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MISSOURI BOARD OF PHARMACY,
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Petitioner,
)




)


vs.

)

No. 09-1545 PH



)

DALE C. STALDER,

)




)



Respondent.
)

DECISION


Dale C. Stalder is not subject to discipline for filling doctors’ prescriptions that had been transmitted to the pharmacy through the internet.
Procedure


On November 16, 2009, the Missouri Board of Pharmacy (“Board”) filed a complaint seeking our determination that there is cause to discipline Stalder.  On January 11, 2010, Stalder answered the complaint.  On May 10, 2010, we convened a hearing.  Assistant Attorney General Edwin Frownfelter represented the Board.  Terry C. Allen represented Stalder.


On August 18, 2010, Assistant Attorney General Jonathan M. Hensley replaced Frownfelter as counsel for the Board.  This case became ready for our decision when the Board filed its last written argument on February 23, 2011.
Findings of Fact
1. Stalder is a licensed pharmacist who was first licensed by the Board on June 30, 1987.  His license was current and active at all relevant times.

2. In December of 2006, Stalder was employed as the pharmacist in charge of Marsh’s Sun Fresh Pharmacy (“Sun Fresh”) at 4001 Mill Street, Kansas City, Missouri, 64111.

3. Sun Fresh was owned by James Marsh.
4. On December 9, 2006, Marsh received an unsolicited fax from Secure Telemedicine Pharmacy Network (“STM”).  The fax invited independent pharmacies to join a network in which STM would send patients’ prescriptions to the pharmacy.  
5. Marsh presented the fax to Stalder for his review.  Stalder had questions about what was contained in the fax and felt it needed to be researched.   
6. Stalder attempted to contact the Board about the proposed arrangement.  Each time he called, Stalder was unable to speak with anyone representing the Board, and no one from the Board ever returned a call.  

7. Before executing the contract with STM, Stalder consulted the RED Book as required by the Board and consulted the requirements of the Board, the Missouri Bureau of Narcotics and Dangerous Drugs (“BNDD”), and the United States Drug Enforcement Administration (“DEA”).
8. At Marsh’s direction, Stalder contacted Mario Wilthew, a representative of STM.  

9. Wilthew e-mailed Stalder a further explanation of the system and a contract.

10. Stalder also received a drug list from STM, which he checked to determine if the prices were reasonable.
11. STM’s drug list included controlled substances and medications that were not controlled substances.  Based on the information from Wilthew, Stalder anticipated that the prescriptions referred by STM would not be limited to controlled substances.
12. On February 23, 2007, Sun Fresh entered into a contract with STM.  Stalder signed the contract on behalf of Sun Fresh.  
13. Under the contract, Sun Fresh filled prescriptions from doctors participating in STM’s program.  Sun Fresh obtained access to the prescriptions through STM’s internet Web site, which permitted an electronic image of the signed prescriptions to be viewed and printed by Sun Fresh.  For each prescription filled, STM paid Sun Fresh a $10 fulfillment fee plus a prescription price representing a 20% markup over the cost of the medication to Sun Fresh.  The prescriptions were sent by Sun Fresh to the patients through FedEx.  STM was responsible for the FedEx shipping costs.
14. Between March 6, 2007, and April 6, 2007, Sun Fresh filled a total of 107 prescriptions referred by STM.  Stalder filled 97 prescriptions, and his relief pharmacist, Khanh Nguyen, filled another 10 prescriptions.

15. All of the prescriptions were written for Missouri residents.
16. Each prescription contained the prescribing doctor’s signature and certification of the following:

I hereby certify to U.S. Telemedical Solutions LLC and any of its partners that the prescriptions issued by me were all issued based upon a valid practitioner-patient relationship, a documented patient evaluation, including history and physical examination information adequate in my medical judgment to confirm the diagnosis for which any drug was prescribed.  I have kept a copy of all medical records relating to such patients as required by my state of licensure.
17. Of the 107 prescriptions filled by Sun Fresh, 102 were for Schedule III or Schedule IV controlled substances.  None of the controlled-substance prescriptions were refills, and none of the controlled-substance prescriptions permitted refills without doctor authorization. 
18. Of those 107 prescriptions, 102 were written by Dr. Brian W. Weaver.  Weaver affirmed on the prescriptions that the conditions required by the Board, BNDD, and DEA were met for filling the prescriptions.  
19. Weaver was a Missouri licensed physician who maintained a business address in Sikeston, Missouri, from January 2001 to January 2006.  In 2007, Weaver maintained a business address in Atlanta, Georgia.  
20. Stalder called and talked with Weaver on several occasions.  The telephone number Stalder called to reach Weaver was a Missouri telephone number.  Stalder initially called Weaver to familiarize himself with the doctor and his prescribing practices.  Subsequent calls were made when necessary to fill prescriptions.

