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STATE BOARD OF REGISTRATION,
)

FOR THE HEALING ARTS,
)



Petitioner,
)




)


vs.

)

No. 10-1477 HA



)

ERNEST B. HALL, M.D.,
)




)



Respondent.
)

DECISION

We find Ernest B. Hall, M.D. subject to discipline for delegating his professional responsibilities to an unqualified person; misrepresenting the effectiveness of human chorionic gonadotrophin (“HCG”) in treating obesity; dispensing, prescribing, and administering a drug without sufficient examination; prescribing HCG when it may be harmful or dangerous to the physical health of his patients or the public; and maintaining insufficient medical records.  We find no cause for discipline for false advertising or using his name in connection with the commercial exploitation of HCG. 
Procedure

On August 4, 2010, the State Board of Registration for the Healing Arts (the “Board”) filed a complaint alleging Hall is subject to discipline.  Hall was served with our notice of 
complaint/notice of hearing by certified mail on October 4, 2010, and he did not file an answer.

After several continuances, we convened a hearing on the complaint on May 6, 2011.  The Board was represented by its General Counsel, Sara Schappe; Hall represented himself at the hearing.

The parties elected to file written arguments.  The matter became ready for our decision on September 19, 2011, when the last brief was filed.  
Findings of Fact

1.  Hall is licensed by the Board as a physician and surgeon, and was first licensed on April 28, 1986.  His certificate of registration is and was current and active at all relevant times.

2.  Hall maintains an office at 2032 E. Kearney, Suite 109, Springfield, Missouri, 65809. He was affiliated with a purported weight loss clinic, “Rapid Body Reducers,” which referred patients to Hall to be placed on the “HCG diet.”


3.  The HCG diet, according to Hall, consists of an extremely limited intake of 500 calories per day and daily injections of HCG.  HCG is a hormone produced during pregnancy by the placenta.


4.  Hall claimed the HCG diet/injection regimen leads to a weight loss of three quarters of a pound per day, burns fat, and increases weight loss, all while reducing the sensation of hunger.

5.  Hall’s claims regarding HCG have not been supported in peer-tested medical literature.


6.  Using his 15-inch laptop computer, Hall “met” via Skype
 with patients D.K., S.P., W.P., and N.S. without performing an in-person examination or working in consultation with another health care provider who had performed an in-person examination.  Hall could view no more than the patient’s head and shoulders on his computer screen.

7.  Hall prescribed HCG for weight loss to patients D.K., S.P., W.P., and N.S.

8.  The American Society of Bariatrics takes the position that neither the HCG diet nor the use of HCG for weight loss is recommended.

9.  According to the Food and Drug Administration (“FDA”), while HCG is an approved prescription drug for some purposes, the drug is not approved as safe and effective for the treatment of obesity or weight control.

10.  The FDA has concluded, from studies in peer-reviewed literature, there is no substantial evidence HCG causes a more attractive or “normal” distribution of fat, or that HCG decreases the hunger and discomfort associated with calorie-restrictive diets.


11.  Because of the potential for side effects, the FDA includes a package insert with HCG cautioning against its use in patients with certain conditions, including cardiac disease, renal disease, epilepsy, migraines and asthma. 

12.  Hall’s medical records for patients W.P., S.P., and N.S. contain no indication they were asked about any prior health history, including cardiac or renal disease, epilepsy, migraines, or asthma.

13.  Hall’s medical records for S.P. reflect the patient was on a blood thinner at one point, which indicates the patient had a heart condition.  There is no indication in Hall’s medical records that he did any follow-up on that issue, or that Hall did any testing to determine if HCG was safe for S.P.


14.  Patient D.K. was a patient of Hall’s for whom he had prescribed the HCG diet.


15.  Believing D.K. was a nurse, Hall allowed D.K. to pick up HCG at his office, reconstitute it, deliver it, and counsel and provide training to other patients of Hall on how to use the HCG, a practice that Hall admitted was “poor judgment.”


16.  Hall did not check to confirm whether D.K. was a nurse; in fact, she was not.

17.  A sufficient medical examination prior to prescribing medication for weight loss should include a “hands on” physical examination of every part of the patient’s body, and noting, among other things, the patient’s height, weight, temperature, blood pressure, pulse and respiration rate. 


18.  Physicians make records of their examinations and treatment of each patient.  If something is not in the record, there is a presumption it has not been done.


19.  A physician’s record should include a diagnosis.


20.  A physician’s record should also include a plan of treatment; for a weight loss patient, the plan of treatment should focus on long-term changes.

