorable conduct that is likely to deceive or defraud the public or injure the public.

F. 
Issue 6: Whether Respondent Has Committed a Prohibited Act or Practice Within the Meaning of Sections 164.052(a)(5) and 164.053(a)(1) of the Act by Respondent’s Commission of an Act That Violates Any Law of this State If the Act Is Connected with Respondent’s Practice of Medicine. 

Based on our findings, we conclude that Dr. Campbell committed a prohibited act or practice within the meaning of Sections 164.052(a)(5) and 164.053(a)(1)
 of the Act by Respondent’s commission of the acts described in this PFD.  We do not conclude that Dr. Campbell was the subject of a criminal complaint, indictment, or conviction.

G. 
Issue 7:  Whether Respondent Has Committed a Prohibited Act or Practice Within the Meaning of Section 3.084(g) of Tex. Rev. Civ. Stat. Ann. Art. 4495(b) by Violating Section 311.0025 of the Texas Health and Safety Code, Which Provides That a Health Care Professional May Not Submit to a Patient or a Third Party Payor a Bill for a Treatment That Professional Knows Was Not Provided or Knows Was Improper, Unreasonable, or Medically or Clinically Unnecessary.


Based on our findings, we conclude that Dr. Campbell has committed a prohibited act or practice within the meaning of Sections 164.052(a)(5) and 164.053(a)(7) of the Act by violating Section 311.0025 of the Texas Health and Safety Code.

H. 
Issue 8:  Whether Respondent Has Committed a Prohibited Act or Practice Within the Meaning of Sections 164.052(a)(5) and 164.053(a)(7) of the Act by Violating Section 311.0025 of the Texas Health and Safety Code, Which Provides That a Health Care Professional May Not Submit to a Patient or a Third Party Payor a Bill for a Treatment That Professional Knows Was Not Provided or Knows Was Improper, Unreasonable, or Medically or Clinically Unnecessary.


Based on our findings, we conclude that Dr. Campbell has committed a prohibited act or practice within the meaning of Sections 164.052(a)(5) and 164.053(a)(7) of the Act by violating Section 311.0025 of the Texas Health and Safety Code.
I.  
Issue 9:  Whether Respondent Has Committed a Prohibited Act or Practice, and Is Subject to Discipline Pursuant to Section 101.203 of the Act, Which Provides That Health Care Professional May Not Violate Section 311.0025 of the Texas Health Care and Safety Code.


Based on our findings, we conclude that Dr. Campbell has committed a prohibited act or practice and is subject to discipline pursuant to Section 101.203 of the Act.
  Finally, we note that many of these issues involve overlapping conclusions and are based on the same facts.  We do not conclude that Dr. Campbell’s multiple violations constitute the basis for multiple sanctions.

X.  SANCTIONS

A.
Statutory Provisions

The Board has the statutory authority to discipline physicians who are licensed to practice in Texas.
  That authority ranges from the revocation of a license to a written reprimand.  In cases in which a physician poses a continuing threat to the public welfare, the Board is required to revoke or suspend the physician’s license.

B.
Aggravating and Mitigating Factors

The Board has adopted a set of aggravating and mitigating factors to guide its determination of an appropriate sanction if it finds that a sanction should be imposed.
 Although neither party made a formal presentation of aggravating or mitigating factors, we find evidence of each in the record.


1.
Aggravating factors

Aggravating factors include harm to one or more patients.
  Although no permanent injury was caused by Dr. Campbell’s actions, the evidence included KA’s allergic pneumonic reaction to IVIg, CB’s adverse reaction to Sporanox, and Dr. Campbell’s failure to diagnose accurately several of his patients’ neurologic and allergic conditions.  In addition, Dr. Campbell’s actions raised the risk of harm to his patients through the use of IVIg for purposes that were non-therapeutic, as established by Dr. Senelick’s testimony.  Although Dr. Campbell pointed out that Texas Children’s Hospital in Houston is a high volume user of IVIg, that information does not establish the establish that no risk is associated with the medication’s use.
  A separate aggravating factor, “one or more violations that involve more than one patient,”
 was established through these facts.


Another aggravating factor is “economic harm to any individual or entity and the severity of such harm.”
  This factor is supported by the proof of the cost of the many unwarranted laboratory and neurologic tests for almost all of Dr. Campbell’s patients.  The factor is satisfied without regard to whether the payor was the patient or the patient’s insurer.


2.
Mitigating factors

Mitigating factors include rehabilitative potential, prior community service and value to the community, and other relevant circumstances reducing the seriousness of the misconduct.
  The evidence shows that each of these is relevant to this case.  Dr. Campbell’s history of public service is beyond question.  As a volunteer, community leader, and public educator, Dr. Campbell has devoted a lifetime to community service.


In addition, Dr. Campbell’s motives in his medical work were never seriously questioned.  Dr. Campbell conducted his practice to bring relief to his patients.  Although his invoices were unusually high, most of the costs for the initial visits were for laboratory tests.


Our impression of Dr. Campbell is that he practices medicine by attempting to incorporate scientific values as part of a medical ethic.  As quoted previously, Dr. Kilburn expressed those values as follows:

But we’re going at it the right way.  We’ve got to try these things.  And at a point in time, we have to then compare and put the thing out where everyone else can appreciate what was done, pick it apart if we or they made errors.

And, you know, that’s acceptable science.  That’s the way science has got to go, always has gone.  It’s only when we deviate from that that we make blunders and errors.


Dr. Campbell has chosen to practice medicine by incorporating standards and techniques that have a scientific and medical basis.  However, the basis upon which the law requires a physician to practice medicine is in compliance with a community standard of care.  We acknowledge that the community standard makes allowances for a physician to use newly available techniques or medications.  Similarly, we acknowledge that the community standard makes allowances for a physician to use existing techniques or medications in new ways.  However, to do so, the physician must be able to prove the need, the efficacy, and the relative benefit as compared to the risk for this new approach.  The preponderance of the evidence in this case did not satisfy that requirement.


At best, Dr. Campbell showed that his knowledge base might be improved by having the results of the dozens of antibody tests through ISL or the neurological tests that were conducted primarily by Dr. High.   However, Dr. Campbell was not able to make the evidentiary leap from the possibility of additional information to the value that these tests actually added.  The ISL results showed mere exposure and not infection.  Even Dr. Campbell’s own witnesses acknowledge that one did not equal the other.   Patients were charged thousands of dollars each for tests that provided Dr. Campbell for no additional basis upon which to make a treatment decision.


With respect to treatment, the analysis is much the same.  At best, Dr. Campbell showed that his patients’ conditions might be improved through the use of Sporanox and IVIg. No challenge was made to the assertions that Sporanox is useful in controlling fungal infection or that IVIg is useful in controlling some forms of inflammation.  However, Dr. Campbell could not show that either treatment was necessary, effective, or appropriate based on benefit/risk analysis.


If Dr. Campbell intends to proceed with what appears to be scientific research in his medical practice, then he must do so in a manner that respects the rights of individual patients.  Established protocols for such practices exist, although their terms were not presented in this proceeding.  In the absence of our review of those protocols, we recommend that Dr. Campbell should be required to make full disclosure of the following:


•
whether the laboratory tests to be used include established ranges recognized generally within the medical community;


•
whether the laboratories and tests to be used have state regulatory approval;


•
whether the laboratory tests to be used have general acceptance in the medical community as a valid basis upon which diagnoses may be made;


•
whether the utility and results of the neurological tests and testing equipment to be used have been accepted by professional associations of neurologists;


•
whether mold has been identified by the general medical community as a cause or a factor in the conditions diagnosed or proposed to be treated;


•
whether any drugs to be used, including IVIg and Sporanox, are recognized by the general medical community as effective for conditions relating to mold;


•
whether the dosage or administration of IVIg used by Dr. Campbell is generally recognized by the medical community;


•
Dr. Campbell’s average charge for all diagnostic tests and treatments (this disclosure should be accurate, clear, and in writing); and


•
the risk that these charges may not be paid under third-party reimbursement plans.