21. Stalder did not know how many medical offices Weaver had or of the location of any offices other than the office in Atlanta, Georgia, which was Weaver’s mailing address.  Stalder did not know any other doctors with offices in places as far apart as Weaver’s.
22. Tansyla Keels-Nicholson, M.D., whose office address was in Henderson, Colorado, wrote three of the prescriptions referred by STM System and filled by Sun Fresh.  Keels-Nicholson is not licensed in Missouri.
23. Upon receipt of the first prescription written by Keels-Nicholson, Stalder called her to confirm she intended for him to dispense the prescription referred by STM.  Keels-Nicholson confirmed that she intended the prescriptions to be filled.  During a subsequent call with Keels-Nicholson, Stalder learned that Keels-Nicholson was filling in for Weaver.
24. Louis M. Fernandez, M.D, whose office address was in Chicago, Illinois, wrote two of the prescriptions referred by STM and filled by Sun Fresh.  Fernandez is not licensed in Missouri.

25. Stalder spoke on multiple occasions to Weaver and Keels-Nicholson, but he never spoke with Fernandez.  Stalder attempted to reach Fernandez by telephone on two occasions and left messages that were never returned.  
26. Stalder also talked with patients whose prescriptions were referred by STM as necessary to fill the prescriptions or correct an error.
27. On four occasions, Stalder filled prescriptions for Hydrocodone / APAP
 with Mallinckrodt brand Hydrocodone / APAP when the prescription referenced Watson brand.  Both Watson and Mallinckrodt are manufacturers of generic Hydrocodone / APAP.  Stalder discussed the substitution of one generic brand for another generic brand with Weaver, the prescribing doctor.  The prescriptions were as follows:  

a. Rx C171418 filled on 3/7/2007.  Prescription was for “Hydrocodone / APAP / (7.5/750 mg) 90 Tablets Generic Vicodin ES” and the first line of the comments section of the prescription states “[t]ake one tablet every 6 hours P.R.N. for pain watson brand.”
  
b. Rx C171453 filled on 3/8/2007:  Prescription was for “Hydrocodone / APAP / (10/500 mg) 90 Tablets Generic Lortab 10” and the first line of the comments section to the prescription states “[t]ake one tablet every 6 hours P.R.N. for pain please give Watson brand.”

c. Rx C171492 filled on 3/9/2007:  Prescription was for “Hydrocodone / APAP / (10/500 mg) 120 Tablets Generic Lortab” and the first line of the comments section of the prescription states “[t]ake one tablet every 6 hours P.R.N. for pain watson brand.”

d. Rx C171615 filled on 3/16/2007:  Prescription was for “Hydrocodone / APAP / (10/500mg) 90 Tablets Generic Lortab 10” and the first line of comments section of the prescription states “[t]ake one tablet every 6 hours P.R.N. for pain watson brand.”

28. On March 15, 2007, Stalder filled a prescription for 60 tablets of Ambien, a Schedule IV controlled substance.  Before filling the prescription, Stalder called the prescribing doctor to verify the prescription because the agreement Stalder had with STM was that prescriptions were not to be filled beyond a 30-day supply.  The prescribing doctor stated he would check with STM.  After confirming with STM, the doctor informed Stalder that STM permitted his patient to receive a 60-day supply because STM classified the patient as Type A.  The prescribing doctor confirmed to Stalder that he wanted the patient to receive the full 60-day supply as he had prescribed.  The doctor explained to Stalder that patients authorized by STM to receive 60-day supplies are identifiable by the “Type A” appearing on prescriptions for those patients.
29. On March 20, 2007, Stalder made an error in filling Prescription Rx C171693.  The prescription was for 7.5/500 mg tablets of Hydrocodone/APAP, but Stalder filled the prescription with 7.5/750 mg tablets of Hydrocodone/APAP.  The error was discovered by the Board's investigator, who reported it to Stalder in approximately October 2007.  The Board requested a corrective letter from Stalder.  He provided the letter and the Board accepted it.
30. After noticing that almost all of the prescriptions received from STM were for controlled substances, Stalder contacted the Board for advice.  In doing so, Stalder acted consistently with the requirements of the Board, BNDD, and DEA.  Before Stalder could contact the doctors who wrote the prescriptions for further verification whether needed or not, the DEA instructed Stalder not to contact the doctors, particularly Weaver.  Stalder complied.