21.  Prior to prescribing any medication for weight loss, a physician should administer an EKG, and should order tests of thyroid function, liver function, and kidney function, to determine whether the patient is anemic or has problems with vitamin D or glucose tolerance.

22.  A physician’s medical records, for purposes of weight management, should contain a history or current status, including a chief complaint (i.e., why the patient is at the office), a past medical history, past weight loss efforts, a psychiatric history including eating disorders, a social history to determine contributing factors, medications and allergies or side effects, prior surgeries, height, weight, blood pressure, temperature, pulse, and respiration rate.


23.  On or about November 12, 2008, Hall saw W.P. as a new patient and prescribed the HCG Diet.  Hall’s medical records for W.P. reflect the following:

(a)  The current status includes only the patient’s weight and an indication W.P. was on insulin, without any dosage or other information regarding the insulin.  All other required information is missing.


(b)  There is no review of systems or physical examination.


(c)  There is a note, “exam unremarkable.”


(d)  There is no objective finding of obesity, such as body mass index.


(e)  There is no indication of how long W.P. was to take the prescribed 125 units of 
HCG.


(f)  There is no long-term plan of care.

24.  On November 20, 2008, Hall’s medical records for W.P. states only “wt. 211.6, picked up 2nd vial.”  There is no additional current status information, no review of systems or physical examination, no objective findings of obesity, no diagnosis, no indication of what the medication in the “2nd vial” was, or any dosage instructions.  There is no long-term plan of care or treatment. 



25.  On January 2, 2009, Hall saw patient S.P. and prescribed the HCG Diet.  Hall’s medical records for S.P. disclose the following:


(a)  There is no information about S.P.’s current status.


(b)  There is no review of systems or physical examination.


(c)  There are no objective findings of obesity or any diagnosis.


(d)  There is no indication of how long S.P. was to take the prescribed 125-unit dosage 
of HCG.


(e)  There is no long-term plan of care or treatment.


26.  On February 20, 2009, Hall saw patient N.S. and prescribed HCG and the HCG diet for weight loss.  Hall’s medical records for N.S. disclose the following:

(a)  The only information listed is a weight.


(b)  There is no record of a sufficient examination.


(c)  A note for the exam states “WNL” (within normal limits), but the assessment is 
obesity, which would indicate the exam was not “within normal limits.”

(d)  There are no objective findings of obesity, such as body mass index.


(e)  While “HCG injections” is noted in the record, no dosage or duration appears.


(f)  There is no long-term plan of care or treatment.


27.  Hall saw patient D.K. on September 1, 2009, and prescribed HCG and the HCG diet for weight loss.  Hall’s medical records for D.K. disclose:


(a)  A note indicates D.K. was on insulin, but there is no indication of the dosage or any 
other information.


(b)  No other information regarding current status of the patient is listed.


(c)  There are no objective findings of obesity, such as body mass index.


(d)  There is no diagnosis.


(e)  While a prescription for 125 units of HCG daily is noted, there is no indication of 
how long D.K. was to take the medication.


(f)  Other than a note for “HCG INJ,” there is no long-term plan of care.


28.  Hall saw D.K. again on September 22, 2009.  Hall’s medical records for D.K. reflect:

(a)  Only D.K.’s height and weight are listed.


(b)  There is no review of systems or physical examination.


(c)  There are no objective findings of obesity, such as body mass index. “+Obesity” is 
printed on the form, but there is no indication Hall diagnosed D.K. with obesity or any 
other disease or condition.


(d)  There is no indication of the dosage or duration of the HGC injections.


(e)  There is no long-term plan of care.


29.  Hall admitted his medical records were “not good.”
Conclusions of Law

We have jurisdiction to hear this case.
  The Board has the burden of proving Hall committed an act for which the law allows discipline.
  The Board argues there is cause for discipline under §334.100.2(4)(d), (e), and (h), and (5) and (6):
2. The board may cause a complaint to be filed with the administrative hearing commission as provided by chapter 621 against any holder of any certificate of registration or authority, permit or license required by this chapter or any person who has failed to renew or has surrendered the person's certificate of registration or authority, permit or license for any one or any combination of the following causes: 
*   *   *

(4) Misconduct, fraud, misrepresentation, dishonesty, unethical conduct or unprofessional conduct in the performance of the functions or duties of any profession licensed or regulated by this chapter, including, but not limited to, the following: 
*   *   *