Finally, Dr. Campbell should be required to obtain the informed, written consent of the patient to proceed with diagnostic testing and/or treatment in light of these disclosures.


In determining a sanction against Dr. Campbell, we recognize that his actions were the product of the years of research and a sincere desire to help his patients.  Despite’s Staff’s pleadings to the contrary, revocation is not an appropriate sanction for Dr. Campbell’s actions.  We do not recommend revocation as an option. 


Subsections (I), (J), (M), and (O) of Board Rule 190.14(7) list the sanctions for violations associated with the failure to maintain adequate medical records, quality care lapses, improper prescribing, and improper billing practices.  Although Board Rule 190.14(5) states that each statutory violation constitutes a separate offense, even if arising out of a single act, we also note that Board Rule 190.14(1) also provides that the Board has the authority to vary the severity of the sanctions.  The rule provides for a sanction based on the number of violations or any aggravating and/or mitigating factors that apply in a particular case.


The ALJs recommend that any sanction should include a combination of five terms.  First, directed continuing medical education is appropriate.  This would be a period during which Dr. Campbell is required to revisit the legal obligations that accompany the physician-patient relationship.  Second, a brief period of suspension is appropriate.  Dr. Campbell should not practice medicine at least during the time that completes his medical-legal retraining and perhaps for a brief period thereafter.  Third, a monitor for his practice is appropriate for a period of time.  Dr. Campbell should have a monitor-mentor to whom he should demonstrate his understanding of the need to comply with the types of patient notification and medical practice revisions required by the Board.  Fourth, an administrative penalty is appropriate to reflect in some measure the fees charged for unnecessary services to patients.  And, fifth, a public reprimand would be appropriate to inform other physicians of the need to comply with the community standards of practice.

C.  
Costs


Staff sought to recover the costs of this administrative hearing from Dr. Campbell as part of a disciplinary penalty.  We find no legal basis for imposing costs as a disciplinary sanction,
  other than the costs of transcription of the testimony.  Staff’s written closing argument and reply brief do not cite to any statute or rule, and our review have produced no support for this theory of discipline.  In addition, no evidence was offered or admitted at the hearing on the topic.  The request, other than the costs of transcription, should be denied.

Note: This document, which was signed on October 10, 2006, contained proposed findings of fact that were amended in another document signed on March 29, 2007. To view the amended findings of fact, see http://www.casewatch.org/board/med/campbell/ff.doc
� 	  On September 1, 2005, the name of the agency was changed to the Texas Medical Board.


� 	  In Order No. 14, the ALJs adopted the Agreed Scheduling Plan, including an agreement to redact patient names and other identifying information from exhibits.  Despite the order, some of Staff’s exhibits were submitted in a non-redacted form.  Staff asserted that the confidentiality protection provisions of Tex. Occ. Code Ann. § 191.002 were sufficient to prevent the release of the materials.  During the hearing, the parties entered into a separate confidentiality agreement, and each volume of Staff’s exhibits was marked as confidential.  After the hearing, the ALJs issued Order No. 21 in which they ordered the parties to submit redacted exhibits in compliance with Order No. 14.  Staff spent several weeks with the original record in an attempt to redact patient names.


� 	  Tex. Occ. Code Ann. § 164.051(a)(6), as part of Medical Practice Act (Act), Tex. Occ. Code Ann. § 151.001 et seq.; 22 Tex. Admin. Code (TAC) § 190.8(1)(a).


� 	  Tex. Occ. Code Ann. §§ 164.052(a)(5) and 164.053(a)(5).


� 	  Tex. Occ. Code Ann. § 164.051(a)(5).


� 	  Tex. Health & Safety Code Ann. § 311.0025; Tex. Occ. Code Ann. §§ 164.052(a)(5) and 164.053(a)(7).


� 	  22 TAC § 190.14(2).


� 	  Following Staff’s filing of its initial brief on July 3, 2006, the parties agreed to extend the date for Dr. Campbell’s response brief to July 29, 2006, and for Staff’s reply brief to August 11, 2006.


� 	  The administrative record includes approximately 4,000 pages of exhibits in ten volumes and 1,725 pages of transcript in nine volumes.  Because of the size of the record, the ALJs provide Attachment 1, a concordance table that correlates the exhibits with each of the nine patients.


� 	  Tr. VI at 1072.


� 	  Tr. VI at 1142-43.


� 	  These distinctions will be examined in this PFD.  However, for easier reading, we use the term “molds” without repeating the litany of “mold, mold byproducts, or toxigenic molds” in every reference.


� 	  Tr. VI at 1098-90.


� 	  R. Ex. 1.


� 	  Tr. VI at 1151; Tr. IX at 1666.


� 	  Tr. VI at 1123.  IgM antibodies are the first produced by the human immune system in response to exposure to an antigen.  If the exposure continues, then the IgM antibody becomes an IgG antibody, reflecting a long period of exposure.  An IgA response is the immune system’s response affecting mucous membranes.  The IgE antibody is that which creates reactions in the skin to standard allergy tests.  Tr. VI at 1124-26.


� 	  Tr. VI at 1114, 1120-21.


� 	  Tr. VI at 1160.


� 	  Tr. VI at 1149-50.


� 	  Tr. VI at 1129-32.


� 	  Tr. VI at 1133-35.


� 	  IVIg is a human blood product that is administered through six- to eight-hour infusions.  The infusions typically are administered at the patient’s home by a home health agency.  Dr. Campbell’s treatment regimen may include infusions once a day for five days with a repetition every two or three weeks, once a week every three to four weeks, once a week for six weeks, or once a week for twelve weeks.  The cost of each treatment is in the range of $3,000-$5,000.  Tr. VI at 1144-49.


� 	  Dr. Campbell testified that his patients





 . . . come in and they're in wheelchairs. [After receiving IVIg treatment, t]hey return and they walk.  They're -- they walk with a walker.  And they come back and they're walking with a cane.  They came with a cane and they're now walking without a cane.





They -- their memory is back.  The most common thing they say to me is, "Dr. Campbell, thank you for giving me my mind back."  Their thinking is -- clears up.  They're able to read.  They're able to follow a book or a paragraph without having to reread  it three or four times.





. . .  And so their whole life has changed.  Now, with the IVIg, they can -- they become part of  society again.


Tr. VI at 1142-43.


� 	  Staff’s many factual and legal allegations are summarized in tabular form at Attachment 2.


� 	  Dr. Jacobs is board-certified in allergy and immunology and has served as chairman of the department of allergy and immunology for the Wilford Hall United States Air Force (USAF ) Medical Center, professor of medicine at the University of Texas Health Science Center (UTHSC) at San Antonio, special assistant to the Surgeon General, an associated scientist of the department of virology and immunology of the Southwest Foundation for Biomedical Research, president and chief executive officer of Immunobionomics Laboratories, and director of Biogenics Research Institute.  He is a retired colonel in the USAF. C. Ex. 20, Tab B.


� 	  Dr. Senelick is board-certified in psychiatry and neurology and is certified as a medical examiner.  He is the medical director of the Rehabilitation Institute of San Antonio and has served as the editor-in-chief of the HealthSouth Press.  He was a major in the USAF and served as a staff neurologist at Wilford Hall USAF Medical Center and at Lackland Air Force Base (AFB). C. Ex. 20, Tab A.


� 	  Mr. Blount holds a BBA degree with a major in accounting from Georgia Southern University and is a certified public accountant.  He is also a fellow in the Healthcare Financial Management Association, the leading national association for professionals involved in health care financial management.  In addition, Mr. Blount is on the editorial board for Medical Office Manager and coauthored the book Mastering the Reimbursement Process, published by the American Medical Association (AMA).  It is the AMA’s top-selling book for medical reimbursement and billing for physician practices. Mr. Blount’s firm, Health Law Network, provides litigation support, expert witnesses, and compliance consulting to health care providers and their attorneys.  He has worked with all types of health care providers, including hospitals and physicians.  Tr. IV at 782-88; C. Ex. 20, Tab C, at 61-65.