31. After meeting with Investigator Frank Van Fleet and discussing the arrangement, Stalder notified STM on April 9, 2007, that he was canceling the arrangement and would not fill any more prescriptions.  Van Fleet had recommended that Stalder immediately cancel the contract with STM, and Stalder did so. 

32. At all relevant times, Stalder was a salaried employee of Sun Fresh and did not receive any extra money or benefit from filling the electronic prescriptions referred by STM. 
33. During its investigation, the Board did not contact any of the doctors or patients whose prescriptions were filled by Sun Fresh under the STM contract.  The Board also did not examine any records maintained by the prescribing doctors concerning the patients whose prescriptions were filled by Sun Fresh under the STM contract.
Conclusions of Law
We have jurisdiction to hear the Board’s complaint.
  The Board has the burden of proving by a preponderance of the evidence that Stalder committed an act for which the law allows discipline.
  We must judge the credibility of witnesses, and we have discretion to believe all, part, or none of the testimony of any witness.
  Based upon his demeanor and the consistency of his testimony, Stalder was a credible witness.  Our findings of fact reflect this credibility determination.


The Board asserts there is cause to discipline Stalder under § 338.055.2 for:
(5)  Incompetence, misconduct, gross negligence, fraud, misrepresentation or dishonesty in the performance of the functions or duties of any profession licensed or regulated by this chapter; 

(6)  Violation of, 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; 

*   *   *

(13)  Violation of any professional trust or confidence; [and]
* * *

(15)  Violation of the drug laws or rules and regulations of this state, any other state or the federal government[.] 

I.  Violation of Laws and Regulations – Subsections (6) and (13)
A.  Section 195.060.1 and .5


At the time relevant to the Board’s complaint, § 195.060.1 and .5 provided:

1.  [A] pharmacist, in good faith, may sell and dispense controlled substances to any person only upon a prescription of a practitioner as authorized by statute . . . .  All written prescriptions shall be signed by the person prescribing the same.  All prescriptions shall be dated on the day when issued and bearing the full name and address of the patient for whom . . . the drug is prescribed, and the full name, address, and the registry number under the federal controlled substances laws of the person prescribing, if he is required by those laws to be so registered. . . .
The person filling the prescription shall either write the date of filling and his own signature on the prescription or retain the date of filling and the identity of the dispenser as electronic prescription information.  The prescription or electronic prescription information shall be retained on file by the proprietor of the pharmacy in which it is filled for a period of two years, so as to be readily accessible for inspection by any public officer or employee engaged in the enforcement of this law.  No prescription for a drug in Schedule I or II shall be filled more than six months after the date prescribed; no prescription for a drug in schedule I or II shall be refilled; no prescription for a drug in Schedule III or IV shall be filled or refilled more than six months after the date of the original prescription or be refilled more than five times unless renewed by the practitioner. 

*   *   *

5.  Except where a bona fide physician-patient-pharmacist relationship exists, prescriptions for narcotics or hallucinogenic drugs shall not be delivered to or for an ultimate user or agent by mail or other common carrier.
The Board asserts Stalder violated § 195.060.1 because the prescriptions for controlled substances he filled were not actually signed by the prescriber.  Each of the prescriptions at issue was signed, and the Board did not provide any evidence that the signatures were not made by the prescribing doctors.  The basis for the Board’s assertion is the testimony of the Board’s investigator, who testified that the signatures on the prescriptions he examined were identical and could not have been applied by a human being using a pencil or pen.  Instead, he asserted, the signatures must have been a single signature mechanically or electronically reproduced.