(d) Delegating professional responsibilities to a person who is not qualified by training, skill, competency, age, experience or licensure to perform such responsibilities; 
(e) Misrepresenting that any disease, ailment or infirmity can be cured by a method, procedure, treatment, medicine or device; 
*   *   *

(h) Signing a blank prescription form; or dispensing, prescribing, administering or otherwise distributing any drug, controlled substance or other treatment without sufficient examination, or for other than medically accepted therapeutic or experimental or investigative purposes duly authorized by a state or federal agency, or not in the course of professional practice, or not in good faith to relieve pain and suffering, or not to cure an ailment, physical infirmity or disease, except as authorized in section 334.104; 
*   *   *

(5) Any conduct or practice which is or might be harmful or dangerous to the mental or physical health of a patient or the public; or incompetency, gross negligence or repeated negligence in the performance of the functions or duties of any profession licensed or regulated by this chapter. For the purposes of this subdivision, "repeated negligence" means the failure, on more than one occasion, to use that degree of skill and learning ordinarily used under the same or similar circumstances by the member of the applicant's or licensee's profession; 
(6) Violation of, or attempting to violate, directly or indirectly, or assisting or enabling any person to violate, any provision of this chapter, or of any lawful rule or regulation adopted pursuant to this chapter[.]
Section 334.100.2(4)(h) – Sufficient Medical Examinations

A physician who dispenses, prescribes, administers or otherwise distributes any drug, controlled substance, or other treatment without sufficient examination is subject to discipline.  What constitutes a sufficient examination for medical practice is a fact-specific question.
  According to the Board’s expert, Dr. Robert Huster, a board-certified bariatric physician, a sufficient medical examination before prescribing any medication for weight loss should consist of, at minimum, a “hands on” physical examination of the patient’s entire body.  Hall did not physically examine patients D.K., S.P., W.P., or N.S. prior to prescribing HCG, but “saw” them once via Skype.  While such technology may be appropriately used by a physician in certain situations, a single “virtual” visit with a physician, prior to prescribing medication, is no substitute for a physical examination.  Hall could see only the patient’s face on his laptop; without touching the patient, he was unable to gather critical information about the patient’s health status.  Without conducting a thorough physical examination of his patients, Hall could not have had sufficient information to make an accurate diagnosis, much less safely prescribe medication.  We find cause to discipline Hall under § 334.100.2(4)(h).
Section 334.100.2(4)(e) – Misrepresenting HCG as a Cure


A physician who misrepresents that a treatment or medicine can cure a disease or ailment is subject to discipline.  The use of HCG for weight loss is controversial; the FDA, however, has concluded from numerous well-documented, peer-reviewed, double-blind studies, that HCG is not a safe or effective method in the treatment of obesity or weight control, that there is no substantial evidence HCG causes a more attractive or “normal” distribution of fat, and that there is no substantial evidence HCG decreases the hunger or discomfort associated with calorie-restricted diets.  Hall’s representations about HCG—that the HCG diet/ daily injection regimen leads to a weight loss of three quarters of a pound per day, burns fat, and increases weight loss, all while curbing hunger—may reflect his limited personal experience, but are wholly unsupported by medical science.  

Hall provided no evidence, other than his own scant testimony, that the HCG diet is either safe or effective.  His testimony offered some anecdotal evidence of good results with the diet in some cases, but he could offer no plausible explanation why HCG might produce the desired effect within the body or that medical science supports its use in weight loss.  Obviously, anyone who eats only 500 calories a day will lose weight, regardless of whether they take daily injections of HCG.  Hall failed to present any evidence of HCG’s efficacy in accelerating weight loss, suppressing appetite or curbing hunger, or in targeting fat.  We are persuaded by the FDA’s findings and the Board’s expert that HCG is of no benefit in weight loss, and its use may be harmful to patients with certain medical conditions.  To tout the supposed “benefits” of HCG in this ill-conceived diet regimen is outright misrepresentation.  Hall is subject to discipline under §334.100.2(4)(e).