� 	  Dr. Gross is board-certified in internal medicine and allergy and immunology.  He is clinical professor of medicine at the Southwestern Medical School and is head of the allergy section and attending physician at Presbyterian Hospital of Dallas and Baylor University Medical Center.  He is also attending physician at the allergy clinic for Parkland Hospital.


� 	  Dr. Campbell’s credentials are noted in the text, supra.  Staff challenged Dr. Campbell’s status as an expert.  In its Attachment 1 to Staff’s Reply Brief of August 11, 2006, Staff presented the July 11, 2006, order of the 172nd Judicial District Court of Jefferson County, Texas, in Gaudette v. Conn Appliances, Inc., Cause No.  E166,259.  In that order, the court refused to accept Dr. Campbell as an expert witness on the grounds that his theories, opinions, and analysis “have not been sufficiently tested,” his “diagnosis of causation” was subjective, his diagnoses and causation conclusions were the product of “insufficient peer reviews,” and the evidence “does not demonstrate a theory of causation that is generally accepted in the scientific and medical communities.”  As the result of the court’s determinations, the court excluded Dr. Campbell’s opinions “as to any mold and/or mycotoxin related diagnosis of the Plaintiffs [as] unreliable and [found they] should be excluded.”  The ALJs rejected Staff’s challenge to Dr. Campbell’s expert credentials.  Instead, the ALJs took into consideration the court’s action in weighing the evidence in this case.


� 	  Dr. Gray’s medical practice is in Arizona.  He is the medical director of the Progressive Healthcare Group and medical director and founding board member of Healthcare Innovations, Inc., d/b/a Benson, Wilcox and Tombstone Ambulance Services, and of Arrowhead Healthcare, d/b/a Showlow Emergency Medical Services.  He lists his areas of primary interest as internal/environmental/emergency/preventative and occupational medicine/toxicology.  Dr. Gray is not board-certified in internal medicine, allergy, immunology, toxicology, otolarangology, neurology, or psychiatry, nor is he trained in pulmonology or mycology.  Tr. VII at 1393-95.  He has served as an assistant professor of occupational and internal medicine at the University of Arizona.





	Staff challenged Dr. Gray’s status as an expert.  Substantially the same language was used by the 166th Judicial District Court of Dallas County, Texas, in Cronshey v. SPK, Ltd. and LumaCorp., Inc., Cause No. 01-2143, in a September 20, 2005, order to exclude Dr. Gray as a testifying witness in a case involving mold.  However, on October 31, 2005, in that same case, the court amended its order and permitted Dr. Gray to testify “concerning any exacerbation of the Plaintiffs’ preexisting respiratory or pulmonary conditions resulting from exposure to mold and mold by-products; however, he will not be permitted to testify with respect to ongoing health issues associated with that exposure.”  Ex. C-29.  Dr. Gray was permitted to testify in this proceeding.


� 	  Dr. Thrasher holds a Ph.D. in human anatomy and cell biology from the University of California at Los Angeles (UCLA) School of Medicine.  He has served as professor in the departments of anatomy at the schools of medicine at the University of Colorado and at UCLA and was a member of the faculty of Eastern New Mexico University in Ruidoso, New Mexico.  He has served as a consultant to laboratories and other health-related entities.  He serves as an expert witness in the fields of environmental toxicology and immunotoxicology.  Staff challenged Dr. Thrasher’s status as an expert witness. Part of the basis for the challenge was due to Dr. Thrasher’s not being a physician.  Dr. Thrasher was permitted to testify in this hearing.


� 	  Dr. Kilburn has served as professor, assistant professor, or instructor of medicine at the schools of medicine at UCLA, University of Colorado, Brompton Hospital at London University, Washington University, Duke University, University of Missouri-Columbia, Mt. Sinai Hospital, and the University of Southern California (USC).  He served as chief of the surgery branch at the United States Army Medical Research and Nutrition Laboratory, chief of medical service at the Veterans Administration Hospital in Durham, North Carolina, and chief of the pulmonary and environmental medicine section of USC Medical Center.  Among his administrative experience is his service as director of the division of environmental medicine at Duke University, founding director of the Barlow Occupational Health Center at USC, and director of the environmental sciences laboratory of the department of medicine at USC.  He is a present or former editor of numerous medical professional journals, including many in the fields of occupational and environmental medicine.  Over the period of the last forty-eight years, he has been the author or contributing author of several hundred published articles in recognized scientific and medical journals.  Many of Dr. Kilburn’s articles are on the subject of neurotoxicology and related fields.  Since 2002, he has published articles on molds and mycotoxins.  He is also the author or editor of three books, Chemical Brain Injury (John Wiley and Sons, 1998), Endangered Brains (Princeton Scientific Publications, 2004), and Mold and Mycotoxins (Heldref Publications, 2004).


� 	  Dr. Johnson holds certification by the International Board of Environmental Medicine and has been in private practice in Texas since 1980.  He served as a teaching assistant of osteopathic principles at the University of Health Sciences in Kansas City, Missouri.  He has practiced in the field of allergy and environmental medicine.  He is a former member of the Texas State Board of Medical Examiners (1988-93).


� 	    Ms. Immers has practiced as a registered nurse in various contexts, managed another clinic, and for the past several years, managed Dr. Campbell’s office.  Tr. IX at 1666.


� 	  509 U.S. 579 (1993).


� 	  923 S.W.2d 549 (Tex. 1995).


� 	  953 S.W.2d 706 (Tex. 1997).


� 	  The standards for determination of a witness’s reliability are:





	•	the extent to which the expert’s theory has been or can be tested;





	•	if the expert has used a particular technique for reaching his or her conclusion, then the technique’s potential rate of error;





	•	whether the theory has been or could be subjected to peer review or publication;





	•	whether the underlying theory or technique has been generally accepted as valid by the relevant scientific community;





	•	the extent to which the technique relies on the subjective interpretation of the expert; and





	•	the non-judicial uses that have been made of the expert’s theory or technique.





 Robinson, 923 S.W.2d at 557.


� 	  Kumho Tire Co. v. Carmichael, 526 U.S. 137, 147 (1999); Gammill v. Jack Williams Chevrolet, Inc., 972 S.W.2d 713 (Tex. 1998).


� 	  Tr. III at 548-49


� 	   Dr. Campbell testified that “[u]sually by the time patients come to me, they’ve had dozens of differential diagnoses by other physicians” and “[m]any of these patients have seen 10 or 20 doctors.”  Tr. I at 1081.


� 	  Post Hearing Closing Argument of Respondent, Andrew William Campbell, M.D. at 56, item 276.


� 	  The parties agreed on only a few points relating to the scientific and medical issues.  These included:  (1) the study of the relationship between mycology and human health is in the early stages of development, and (2) only through the collection of scientifically verifiable data will better diagnostic and treatment options have the opportunity to emerge. Tr. I at 140-41 (Dr. Jacobs reading from McCluskey, Black Mold and Human Illness, Tex. Med. Ass’n (Sept. 2002), quoting from Dearborn, Health Effects of Molds and Mycotoxins, Am. Acad. of Allergy and Immunology (March 2002)); Tr. V at 1045 (Dr. Kilburn).


� 	  Tr. VII at 1368-69.


� 	  Category 1:	(a) Diseases arising from the inability of the patient to fight systemic infections (e.g., AIDS); (b) diseases caused by exposure to a particular type of mold (e.g., Coccioides, the agent that causes valley fever, a systemic, meningitis-type infection); (c) exposure to an abundance of mold causing the immune system to be overwhelmed and then infected (e.g., histoplasmosis, an infectious disease caused by inhalation of organic debris from fecal matter); and (d) common, but relatively low-threat infections caused by molds, including fingernail fungus, “jock itch,” and yeast vaginitis.





Category 2:	Problems arising in persons who are genetically predisposed to severe allergic reactions.  In these cases, a patient may not have an infection but will have a powerful allergic immune response.  The immune response may be so intense as to cause damage to the patient’s organs.  The treatment is to remove the patient from the cause.  Also in this category is the condition in which mold may begin to grow within mucosal cavities.  For example, the lungs may provide a site in which mold may grow.  This is not a true infection, but merely the provision of a host with conditions favorable to mycological growth.  An example of this phenomenon is bronchial pulmonary aspergillosis.