The Board’s investigator testified as a fact witness who was without any personal knowledge as to how the signatures were actually placed on the prescriptions and was without any qualifications to testify as a handwriting expert.  We do not find the speculative opinion of a fact witness who examined printouts of prescription images from an internet Web site to be competent evidence of whether or not the prescriptions were actually signed by the prescribing doctor.  Therefore, we find the Board failed to establish that the prescriptions for controlled substances filled by Stalder were not signed by the prescriber.

The Board asserts Stalder violated § 195.060.5 because he used a common carrier to deliver prescriptions for narcotics and hallucinogenic drugs without the existence of a bona fide physician-patient relationship.  The Board did not provide evidence of the actual physician-patient relationship existing between any of the prescribing doctors and their patients.  The Board merely raised a question as to the relationship based on the addresses of Weaver and the other prescribing doctors, which were not in Missouri.  Each filled prescription, however, contained a representation from the prescribing doctor that the prescriptions were issued based 
upon a valid physician-patient relationship.  In his calls to both patients and the prescribing doctors, Stalder did not uncover any facts challenging the validity of those physician-patient relationships.  Therefore, based upon the record before us, we find the Board has failed to establish the absence of a bona fide physician-patient relationship for the narcotic prescriptions that Stalder filled and mailed to patients by common carrier.

We do not find grounds for discipline under § 338.055.2(6) or (13) because Stalder did not violate § 195.060.1 or .5.
B.  Regulation 19 CSR 30-1.062


Regulation 19 CSR 30-1.062(2) provides:
Prescriptions in Schedule III, IV or V.  A pharmacist may dispense directly a controlled substance in Schedule III, IV or V only under a written prescription signed by a practitioner or a facsimile of a written, signed prescription transmitted by the practitioner or his/her authorized agent or under an oral prescription made by an individual practitioner whether communicated by the practitioner or his/her authorized agent or a prescription transmitted by electronic computer transmission by the authorizing practitioner or the practitioner's agent to the pharmacy.  All oral prescriptions and prescriptions transmitted by electronic computer transmission shall be promptly reduced to writing by the pharmacist containing all information required in section 195.060, RSMo, except for the signature of the practitioner.

The Board asserts Stalder violated the regulation because he failed to reduce the electronically-transmitted prescriptions to writing, knew the prescriptions failed to meet the requirements of 
§ 195.060, and failed to verify the validity of the prescriptions with the prescribing doctors.  The Board’s contention is that Stalder’s printing of the image of the prescription is insufficient to meet his duty under the regulation to promptly reduce the prescription to writing, which the Board contends requires a separate action taken by his own hand.  We disagree.

Regulations are subject to the same principles of construction as statutes.
  Therefore, like statutes, we give the words of a regulation their plain and ordinary meaning,
 which may be found in the dictionary.
  Our goal is to give a reasonable interpretation in light of the provision’s apparent purpose.
  The term “writing” as commonly understood would encompass any paper record that used characters and words to express a meaning, and the term is not limited to only handwritten records.
  This conclusion is further supported by the regulation’s apparent purpose of creating a tangible and more permanent record of a prescription received in an intangible and impermanent form as by voice or through electronic data transmission.  What better way to achieve this purpose than to print out the actual image of the prescription as produced by the prescribing doctor?  Finally, we note that once the imaged prescriptions at issue in this case are printed out, they are indistinguishable from and equivalent to “a facsimile of a written, signed prescription transmitted by the practitioner” for which the regulation does not impose any requirement to reduce to writing.
 

We also reject the Board’s assertion Stalder violated the regulation because he knew the prescriptions at issue did not meet the requirements of § 195.060.  In Section I.A. above, we have already concluded that the Board failed to establish that the prescriptions violated § 195.060.  We similarly conclude the Board failed to establish Stalder violated this regulation because he knew the prescriptions did not meet the requirements of § 195.060.  Finally, we do not find any 
requirement under Regulation 19 CSR 30-1.062(2) for Stalder to contact the prescribing doctor to confirm the validity of the prescriptions under these circumstances.