Section 334.100.2(5) – Harmful or Dangerous Prescribing Practices


The Board argues Hall’s practice of prescribing HCG without conducting a sufficient examination or even a cursory screening for medical conditions for which HCG use is cautioned is harmful to patients and the public.  The FDA warns HCG “should be used with caution” in patients with cardiac disease, renal disease, epilepsy, migraines, and asthma.  Hall’s medical records disclose his repeated failure to inquire into his patients’ medical history and status before prescribing HCG.  One patient’s record indicates a history of cardiac problems, yet Hall did not follow up or make any note other than a reference to a prior prescription.  No testing was done to determine if HCG might interfere with the patient’s cardiac problems.  Such practices, along with his penchant for seeing patients via Skype without any physical examination, unnecessarily placed Hall’s patients at risk for adverse consequences and complications from HCG use, and were therefore unreasonably harmful and dangerous.
  Cause exists to discipline Hall’s license under § 334.100.2(5). 
Section 334.100.2(4)(d) – Delegation of Professional Responsibilities

The Board maintains there is cause to discipline Hall’s license under § 334.100.2(4)(d) for delegating his professional responsibilities to patient D.K.  That provision gives no guidance as to what constitutes “professional responsibilities” of a physician.  The Board argues that allowing D.K., a lay person, to pick up HCG from his office, reconstitute it, deliver it, and counsel and provide training to Hall’s patients on how to inject themselves with the drug would fall within this ambit.  However, we find nothing in Chapter 334 or the regulations promulgated under it that describes the “professional responsibilities” of a physician.  

Section 334.104.1 authorizes written collaborative practice agreements between a physician and a registered nurse, wherein the physician may delegate to an R.N. the authority to 
administer or dispense drugs.  From this, we deduce the administration and dispensation of drugs to be within the professional responsibilities of a physician.  Similarly, we note the statutory definition of professional nursing includes “[t]he administration of medications and treatments as prescribed by a person licensed by a state regulatory board to prescribe medications and treatments.”
  Regardless of whether a definitive description of “professional responsibilities” is incorporated into Chapter 334, we can discern no support for delegating to a lay person functions required to be performed by licensed physicians or nurses.  Properly reconstituting HCG dosages and instructing patients in how to inject themselves with the drug are such functions as should unquestionably be performed by someone with the requisite skill, competency, and experience of a licensed medical professional.  We determine these are professional responsibilities of a physician.  

Hall testified at the hearing he believed D.K. was a nurse; he admits he took no action to confirm whether that was true.  The statute does not require scienter; a careless or negligent delegation of professional responsibilities is as subject to sanctions as a knowing one.   D.K. had no medical training or licensure.  We find cause to discipline Hall under § 334.100.2(4)(d).
Section 334.100.2(6) – Insufficient Medical Records


The Board argues Hall’s medical records were so incomplete as to be insufficient under the requirements of § 334.097, which provides:

1. Physicians shall maintain an adequate and complete patient record for each patient and may maintain electronic records provided the record-keeping format is capable of being printed for review by the state board of registration for the healing arts. An adequate and complete patient record shall include documentation of the following information: 
(1) Identification of the patient, including name, birthdate, address and telephone number; 
(2) The date or dates the patient was seen; 
(3) The current status of the patient, including the reason for the visit; 
(4) Observation of pertinent physical findings; 
(5) Assessment and clinical impression of diagnosis; 
(6) Plan for care and treatment, or additional consultations or diagnostic testing, if necessary.  If treatment includes medication, the physician shall include in the patient record the medication and dosage of any medication prescribed, dispensed or administered; 

(7) Any informed consent for office procedures. 

Hall’s medical records for patients W.P., S.P., N.S., and D.K. reveal his consistent failure to meet even the minimum standards of  § 334.097.1.  Hall routinely omitted noting the patients’ current status, any pertinent observed findings, diagnosis, long-term plan of care or treatment, or the full details of the HCG prescribed.  We find cause for discipline for discipline under                 § 334.100.2(6).
Section 334.100.2(4)(q) and (16) – False Advertising and Misuse of Name 


The Board produced no evidence that Hall participated in making false and misleading claims about the HCG diet on the Rapid Body Reducer Web site, or that he knew or consented to his name being used on the Web site.  We find no cause for discipline under § 334.100.2(4)(q) or (16).
Summary

We find Hall’s license subject to discipline under § 334.100.2(4)(d), (e), and (h), (5), 
and (6).

SO ORDERED on November 21, 2011.


_________________________________



MARY E. NELSON



Commissioner
	�Skype is a software application that allows users to make voice and video calls and chats over the Internet.


�Section 621.045.  Statutory references are to RSMo Supp. 2010 unless otherwise noted.


�Missouri Real Estate Comm’n v. Berger, 764 S.W.2d 706, 711 (Mo. App., E.D. 1989).  


	�Thompson v. State Bd. of Regis’n for the Healing Arts, 244 S.W.3d. 180, 185 (Mo. App., E.D. 2007).


	�See Albanna v. State Bd. of Regis’n for the Healing Arts, 293 S.W. 3d. 423, 434 (Mo. banc 2009).


	�Section 335.016(15)(c).
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