Category 3:	Standard allergic reaction.  These diseases typically include asthma, rhinitis, sinusitis, and bronchitis.  This process includes secondary infections that arise as the result of the allergy but not as a result of the mold itself.





Category 4: 	The irritant phenomenon caused by physical exposure.  Persons may have an irritant response to exposure to mold in the same way that they have a response to exposure to smoke.





Category 5:	True toxic reaction to physical exposure.  Examples include the ingestion of poisonous mushrooms or grain on which particular types of ergot have grown.  In these instances, molds produce mycotoxins that are harmful or deadly to the organism that ingests them.





Category 6:	Hysterical reaction.  This process does not originate in the qualities of mold or result from a true allergic reaction.  Instead, the body produces a symptomatic response arising from the subject’s perception or belief that physical exposure is harmful.  Hysterical reactions may be sufficient to create demonstrable and measurable physical symptoms that mimic somatic-based causes.





Tr. I at 88-94.


� 	  Tr. I at 1249-50.


� 	  Tr. V at 994.


� 	  Tr. I at 108-09.  “Black mold” is a generic term that refers to several different types of mold including Stachybotrys, Aspergillus, and Pencillium.  With particular regard to Stachybotrys chartarum, Dr. Jacobs testified that adverse health effects from inhalation of these spores in water-damaged buildings is not supported by available peer-reviewed reports in the medical literature.  Tr. I at 146.  Dr. Campbell’s witness, Dr. Johnson, disagreed with this assertion and claimed that these molds are “the bad ones.”  Tr. VII at 1483.


� 	  No mycologist testified at the hearing.


� 	  These included “difficulty with cognition, difficulty with concentration, inability to  focus, memory loss, both short-term and at times long-term, peripheral neuropathies manifesting by numbness and tingling sensations and sometimes weakness.”  Tr. VII at 1354.


� 	  Dr. Gray’s testimony was not clear on whether these symptoms and illnesses were caused by the presence of molds within the human body or the alleged effects of their mycotoxins.  For example, Dr. Gray testified that rhinitis and sinusitis were mold-mediated conditions.  He reported his experience of effective treatment through the use of antifungals.  Tr. VII at 1340-50.  His analysis did not report on the role of mycotoxins in those disease processes.  However, when more serious symptoms were the subject of diagnosis and treatment, the analysis began to include the putative role of mycotoxins.  Tr. VII at 1350-55.  The analyses of Drs. Kilburn, Campbell, and Johnson focused primarily on the role of mycotoxins as the causative agent of their patients’ health problems.  However, the thrust of Dr. Campbell’s witnesses’ testimony was that the human immune response–either to infection or to toxins–was the condition that needed to be controlled.


� 	  Dr. Gray’s testimony was that the coroner sent pathology specimens to a pathologist from whom Dr. Gray obtained laboratory reports.  From these reports, Dr. Gray concluded that the deceased’s brain, liver, and lung contained “five species of molds–Aspergilluses and the Pencilliums,” as well some concentration of ochratoxins.  Tr. VII at 1364.  The general opinion that he reached about the adverse effect of exposure to mold or mycotoxins was “[b]ased on [Dr. Gray’s] experience with this particular patient.”  Tr. VII at 1368.


� 	  Dr. Kilburn based his opinion on studies comparing the effects of “certain chemicals” (including hydrogen sulfide) and mycotoxins (including trichothecenes, the “signature mycotoxin”of Stachybotrys).  Dr. Kilburn’s conclusion was that the neurobehavioral effects of these compounds on humans were “indistinguishable.” Tr. V at 1003-06.


� 	  Tr. VII at 1463-64.


� 	  Tr. II at 368.


� 	  “Adverse health effects from inhalation of Stachybotrys spores in water-damaged buildings [are] not generally supported by published reports in medical literature,” (Tr. I at 146). “[L]inkages between indoor airborne exposures to molds and other health effects, such as bleeding from the lung, or memory loss, have not yet been scientifically substantiated.” Tr. I at 140-41.  “The occurrence of mold-related irritant reactions from exposure to fungal irritants in  nonoccupational settings are theoretically possible although unlikely to occur in the general population given exposure and dose considerations.” Tr. I at 154-55.


� 	  Allison v.Fire Insurance Exchange., 98 S.W.3d 227, 237 (Tex. App.--Austin 2002, judgm't vacated w.r.m. by agr.). 


� 	  Geffcken v. D'Andrea, 137 Cal. App. 4th 1298, 1305 (Cal. Ct. App. 2006).


� 	  Staff’s expert Dr. Jacobs testified that an environmental assessment may include a smell test (“meaning that I want to have a person who doesn't come to your home very often come there, smell the home, and give a statement is there an odor here”), a general visual inspection for any evidence of mold growth, a swab of the air registers in the HVAC system, and a gravity culture of the air in the patient’s home.  If the results of these tests do not identify the problem, then Dr. Jacobs will go to the patient’s house personally with moisture testing equipment to punch into walls, Anderson samplers (“a device that pulls air through under controlled conditions and is considered a more valid test than the – than the culture I did originally”), and a dust particulate counter.  Tr. I at 104-107.  Dr. Campbell’s testimony reflected a similar reliance on the field testing of home or office environments to determine the presence and type of molds.  Tr. VI at 1105.


� 	  Humans have five major classes of immunoglobulin (Ig)antibodies:  G, M, A, D, and E.  Of these, IgG is the most important in that it circulates in the blood and lymph systems to identify and attack bacteria and other foreign substances in the body.  Tr. I at 96.  IgA protects the mucous membrane surfaces.  Its relation to protecting the body from mold problems is unknown.  Tr. I at 97.  IgM is one of the first antibodies to respond to infection, but it has not been identified as relevant in mold-related disease processes except for severe infections.  IgE apparently has its origin in protection against parasites.  However, in some individuals, the IgE response is misdirected.  For those persons, common allergens like grass pollen, cat dander, or mold spores may invoke common allergy responses–runny nose and coughing, for example.  Tr. I at 97-98.  Little attention was paid in the hearing to the role of IgD antibodies.


� 	  Tr. I at 287-88; Tr. VI at 1247-49.


� 	  Tr. V at 1034.


� 	  Tr. I at 95.  Dr. Campbell’s witness, Dr. Kilburn, did not rely on antibody testing because he did not “have much faith in the usefulness of this approach.”  Tr. V at 1033-35.  However, Dr. Campbell’s use of ISL antibody testing was sufficiently frequent that ISL created panels of antibody tests with his name. “Campbell’s Auto-Immune Panel” included antibody tests for Anti-Nuclear AB by Hep-2, Anti-Native DNA, Anti-SSA, Anti- SSB, Anti-SM, Anti-RNP, Anti-Centromere, Anti-Striated Muscle, Anti-Smooth Muscle, and Rheumatoid Factor.  C. Ex. 12 at 1747.  “Campbell’s Fungal 1 Panel” included IgG and IgE antibody tests for Histoplasma, Blastomyces, and Coccidiodes.  C. Ex. 16 at 1961.  “Campbell’s Fungal 2 Panel” included IgG and IgE antibody testing for Asper niger, Asper fumigatus, Cladosporium herbarium, Alternaria tenuis +A, Pencillium notatum, Phoma herbarium, Rhodotorula glutinis, Epicoccum nigrum, Geotrichum candidum, Pullularia pullulans, and Rhizopus nigricans.  C. Ex. 16 at 1963.


� 	  The printed results of the mold-related antibody tests upon which Dr. Campbell relied in diagnosing his patients contained a notice from ISL that the “performance characteristics” of the results had not been “cleared or approved by the [ FDA].”  R. Ex. C-4 at 622.


� 	  Tr. V at 1036.


� 	  Tr. V at 1045.


� 	  Tr. V at 1045.


� 	  Id.


� 	  Id.