We do not find grounds for discipline under § 338.055.2(6) or (13) because Stalder did not violate Regulation 19 CSR 30-1.062(2).
C.  Regulation 20 CSR 2220-2.020(11)


Regulation 20 CSR 2220-2.020(11), at the time relevant to the Board’s complaint, provided:
Prescriptions processed by any classification of licensed pharmacy must be provided by a practitioner licensed in the United States authorized by law to prescribe drugs and who has performed a sufficient physical examination and clinical assessment of the patient.  A pharmacist shall not dispense a prescription drug if the pharmacist has knowledge, or reasonably should know under the circumstances, that the prescription order for such drug was issued on the basis of an Internet-based questionnaire, an Internet-based consultation, or a telephonic consultation, all without a valid preexisting patient-practitioner relationship.
The Board asserts Stalder violated this regulation because he knew, or should have known under the circumstances, that the prescribing doctors did not perform a sufficient physical examination and issued the prescriptions at issue solely based upon telephone conversations.  The Board’s contention is not supported by the record before us.

Stalder received facially-valid prescriptions.  Each prescription included a representation from the doctor that the prescription was made based upon a valid physician-patient relationship.  Stalder consulted with both doctors and patients and did not learn of any circumstances that raised a question in his mind concerning the physician-patient relationship.  Weaver, the primary 
prescribing physician, was a Missouri-licensed physician who had practiced in Missouri and maintained a Missouri telephone number.  The Board failed to adduce evidence establishing any knowledge by Stalder that the prescriptions were issued without a valid physician-patient relationship.  Indeed, the Board has failed to establish the absence of a valid preexisting physician-patient relationship as to any of the STM-referred prescriptions filled by Stalder.
Once the nature of the prescriptions gave Stalder reason to question the physician-patient relationship, he contacted the Board and did not dispense any further prescriptions.  The fact that subsequent events concerned Stalder does not mean he must have had some previous knowledge or should have had knowledge that there was not a valid physician-patient relationship.  We find Stalder to have been subjectively and objectively free of any knowledge the prescriptions were being issued without any valid preexisting physician-patient relationship based upon Internet-based questionnaires, internet-based consultations, or telephone consultations.
We do not find grounds for discipline under § 338.055.2(6) or (13) because Stalder did not violate Regulation 20 CSR 2220-2.020(11).
D.  Regulation 20 CSR 2220-2.090(2)(E), (F), (N), (W), and (Y)


Regulation 20 CSR 2220-2.090(2)(E), (F), (N), (W), and (Y) provides:
The responsibilities of a pharmacist-in-charge, at a minimum, will include:

*   *   *

(E) Assurance that all procedures of the pharmacy in the handling, dispensing and recordkeeping of controlled substances are in compliance with state and federal laws;

(F) Any excessive or suspicious requests, or both, for the dispensing of controlled substances be verified prior to dispensing;

*   *   *

(N) The pharmacist-in-charge will be responsible for the supervision of all pharmacy personnel, to assure full compliance with the pharmacy laws of Missouri;

*   *   *

(W) Assure full compliance with all state and federal drug laws and rules;

*   *   *

(Y) Assure that all state and federal laws concerning drug distribution and control are complied with and that no violations occur that would cause a drug or device or any component thereof to become adulterated or misbranded[.]

The Board asserts Stalder violated subsections (E), (W), and (Y) because he was the pharmacist-in-charge of Sun Fresh and failed to assure Sun Fresh’s compliance with various state and federal drug laws.  We have not found any violations of state and federal drug laws.  Therefore, we do find a violation of subsections (E), (W), and (Y).

The Board asserts Stalder violated subsection (F) because he did not properly verify the controlled substance prescriptions referred by STM, which the Board concludes were excessive or suspicious.  We disagree.  The Board’s argument relies on assertions it failed to establish:  the prescriptions were not signed by the prescribing doctors and a bona fide physician-patient relationship did not exist.  Based on the record before us, we find that Stalder complied with subsection (F).  Whenever a question arose concerning the accuracy of a prescription, Stalder contacted the prescribing doctor before filling the prescription.  Once the volume of prescriptions for controlled substances raised his suspicions, Stalder contacted the Board and stopped filling the prescriptions referred by STM.