� 	  We acknowledge that myelin basic protein testing is a form of antibody testing.  However, we address the issue in a separate subsection because of the separate attention paid to the issue by both parties’ witnesses.


� 	  Tr. VI at 1114 and 1140.


� 	  Tr. III at 660 and 676.


� 	  Tr. III at 676 and 678.


� 	  Tr. III at 528-32. 


� 	  Tr. III at 543-44.


� 	  Tr. II at 390-93.


� 	  Tr. III at 698-99.


� 	  Tr. III at 627.


� 	  Tr. III at 742-43.


� 	  Tr. III at 627-28.


� 	  Tr. III at 745.


� 	  Tr. I at 217-18.  Dr. Jacobs pointed out that Dr. Campbell’s PFT machine recorded its last calibration on November 22, 1999, and that the date of the some of the tests were in 2002.  Tr. I at 218-20.  Dr. Campbell testified that the machine was calibrated daily as required but that the system’s computer would not record the date of the calibration.  A technician was able to make the repair.  The ALJs accept Dr. Campbell’s explanation and do not address the alleged violation further.


� 	  Dr. Senelick testified that this standard is promulgated by the American Academy of Neurology.  Tr. III at 548-49.


� 	  Tr. III at 602.  With particular regard to the evaluation of headaches, the American Academy of Neurology has taken the position that the use of EEGs for this purpose is not appropriate.  Tr. III at 603.  Similarly, the use of EEGs in the evaluation of sleep disorders, including pediatric nightmares, has no clinical indication.  Tr. III at 628-30.


� 	  Tr. VII at 1330-31.


� 	  In addition, no standards have been established for the determination of normal or abnormal QEEG test results.  As a consequence, the data obtained from a QEEG have no diagnostic value beyond that of a standard EEG.  In addition, the cost of a QEEG is greater than that of a standard EEG.  Tr. III at 642-44.


� 	  Tr. VII at 1331.


� 	  Tr. V at 1019-20.


� 	  Tr. III at 604-06 (Dr. Senelick).


� 	  Somatosensory evoked potential (SSEP) and somatosensory evoked response (SSER) tests are used for non-auditory and non-optic testing.


� 	  Tr. III at 613-15, 632-36, and 641.


� 	  Tr. VI at 1121-22.


� 	  Tr. VI at 1169.


� 	  Tr. V at 1020.


� 	  Tr. I at 91 and 276. (Dr. Jacobs).  “The first rule of toxicology is to get the patient away from the toxin or the toxin away from the patient.”  Dr. Campbell and Dr. Kilburn agreed with this position.  Tr. VI at 1136; Tr. V at 1038.


� 	  Tr. II at 380.


� 	  Tr. I at 246.


� 	  Tr. VII at 1408 (Dr. Gray); Tr. VIII at 1634 (Dr. Thrasher).


� 	  Dr. Senelick testified that IVIg has a half-life of 21 days.  Tr. III at 592-93.


� 	  Tr. III at 591-92.


� 	  Tr. III at 592-93.


� 	  We attribute the difference in dosages to differences in the calculation of the amounts to be administered over different periods.


� 	  Tr. VI at 1142-49.


� 	  Tr. III at 593-94.


� 	  Tr. VII at 1392.  This quote summarizes well the basis for Dr. Campbell’s use of IVIg.


� 	  Tr. VII at 1474-75.


� 	  Tr. V at 1053. [Emphasis supplied.]  Dr. Kilburn also testified that he wanted to hold a conference about the various treatments being used for mycotoxin exposure.  However, Dr. Kilburn made it clear that his efforts were in the very preliminary stages and were far from reviewing – much less reaching a conclusion about – the efficacy of IVIg in this type of treatment.  Tr. V at 1052.


� 	  C. Ex. 18 at 2417.


� 	  C. Ex. 18 at 2419.


� 	  C. Ex. 18 at 2412.


� 	  C. Ex. 18 at 2409; C. Ex. 14 at 1882.


� 	  C. Ex. 18 at 2407.


� 	  C. Ex. 18 at 2407.


� 	  C. Ex. 18 at 2377-89.


� 	  These included asbestos, acetone, gasoline, diesel fuel, paint fumes, paint thinner, cadmium, carbon tetrachloride, chromates, fiberglass, ketones, pesticides, nickel, radiation, rock dust, styrene, and welding fumes.  C. Ex. 18 at 2393-2405.


� 	  C. Ex. 18 at 2362.


� 	  C. Ex. 18 at 2406-09.


� 	  C. Ex. at 2409.


� 	  C. Ex. 18 at 2374-76; and  C. Ex. 14 at 1883.


� 	  C. Ex. 18 at 2360.


� 	  The meaning of the abbreviation may be “return to office.”  C. Ex. 18 at 2359.


� 	  The reports were normal or reflected mild findings, with the exception of one test that showed “a very severe hypoesthetic condition” (meaning “diminished sensation”).  C. Ex. 18 at 2342-51.


� 	  C. Ex. 14 at 1883.


� 	  C. Ex. 18 at 2355.


� 	  GF had been seen at least twice before by Dr. Campbell’s office and had been the subject of a number of previous diagnostic tests ordered by Dr. Campbell’s office.


� 	  C. Ex. 18 at 2322-41. 


� 	  C. Ex. 18 at 2353.  Staff also introduced Dr. Campbell’s billings submitted directly to GF for services rendered between October 25 and December 13, 1993.  The amount was $1,724.00.  C. Ex. 13.


� 	  C.Ex. 18 at 2317.


� 	  Id.


� 	  GF was not alleged to have a mold-related condition.


� 	   C. Ex. 6 at 5.


� 	  Tr. I at 249-57.  The scope of Dr. Campbell’s oral testimony about GF was limited to to the tests that Dr. Campbell ordered (Tr. VI at 1166) and GF’s referral to Dr. Campbell by an attorney (Tr. VI at 1178 and 1253-54).  Dr. Campbell’s documentary evidence about GF (R. Ex. 6) was a summary of the patient’s medical history, physical examination, test procedures, clinical care, and final diagnosis or assessment.  Dr. Campbell’s documentary evidence about each of the other patients followed this same format.  R. Exs. 7-14.


� 	  C. Ex. 6 at 826.


� 	  C. Ex. 6 at 827.  JS listed the following items to which he had been exposed in his work: asbestos, beryllium, cadmium, carbon tetrachloride, chloroform, chromates, ethylene dichloride, fiberglass, lead, manganese, PCBs, perchloretylene, radiation, silica powder, solvents, trichloroethylene, welding fumes, fluorides, chlorides, fluxes, acids, alcohols, and freon.  C. Ex. 6 at 833.


� 	  C. Ex. 6 at 794.


� 	  C. Ex. 6 at 956.


� 	  C. Ex. 6 at 969.


� 	  Id.


� 	  C. Ex. 6 at 993.


� 	  C. Ex. 6 at 955.  This condition is the most common form of congenital abnormality of the small intestine, resulting from an incomplete obliteration of the vitelline duct.


� 	  C. Ex. 6 at 984.


� 	  C. Ex. 6 at 988.


� 	  C. Ex. 6 at 986.


� 	  C. Ex. 6 at 976.


� 	  C. Ex. 6 at 986.


� 	  C. Ex. 6 at 897.


� 	  Id.


� 	  C. Ex. 6 at 930.


� 	  C. Ex. 6 at 964.


� 	  C. Ex. 6 at 967.


� 	  C. Ex. 6 at 963.


� 	  C. Ex. 6 at 929.


� 	  C. Ex. 6 at 927.


� 	  C. Ex. 6 at 924.


� 	  C. Ex. 6 at 996.


� 	  C. Ex. 6 at 996 and 917.


� 	  C. Ex. 6 at 922-23.


� 	  C. Ex. 6 at 918.


� 	  C. Ex. 6 at 919.


� 	  C. Ex. 6 at 899.


� 	  C. Ex. 6 at 900.


� 	  C. Ex. 6 at 901.


� 	  C. Ex. 6 at 805.  Dr. Schiller noted in his impressions, “The easiest diagnosis that would explain all his symptoms would be pheochromocytoma.”  C. Ex. 6 at 808.