The Board asserts Stalder violated subsection (N) because he failed to properly supervise his relief pharmacist Nguyen, which resulted in Nguyen committing the same violations as Stalder.  For the reasons explained above, we do not find that Nguyen committed the violations 
asserted by Board.  The Board also asserts Stalder violated subsection (N) because Nguyen committed two dispensing errors.  We do not find two isolated dispensing errors by Nguyen sufficient to find Stalder in violation of (N).  Even if we did find it sufficient, we would not find cause for discipline because the Board’s complaint does not allege this as grounds for discipline.  We do not find discipline for conduct not charged in the complaint.
  As a result, we do not find that Stalder violated subsection (N).

We do not find grounds for discipline under § 338.055.2(6) or (13) because Stalder did not violate Regulation 20 CSR 2220-2.090(2)(E), (F), (N), (W), or (Y).
E.  Regulation 20 CSR 2220-2.110(2)
Regulation 20 CSR 2220-2.110(2) provides:
If a pharmacist knows or has reason to believe that a person for whom a prescription has been written is not under the prescribers care or treatment at the time the prescription is presented for filling or refilling, the pharmacist shall consult with their prescriber and ascertain that the prescriber intends for the person to receive the drugs or medicines.  The pharmacist shall do this no matter when the prescription originally was written and even if the prescription authorizes refills PRN.
Citing the same facts previously discussed in relation to other asserted violations of statutes and regulations, the Board asserts Stalder violated Regulation 20 CSR 2220-2.110(2).  For the reasons previously discussed, we conclude that the Board’s assertion is incorrect and contrary to the facts established at the hearing.  We do not find a violation of Regulation 20 CSR 2220-2.110(2).

We do not find grounds for discipline under § 338.055.2(6) or (13) because Stalder did not violate Regulation 20 CSR 2220-2.110(2).
F.  Regulation 21 C.F.R. § 1306.04(a)

Regulation 21 C.F.R. § 1306.04(a) provides:
A prescription for a controlled substance to be effective must be issued for a legitimate medical purpose by an individual practitioner acting in the usual course of his professional practice. The responsibility for the proper prescribing and dispensing of controlled substances is upon the prescribing practitioner, but a corresponding responsibility rests with the pharmacist who fills the prescription.  An order purporting to be a prescription issued not in the usual course of professional treatment or in legitimate and authorized research is not a prescription within the meaning and intent of section 309 of the Act (21 U.S.C. 829) and the person knowingly filling such a purported prescription, as well as the person issuing it, shall be subject to the penalties provided for violations of the provisions of law relating to controlled substances.
For the same reasons already discussed, the Board asserts Stalder violated this regulation because he filled prescriptions referred by STM that were not “issued for a legitimate medical purpose by an individual practitioner acting in the usual course of his professional practice.”  The facts established at the hearing do not support the Board’s assertions.

The evidence presented is insufficient for us to conclude the prescriptions were not issued for a legitimate medical purpose by a practitioner acting in the usual course of his practice.  While the Board presented evidence of the location of the patients and of the doctors’ addresses, the Board did not present any evidence concerning the medical condition of any of the patients receiving the prescriptions at issue.  Similarly, the Board failed to present evidence establishing that there was not a proper physician-patient relationship between the prescribing doctors and any of the patients receiving the prescriptions.  Finally, the Board did not present any evidence from which we could conclude that the prescribing doctors’ actions were contrary to generally accepted medical practice.  Without such information, we cannot conclude that Stalder violated 21 C.F.R. § 1306.04(a).
We do not find grounds for discipline under § 338.055.2(6) or (13) because Stalder did not violate Regulation 21 C.F.R. § 1306.04(a).
G.  Regulation 21 C.F.R. § 1306.05(a)


Regulation 21 C.F.R. § 1306.05(a), at the time relevant to the Board’s complaint, provided:
All prescriptions for controlled substances shall be dated as of, and signed on, the day when issued and shall bear the full name and address of the patient, the drug name, strength, dosage form, quantity prescribed, directions for use and the name, address and registration number of the practitioner.
*   *   *

A practitioner may sign a prescription in the same manner as he would sign a check or legal document (e.g., J.H. Smith or John H. Smith). Where an oral order is not permitted, prescriptions shall be written with ink or indelible pencil or typewriter and shall be manually signed by the practitioner.  The prescriptions may be prepared by the secretary or agent for the signature of a practitioner, but the prescribing practitioner is responsible in case the prescription does not conform in all essential respects to the law and regulations. A corresponding liability rests upon the pharmacist, including a pharmacist employed by a central fill pharmacy, who fills a prescription not prepared in the form prescribed by DEA regulations.
The Board asserts Stalder violated this regulation because the prescriptions referred by STM were not signed by the prescribing doctors.  As previously discussed, we find the Board failed to establish that the prescriptions referred by STM were not signed by the prescribing doctors.  Further, all of the controlled substance prescriptions referred by STM were Schedule III and IV controlled substances for which an oral order is permitted;
 consequently, the requirement under Regulation 21 C.F.R. § 1306.05(a) that “prescriptions shall be written with ink or indelible pencil 
or typewriter and shall be manually signed by the practitioner” does not apply to the prescriptions referred by STM.  Stalder did not violate this regulation.
We do not find grounds for discipline under § 338.055.2(6) or (13) because Stalder did not violate Regulation 21 C.F.R. § 1306.05(a).

II.  Incompetency, Misconduct, Gross 
Negligence, Misrepresentation, or Dishonesty – Subsection (5)

The Board asserts Stalder demonstrated incompetency, acted grossly negligent, and engaged in misconduct by filling the prescriptions for controlled substances that were referred by STM, by making undocumented and unauthorized substitutions, and by committing dispensing errors.  We disagree.

Incompetency is a “state of being” demonstrating that a professional is unable or unwilling to function properly in the profession.
  Misconduct is intentional wrongdoing
 and represents a “‘transgression, dereliction, unlawful or wrongful behavior, or impropriety that is willful in nature.’”
  Gross negligence is an act or course of conduct constituting such a gross deviation from the standard of care a reasonable professional would exercise under the circumstances that it demonstrates a conscious indifference to a professional duty.


Contrary to Board’s assertion, Stalder’s filling of the controlled substance prescriptions referred by STM does not demonstrate incompetency, misconduct, or gross negligence.  Stalder filled the controlled substance prescriptions referred by STM in accord with the laws and regulations cited by the Board.  We have not found that Stalder knew or should have known that 
there was not a valid physician-patient relationship as to any prescription.  Indeed, based upon the evidence presented, we could not conclude that there was not a valid physician-patient relationship as to any prescription.


Based upon the knowledge he had at the time he filled the prescriptions, we cannot find Stalder’s actions to have been inappropriate.  His actions do not demonstrate his lack of ability to function properly as a pharmacist and do not constitute a gross deviation from the standard of care a reasonable pharmacist would have exercised under the circumstances.  We also do not find any intentional wrongdoing by Stalder.  Therefore, we that find Stalder’s filling of the controlled-substance prescriptions referred by STM does not establish incompetency, misconduct, or gross negligence.


The Board also asserts Stalder’s undocumented and unauthorized substitution of drugs demonstrates incompetency, misconduct, and gross negligence.  At issue are four instances in which Stalder filled a generic prescription for Hydrocodone / APAP with generic Hydrocodone / APAP manufactured by Mallinckrodt rather than with generic Hydrocodone / APAP manufactured by Watson.  The Board’s assertions are misleading.


All of the prescriptions at issue were for generic Hydrocodone / APAP.  This is apparent from the prescriptions, which were written for various combinations of Hydrocodone / APAP that represented generic formulations of the brand name drugs Lorcet and Vicodin.  Each prescription at issue, however, contained a vague reference to the Watson brand in the comments section of the prescription.  Only one of the comments could be interpreted as stating an unambiguous preference for the prescription to be filled with a generic manufactured by Watson.  Regardless, § 338.056.2(1)
 does not proscribe the substitution of one generic for another.  
Section 338.056 distinguishes between brand name drugs and generically equivalent products; it does not distinguish between generically equivalent products with the same strength, quantity, and dosage form.  Stalder merely filled a generic prescription mentioning the manufacturer Watson with an equivalent generic manufactured by Mallinckrodt.  This is not conduct proscribed by § 338.056.2(1).