� 	  C. Ex. 6 at 912-15.


� 	  C. Ex. 6 at 794.


� 	  C. Ex. 6 at 790.


� 	  C. Ex. 6 at 825.


� 	  C. Ex. 6 at 821.


� 	  C. Ex. 6 at 850.


� 	  C. Ex. 6 at 823.


� 	  C. Ex. 6 at 855-76.


� 	  C. Ex. 6 at 819.


� 	  C. Ex. 6 at 848.


� 	  C. Ex. 6 at 855.


� 	  C. Ex. 6 at 888.


� 	  C. Ex. 6 at 814.


� 	  C. Ex. 6 at 809.


� 	  Id.


� 	  Tr. I at 196-97.  Dr. Jacobs also testified that JS’ symptoms “are not consistent with anything I've ever seen caused by mold, be it a direct reaction to mold or any other type of response.”  Tr. I at 196.  As noted in this review, Dr. Campbell’s diagnosis of JS’ condition was that it was caused by a chemical exposure, not by a mold response.


� 	  Tr. III at 709-10.


� 	  C. Ex. 20, Tab A, at 4, item 4.


� 	  Tr. VI at 1106-07.


� 	  R. Ex. 9 at 8.


� 	  Tr. VI at 1198-99.


� 	  R. Ex. 9 at 8.


� 	  C. Ex. 6 at 819.


� 	  As a secondary issue, the cost of these diagnostic tests is also troubling, especially in light of JS’ many other visits, tests, and surgeries conducted by other physicians.  How the ISL diagnostic test costs compare with JS’ other diagnostic procedures was not part of the evidence.


� 	  C. Ex. 4 at 569.


� 	  C. Ex. 4 at 570-71.


� 	  C. Ex. 4 at 572.


� 	  C. Ex. 4 at 584 and 587.


� 	  C. Ex. 4 at 586.


� 	  C. Ex. 4 at 589.


� 	  C. Ex. 4 at 590 and 593.


� 	  C. Ex. 4 at 606-07.


� 	  C. Ex. 4 at 608.


� 	  C. Ex. 4 at 591-92.


� 	  C. Ex. 4 at 594.


� 	  C. Ex. 4 at 595.


� 	  C. Ex. 4 at 596.


� 	  Tr. I at 184-85.


� 	  Tr. III at 680-81.


� 	  R. Ex. 10 at 10.


� 	  CB’s records are found in the 730 pages of C. Ex. 19, by far the most voluminous of the patient materials produced in this hearing.  Not summarized in this decision are the results of CB’s many laboratory tests, dermatology examinations and procedures, gynecological examinations and procedures, and a variety of other health-related reports.


� 	  C. Ex. 19 at 2430-31.


� 	  C. Ex. 19 at 2449.


� 	  C. Ex. 19 at 2447.


� 	  C. Ex. 19 at 2445.


� 	  C. Ex. 19 at 2735-45.


� 	  C. Ex. 19 at 2735.


� 	  C. Ex. 19 at 2744.


� 	  C. Ex. 19 at 2442-43 and 2757-58.


� 	  C. Ex. 19 at 2742 and 2491.


� 	  C. Ex. 19 at 2708-12.


� 	  C. Ex. 19 at 2999.


� 	  C. Ex. 19 at 2978-79.


� 	  C. Ex. 19 at 2980.


� 	  C. Ex. 19 at 2981.


� 	  C. Ex. 19 at 2982.


� 	  C. Ex. 19 at 2983.


� 	  C. Ex. 19 at 2531.


� 	  C. Ex. 19 at 2532.


� 	  C. Ex. 19 at 2532-34.


� 	  C. Ex. 19 at 2542.


� 	  C. Ex. 19 at 2537 and 2547.


� 	  C. Ex. 19 at 2549, 2551, and 2688.


� 	  C. Ex. 19 at 2549.


� 	  C. Ex. 19 at 2559.


� 	  C. Ex. 19 at 2550 and 2559.


� 	  C. Ex. 19 at 2681.


� 	  C. Ex. 19 at 2654 and 2669.


� 	  C. Ex. 19 at 2665.


� 	  C. Ex. 19 at 2563-64.


� 	  C. Ex. 19 at 2656-57.


� 	  C. Ex. 19 at 2566-69.


� 	  C. Ex. 19 at 2570-71.


� 	  C. Ex. 19 at 2961-75.


� 	  Id.


� 	  C. Ex. 19 at 2962.


� 	  C. Ex. 19 at 2963.


� 	  C. Ex. 19 at 2969-70.


� 	  C. Ex. 19 at 2963-65.  As part of his conclusions, Mr. Martinez reported finding the following types and numbers of spores in CB’s home in Austin: Alternaria (53), Ascospores (9), Aspergillus/Penicillium (153), Basidiospores (7), Bipolaris/Deschlera (4), Cercospra (1), Chaetomium (1), Cladosporium (66), Curvularia (11), Epicoccum (5), Exosporiella (1), Fusarium (71), Nigrospora (5), Periconia (3), Pithomyces/Ulocladium (1), Smuts/Myxomycetes (1), Spegazzinia (1), Stachybotrys (28), and Torula (4).


� 	  C. Ex. 19 at 2631-32.


� 	  C. Ex. 19 at 2635.


� 	  C. Ex. 19 at 2895.


� 	  C. Ex. 19 at 2892.


� 	  C. Ex. 19 at 2630.


� 	  C. Ex. 19 at 2576.


� 	  C. Ex. 19 at 2625.


� 	  C. Ex. 19 at 2935-39.  The full names of the SEPM and SEPT tests were not part of the evidence.  However, Dr. Senelick identified these two tests as members of the SSEP family of tests.  Tr. III at 614-15.  The lack of the full names of the tests does not affect the conclusion reached on this issue.


� 	  C. Ex. 19 at 2916.


� 	  C. Ex. 19 at 2573-74.


� 	  The result was a score of 18 on a normal scale ranging from 20 to 50.


� 	  C. Ex. 19 at 2955-56.


� 	  C. Ex. 19 at 2957.


� 	  C. Ex. 19 at 2579.


� 	  C. Ex. 19 at 2610.


� 	  C. Ex. 19 at 2595.


� 	  Tr. I at 269.


� 	  Tr. I at 271-72.


� 	  Tr. I at 279-80.


� 	  Tr. I at 280-97.


� 	  Tr. III at 660-61.


� 	  Tr. III at 672.


� 	  Tr. VI at 1206-08.


� 	  Tr. VI at 1223.


� 	  Tr. VI at 1245.


� 	  Tr. VI at 1257.


� 	  R. Ex. 14.


� 	  R. Ex. 8 at 2.


� 	  C. Ex. 12 at 1575.


� 	  C. Ex. 12 at 1295.


� 	  R. Ex. 8 at 1.


� 	  C. Ex. 12 at 1300-01.


� 	  C. Ex. 12 at 1311-16, 1319-20.


� 	  C. Ex. 12 at 1306-07.


� 	  C. Ex. 12 at 1295.


� 	  R. Ex. 8 at 1.


� 	  C. Ex. 12 at 1295.  In a September 1, 2001, complaint letter from KA to Texas Department of Insurance Commissioner Jose Montemayor, KA states that in December 1997 “half our roof blew off in a storm.” An engineering report, dated October 10, 2000, stated that KA’s home was flooded during a rainstorm while the home was being re-roofed.  C. Ex. 12 at 1323.  It was not clear whether more than one flooding event occurred or when.


� 	  C. Ex. 12 at 1303-04.


� 	  C. Ex. 12 at 1321-1407.


� 	  C. Ex. 12 at 1342-43.


� 	  C. Ex. 12 at 1220.


� 	  C. Ex. 12 at 1242.


� 	  C. Ex. 12 at 1244.


� 	  C. Ex. 12 at 1246-51.


� 	  C. Ex. 12 at 1213.  Dr. Campbell’s summary of KA’s medical history included over 50 listed symptoms and conditions, including alopecia, chest pain, dysuria, hypogammaglobulinemia, and “multiple mycoses, opportunistic mycoses.”  R. Ex. 8 at 12-13.