The Board further asserts Stalder failed to document his generic replacement and did not contact the prescribing doctor or STM concerning the replacement.  Contrary to the Board’s assertions, Stalder documented the replacement of one generic for another in Sun Fresh’s records as should be apparent given that the Board identified the replacement through an examination of Sun Fresh’s records.  Equally contrary to the Board’s assertions, Stalder contacted the prescribing doctor concerning his replacement of one generic for another generic even though he was not required by law to do so.  Stalder explained to the prescribing doctor that mentioning a generic manufacturer by name in a generic prescription was unnecessary and could lead to confusion because a generic prescription is appropriately filled by use of any generic version of the prescribed drug.  Stalder also explained this to a representative of STM in a different call.  Therefore, Stalder’s replacement of a generic prescription for Hydrocodone / APAP identifying the generic hydrocodone manufacturer Watson by name with generic Hydrocodone / APAP manufactured by Mallinckrodt does not support a finding of incompetency, misconduct, or gross negligence.

The Board also asserts Stalder’s error in filling a prescription calling for Hydrocodone/ APAP, 7.5/500 mg tablets with Hydrocodone/APAP, 7.5/750 mg demonstrates incompetency, misconduct, or gross negligence.  As a consequence of Stalder’s error, each dose contained an additional 250 mg of acetaminophen than was called for by the prescription.  The Board does not assert the error was willful; consequently, we find no misconduct.  The Board did not present any 
evidence as to any danger, or the degree of any danger, created by the additional acetaminophen in the prescription or as to the degree of care expected of a pharmacist when dispensing such a prescription.  While it is common knowledge that any dispensing error may present risks for a patient, we cannot conclude on these facts that Stalder’s error constituted gross negligence.  Similarly, we do not find that a single dispensing error establishes Stalder’s incompetency because incompetency represents a “state of being” amounting to an inability or unwillingness to function properly in a profession or occupation taking account of the licensee’s capacities and successes.
  Therefore, Stalder’s single dispensing error does not support a finding of incompetency, misconduct, or gross negligence.

Finally, the Board asserts Stalder’s incompetency, misconduct, and gross negligence is demonstrated by Stalder’s dispensing a 60-day supply of Ambien in accord with a prescription that was verified with the prescribing doctor, who confirmed that he indeed wanted the prescription to be for a 60-day supply.  The basis of the Board’s assertion is that the “limit” for such a prescription was 30 days, but the prescribing doctor told Stalder 60 days was allowed because STM classified the patient as Type A.  In short, the Board argues Stalder should have ignored the terms of the prescription and the instructions of the doctor because Type A did not have a generally accepted pharmaceutical meaning and Stalder did not know the criteria used by STM in classifying a patient as Type A.


The Board has not identified any law or regulation limiting prescriptions for Ambien to 30-day supplies, and we have not identified any such limitation.  The 30-day limit was a limit imposed by STM’s agreement with Stalder.  It is unclear why the Board believes there is an impropriety involved in STM permitting some patients to have a 60-day supply of medication 
and to classify those patients as Type A patients.  It is even more unclear why the Board asserts Stalder acted improperly by filling the prescription as it was written and as he was instructed to do by the prescribing doctor because he did not know what Type A meant to STM.  Therefore, we do not find that Stalder’s filling a prescription for 60 tablets of Ambien in accord with the prescribing doctor’s instructions supports a finding of incompetency, misconduct, or gross negligence.   
We do not find grounds for discipline under § 338.055.2(5).

III.  Violation of Professional Trust or Confidence – Subsection (13)

Professional trust is the reliance on the special knowledge and skills that professional licensure evidences.
  It may exist not only between the professional and his clients, but also between the professional and his employer and colleagues.
  In support of its assertion that Stalder violated the professional trust and confidence of the prescribing doctors and patients whose prescriptions were referred by STM, the Board identifies the same conduct asserted in support of the other grounds for discipline already discussed.  For all of the reasons previously discussed, we do not find any of Stalder’s conduct as representing a violation of the professional trust and confidence of the prescribing doctors and patients whose prescriptions Stalder filled.
We do not find grounds for discipline under § 338.055.2(5).

Summary

We do not find cause to discipline Stalder under § 338.055.2(5), (6), (13), or (15).

SO ORDERED on September 9, 2011.



________________________________



NIMROD T. CHAPEL, JR.
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