� 	  C. Ex. 12 at 1290-91.


� 	  C. Ex. 12 at 1257-83.


� 	  C. Ex. 12 at 1292.


� 	  C. Ex. 12 at 1490-01.


� 	  C. Ex. 12 at 1589.


� 	  C. Ex. 12 at 1572-76.


� 	  C. Ex. 12 at 1642-44.


� 	  C. Ex. 12 at 1596.


� 	  C. Ex. 12 at 1668-73.


� 	  C. Ex. 12 at 1704.


� 	  C. Ex. 12 at 1672 and 1694-95.


� 	  C. Ex. 12 at 1703.


� 	  C. Ex. 12 at 1708.


� 	  C. Ex. 12 at 1709.


� 	  C. Ex. 12 at 1693.


� 	  C. Ex. 12 at 1692.


� 	  C. Ex. 12 at 1696.


� 	  C. Ex. 12 at 1704.


� 	  C. Ex. 12 at 1703.


� 	  C. Ex. 12 at 1691.


� 	  Also on July 23, 2001, Dr. Campbell’s office faxed a single sheet memorandum to Infinity with the following notations about KA’s infusion on June 25, 2001:





Patient seen today.  Per Andrew W. Campbell, M.D. - IV SHOULD HAVE BEEN RESTARTED - Never apply heat (ice best) - especially when medication being infused is usually kept REFRIGERATED!





C. Ex. 12 at 1706.


� 	  C. Ex. 12 at 1700.  KA and her family changed homes three times between July 2001 and September 2001.  C. Ex. 12 at 1296.


� 	  C. Ex. 12 at 1699.


� 	  C. Ex. 12 at 1701.


� 	  C. Ex. 12 at 1698.


� 	  C. Ex. 12 at 1697.


� 	  C. Ex. 12 at 1719-35.


� 	  C. Ex. 12 at 1761.


� 	  C. Ex. 12 at 1747.


� 	  A handwritten note on the test result summary sheet states, “TSH [thyroid stimulating hormone] _.” C. Ex. 12 at 1736-60.


� 	  C. Ex. 12 at 1801-04.


� 	  C. Ex. 12 at 1829.


� 	  C. Ex. 12 at 1827.


� 	  C. Ex. 12 at 1826.


� 	  C. Ex. 12 at 1825.


� 	  C. Ex. 12 at 1817.


� 	  C. Ex. 12 at 1816.


� 	  C. Ex. 12 at 1870.


� 	  Id.


� 	  C. Ex. 12 at 1820.


� 	  C. Ex. 12 at 1870.


� 	  C. Ex. 12 at 1868.


� 	  C. Ex. 12 at 1869.


� 	  Tr. I at 199-234 and 299.


� 	  Tr. II at 408-12.


� 	  Tr. III at 598-646 and 709.


� 	  C. Ex. 20, Tab A, at 5, item 6.


� 	  Tr. VI at 1220-21.


� 	  C. Ex. 16 at 2067.


� 	  C. Ex. 16 at 2068.


� 	  C. Ex. 16 at 1895-96.


� 	  C. Ex. 16 at 1897.


� 	  C. Ex. 16 at 1904.  


� 	  C. Ex. 16 at 1984.


� 	  C. Ex. 16 at 2168.


� 	  C. Ex. 16 at 2054.


� 	  C. Ex. 16 at 2044 and 2026-27.


� 	  C. Ex. 16 at 1990.


� 	  C. Ex. 16 at 2031-34.


� 	  C. Ex. 16 at 1997-98.


� 	  C. Ex. 16 at 2003.


� 	  C. Ex. 16 at 2022.


� 	  C. Ex. 16 at 1893.


� 	  C. Ex. 16 at 2030.


� 	  C. Ex. 16 at 1994.


� 	  C. Ex. 16 at 1891.


� 	  C. Ex. 16 at 1956-83.  For this patient, Dr. Campbell ordered 95 separate blood tests from ISL, including the tests in Campbell Fungal Panels 1 and 2.


� 	  C. Ex. 16 at 1890.


� 	  C. Ex. 16 at 1938.


� 	  C. Ex. 16 at 1939.


� 	  C. Ex. 16 at 1942.


� 	  C. Ex. 16 at 1937.


� 	  C. Ex. 16 at 1957.  Triglycerides were 226 and cholesterol was at 186.  The bun creatinine ratio was 30, and the protein was at 8.2.


� 	  C. Ex. 16 at 1956.


� 	  C. Ex. 16 at 1959.


� 	  C. Ex. 16 at 2086.


� 	  C. Ex. 16 at 2088-92.


� 	  C. Ex. 16 at 2085.


� 	  C. Ex. 16 at 2097.


� 	  C. Ex. 16 at 2096.


� 	  C. Ex. 16 at 2102.


� 	  C. Ex. 16 at 2099.


� 	  C. Ex. 16 at 2171.  Dr. Campbell attributed TA’s response as an acute reaction “to the musty environment at [the MRI] healthcare facility.”  C. Ex. 16 at 2170.


� 	  C. Ex. 16 at 2179.


� 	  C. Ex. 16 at 2178.


� 	  C. Ex. 16 at 2213.


� 	  C. Ex. 16 at 2164-66.


� 	  C. Ex. 16 at 2183.


� 	  C. Ex. 16 at 2185.


� 	  C. Ex. 16 at 2181.


� 	  C. Ex. 16 at 2173.  These were part of the T&B Cell Function battery, including tests for phytohemagglutinin, lipopolysaccharide, and Staphylococcus aureaus.  A portion of ISL’s summary of the importance of the battery of tests is quoted here: “This test has a broad range of applications, including assessment and monitoring of congenital immunological defects which range from complete lack of function, as in severe combined immmunodeficiency disease and DiGeorge Syndrome, to a partial deficit, as in ataxia teleangiectasia, Wiskott-Aldrich Syndrome, chemically induced immune dysfunction syndrome, chronic fatigue syndrome, and chronic mucocutaneous candidiasis, to normal reactivity, as in X-linked hypogammalobulinemia.”  C. Ex. 16 at 2175.


� 	  C. Ex. 16 at 2248-49.


� 	  C. Ex. 16 at 2277.


� 	  C. Ex. 16 at 2278-81.


� 	  C. Ex. 16 at 2285.


� 	  C. Ex. 16 at 2282-83.


� 	  C. Ex. 16 at 2286-87.


� 	  C. Ex. 16 at 2290.


� 	  Tr. I at 212.


� 	  Tr. II at 386-87.


� 	  Tr. II at 387.


� 	  Tr. III at 626.


� 	  Tr. III at 627-28.  Dr. Senelick raised this same criticism with respect to Dr. Campbell’s examination of many of the nine patients.


� 	  Tr. III at 629-30.


� 	  Tr. III at 632-33.


� 	  Tr. III at 636-37.


� 	  Tr. III at 645-46.


� 	  Tr. VI at 1181-82.


� 	  Tr. VI at 1184.


� 	  Tr. VI at 1184-85.


� 	  Tr. VI at 1139.


� 	  C. Ex. 3 at 349.


� 	  C. Ex. 3 at 360.


� 	  C. Ex. 3 at 387.


� 	  C. Ex. 3 at 360.


� 	  C. Ex. 3 at 361-62.


� 	  C. Ex. 3 at 242.


� 	  R. Ex. 11.


� 	  C. Ex. 3 at 358-59.


� 	  C. Ex. 3 at 253.


� 	  C. Ex. 3 at 355-56.


� 	  C. Ex. 3 at 286.  


� 	  C. Ex. 3 at 152.


� 	  C. Ex. 3 at 248-49.


� 	  Tr. I at 175-77.


� 	  Tr. I at 176.


� 	  Tr. I at 178-79.


� 	  Tr.  III at 694-96.


� 	  C. Ex. 20, Tab A, at 3-4, item 2.


� 	  Tr. VI at 1203.


� 	  This information appears to have been supplied by MT, MT2's mother.  C. Ex. 4 at 491-92.


� 	  C. Ex. 4 at 486; C. Ex. 12 at 4.


� 	  C. Ex. 4 at 486-88.


� 	  C. Ex. 12 at 6.


� 	  C. Ex. 1 at 49.


� 	  Tr. I at 181


� 	  Tr. I at 183.


� 	  Tr. VI at 1205-06.


� 	  C. Ex. 1 at 9 and 51-67.


� 	  C. Ex. 1 at 70-71.


� 	  C. Ex. 1 at 73.


� 	  C. Ex. 1 at 49.


� 	  Id.


� 	  Tr. II at 297-98.


� 	  C. Ex. 20, Tab A, at 3, item 1.


� 	  Tr. VI at 1205-06.


� 	    Tex. Occ. Code Ann. §§ 164.052(a)(5) and 164.053(a)(7).


� 	    Tex. Health & Safety Code Ann. § 311.0025.


� 	    At least one patient said he was referred by an attorney, and an attorney can be an appropriate referral source if the referral is documented and the physician sends a report back to the attorney.  Tr. IV at 880 (Mr. Blount).


� 	    Tr. IV at 812, 834-35, and 902-03; C. Ex. 3 at 288 (Mr. Blount).


� 	    There are two AMA coding systems used for electronic medical billing – the common procedure terminology (CPT) and the International Classification of Diseases, 9th edition (ICD-9).  ICD-9 codes describe precise diagnoses.  CPT codes are five-digit numerical values developed and copyrighted by the AMA to describe medical procedures and tests.  Most CPT codes have a relative value unit to represent the  amount of work and other expenses incurred by a physician, and the  relative value unit is typically multiplied by a conversion factor to determine the actual payment for each of the CPT codes. Tr. IV at 789-90 (Mr. Blount).


� 	  The practice of billing for individual components of laboratory tests when a CPT code includes the entire panel of test components. Tr. IV at 802-03 (Mr. Blount).


� 	    Tr. IX at 1664-67, and 1697. 


� 	    Tr. IV at 800-01 (Mr. Blount).


� 	    Other pertinent consultation codes and brief descriptions of them are listed in Attachment 4.


� 	    C. Ex. 5 at 732-35; C. Ex. 25 at 72-74.


� 	  The 2006 AMA Association CPT code descriptions show only two differences between codes 99205, and 99245.  First, the amount of time spent with patients is 60 minutes for CPT Code 99205 and 80 minutes for CPT code 99245.  Also, CPT code 99205 is described as the code for an office or other outpatient visit, and CPT code 99245 is described as an office consultation.  The difference in payment between the two codes in 2006 is $51.04 ($229.62 for code 99245, minus $178.58 for code 99205).


� 	    C. Ex. 5 at 728 and 732-35.


� 	    C. Ex. 20, Tab C, at 9 and 23; Tr. IV at 834-35.


� 	    Tr. VI at 1084-85 and 1178-79.


� 	    Tr. IX at 1683, 1700, and 1712.


� 	    Tr. IX at 1716-17 (Ms. Immers).  (Emphasis added.)


� 	    C. Ex. 20, Tab C, at 37-38.  (Emphasis added.)


� 	    C. Ex. 20, Tab C, at 33-36.


� 	    C. Ex. 18 at 2406-09.


� 	    Tr. IV at 819-23.


� 	    The CPT code is for a prolonged physician service in the office or other outpatient setting requiring direct (face-to-face) patient contact beyond the usual service (e.g., prolonged care and treatment of an acute asthmatic patient in an outpatient setting); first hour.  http://www.ama-assn.org/ama/pub/category.


� 	    C. Ex. 3 at 248-49.


� 	  C. Ex. 3 at 126, 173, and 187.


� 	  C. Ex. 3 at 334-35.


� 	  C. Ex. 3 at 170, 173, 182


� 	  R. Ex. 14 at 4-5; C. Ex. 19 at 2556, 2558-59.


� 	  R. Ex. 14 at 5; C. Ex. 19 at 2563-69.


� 	  R. Ex. 14 at 5; C. Ex. 19 at 2892.


� 	  R. Ex. 14 at 5; C. Ex. 19 at 2574.


� 	  C. Ex. 19 at 2575-76.


� 	  HIPAA is the acronym for the Health Insurance Portability and Accountability Act of 1996.


� 	    Tr. IX at 1669.


� 	    Tr. IX at 1670 and 1702.


� 	    Tr. VI at 1079-82, 1089-92, and 1100.


� 	    C. Ex. 3 at 118-20.


� 	    C. Ex. 5 at 732.


� 	    CPT code 99211 designates an office visit for the evaluation and management of an established patient that may not require the presence of a physician. Usually, the presenting problems are minimal. Typically, five minutes are spent performing or supervising these services.


� 	    C. Ex. 16 at 2157 and 2160.


� 	    C. Ex. 5 at 732.


� 	    C. Ex. 20, Tab C, at 6.


� 	    Tr. IV at 793 and 891.


� 	    C. Ex. 20, Tab C, at 12-16; for another example of slightly different charges based on fewer tests, see C. Ex. 4 at 620.


� 	    C. Ex. C at 484.  By way of comparison, these footnotes are printed in ten-point type.


� 	    C. Ex. 3 at 349; C. Ex. 19 at 2429.


� 	    C. Ex. 6 at 2317.


� 	    C. Ex. 3 at 248-53 and 271.


� 	    Tr. VI at 1158.


� 	    Tex. Bd. of Med. Exam. V. Birenbaum, 891 S.W. 2d 333 (Tex. App. – Austin 1995, writ den.)


� 	    On behalf of several of his patients, Dr. Campbell sought reimbursement from insurers.  E.g., Aetna and Central Reserve Life Insurance Company for KA and TA, C. Ex. 16 at 2159; Great Western Life and Annuity for MS, C. Ex. 4 at 662; Central Reserve Life Insurance Company for JS, C. Ex. 6 at 738.


� 	  The subsection of the Act states that an unprofessional act includes the commission of “unprofessional or dishonorable conduct that is likely to deceive or defraud the public, as provided by Section 164.053, or injure the public  . . .”


� 	  The subsection of the Act states that unprofessional or dishonorable conduct likely to deceive or defraud the public includes conduct in which a physician: “prescribes or administers a drug or treatment that is nontherapeutic in nature or nontherapeutic in the manner the drug or treatment is administered or prescribed; . . .”


� 	  The subsection of the Act states that unprofessional or dishonorable conduct likely to deceive or defraud the public includes conduct in which a physician: “commits an act that violates any state or federal law if the act is connected with the physician's practice of medicine; . . .”


� 	  Section 3.084(G) of Tex. Rev. Civ. Stat. Ann. 4495(b) was repealed by the legislature upon the adoption of the Act.  The provision was replaced by Sections 164.052(a)(5) and 164.053(a)(7) of the Act.


� 	  The section of the Act states, “A health care professional may not violate Section 311.0025, Health and Safety Code.”


� 	  Act § 164.001.


� 	  Act § 164.001(c).


� 	  22 TAC § 190.15.  The proof of aggravating or mitigating factors authorizes the Board to impose action of greater or lesser severity or restriction, respectively.  The burden of proof of aggravating factors is on Staff, and the burden of proof of mitigating factors is on the licensee.


� 	  22 TAC § 190.15(a)(1).


� 	  Tr. VI at 1139.


� 	  22 TAC § 190.15(a)(3).


� 	  22 TAC § 190.15(a)(4).


� 	  22 TAC § 190.15(b)(4)-(6).


� 	  Tr. V at 1053. [Emphasis supplied.]  Dr. Kilburn also testified that he wanted to hold a conference about the various treatments being used for mycotoxin exposure.  However, Dr. Kilburn made it clear that his efforts were in the very preliminary stages and were far from reviewing – much less reaching a conclusion about – the efficacy of IVIg in this type of treatment.  Tr. V at 1052.


� 	  In addition, no factual basis exists for the imposition of a specific amount because no evidence of record identifies the cost to the Board of the proceeding.






