 MEMORANDUM

Date:
April 22, 2002

To:
Advanced Practice Nurses


Dentists


Therapeutic Optometrists


Physicians


Physician Assistants


Podiatrists


Veterinarians 

From:
Texas State Board of Pharmacy, in consultation with the: 


Board of Dental Examiners


Board of Medical Examiners


Board of Nurse Examiners


Texas Optometry Board


Board of Podiatric Medical Examiners


Board of Veterinary Medical Examiners

Subject:
New Prescription Requirements

The 77th Texas Legislature passed S.B. 768, which made changes that directly affect the way prescribers communicate their substitution instructions to pharmacists.  These changes become effective June 1, 2002. 

S.B. 768 directed the Texas State Board of Pharmacy to adopt rules to implement the legislation.  The Board convened a meeting with the appropriate licensing agencies for prescribers and their professional associations to discuss the legislation and rules.  As a result of this meeting, rules were drafted and adopted to implement the dispensing directive.  These rules also become effective June 1, 2002.

Accompanying this memorandum is a Q & A, which outlines the provisions of the dispensing directive.  Prescribers will still be able to prohibit generic substitution when deemed appropriate.  However, beginning June 1, 2002, the method to prohibit generic substitution will change as indicated in the article.  

This advance notice is provided to assist you in complying with the changes.  Hopefully, by working together, this change can be a smooth one.
NEW PRESCRIPTION REQUIREMENTS

Changes in the Generic Substitution Laws and Rules

The 77th Texas Legislature passed S.B. 768, which made some significant changes to the generic substitution section of the Texas Pharmacy Act. Included in the changes to the Act are the elimination of the requirement that a prescription be on a two-line prescription form and the requirement that the Board of Pharmacy adopt rules to provide a “dispensing directive” by which the prescriber will instruct pharmacists on substitution instructions. This portion of the law and the newly adopted rules become effective on June 1, 2002. The following should help answer questions concerning this change in law.

[image: image1.bmp]Q-1
Under what conditions may a pharmacist substitute on a prescription issued by a Texas prescriber?
Answer: The conditions have not changed. A pharmacist may substitute for a brand name product on a prescription issued by a Texas prescriber if all of the following conditions are met:
(A)
the generic product costs the patient less than the prescribed drug product;

(B)
the patient does not refuse the substitution; 

(C)
the prescriber does not prohibit substitution; and

(D)
the drug product substituted for the brand name product is an “A” rated generic equivalent.

Q-2
How does the prescriber prohibit substitution on a prescription?

Answer: This is the major change in the substitution law. Effective June 1, 2002, the prescriber must now write in his/her own handwriting the words “Brand Necessary” or “Brand Medically Necessary” on the face of a written prescription. The change in law eliminates the requirement that all prescriptions be written on a two-line prescription form.

Q-3
What does a pharmacist use as the basis for determining if a product is generically equivalent? 
Answer: There have been no changes in this portion of the rules. Pharmacists must use FDA’s Approved Drug Products With Therapeutic Equivalence Evaluations (Orange Book) as the basis for the determination of generic equivalency. In fact, Board rules have been expanded to clarify this issue and now state that pharmacists may only substitute products that are rated therapeutically equivalent in the Orange Book and have an “A” rating.  “A” rated drug products include but are not limited to, those designated AA, AB, AN, AO, AP, or AT in the Orange Book. 

Pharmacists may not substitute on any product having a “B” rating. For example, all levothyroxine products currently listed in the Orange Book are rated BX, therefore a pharmacist may not substitute on prescriptions for any levothyroxine. In addition, pharmacists may not substitute on products that are not listed in the orange book, e.g., Synthroid(, or Entex(. 

In order to change a prescription to a non-A rated product, the pharmacist may contact the prescriber for permission to change the original prescription to a different drug product. If the prescriber approves, the pharmacist must document on the original prescription the authorization to alter the prescription.

Q-4
Since the requirement for the 2-line prescription form will be eliminated on June 1, 2002, will there be another required prescription format?

Answer: The format is no longer specified. However, TSBP encourages prescribers who issue written prescriptions in Texas to use a form that contains: 

(A)
a single signature line for the prescriber; and

(B)
the following reminder statement on the face of the prescription: “A generically equivalent drug product may be dispensed unless the prescriber hand writes the words ‘Brand Necessary’ or ‘Brand Medically Necessary’ on the face of the prescription.”
A sample prescription is included with this Q&A.  Note: Although a prescription format is no longer required, prescriptions issued by APNs and PAs must still conform to the requirements specified in Section 157.056 of the Medical Practice Act.

Q-5
Since a specific prescription format is not required, can a prescriber use prescription pads that are not in the suggested format?

Answer: YES. Pharmacists may dispense a prescription that is not in the suggested format. However, to prohibit substitution, the prescriber must write the words “brand necessary” or “brand medically necessary” on the face of the form.

Q-6
If a prescriber uses his or her 2-line form after June 1, 2002, may the prescription be filled?

Answer: YES. If the written prescription was issued prior to June 1, 2002, but presented for dispensing on or after June 1, 2002, the pharmacist must follow the substitution instructions on the prescription.

However, if the prescription was written after June 1, 2002, the prescriber may only prohibit substitution on a written prescription by writing “brand necessary” or “brand medically necessary” on the face of the prescription.

Q-7
On a written prescription, does the prescriber have any alternative to hand writing the words “brand necessary” or “brand medically necessary” (e.g., a rubber stamp, preprinted, check box)?
Answer: NO. The prescriber must manually write the substitution instructions on the face of the prescription. The dispensing directive (“brand necessary” or “brand medically necessary”) may not be preprinted, rubber stamped, or otherwise reproduced on the prescription form.  In addition, two-line prescription forms, check boxes, or other notations on an original prescription drug order, which indicate “substitution instructions,” are not valid methods to prohibit substitution, and a pharmacist may substitute on these types of written prescriptions.

Q-8
If the prescriber writes multiple prescriptions on one form and writes “brand necessary” on the form, is a pharmacist required to dispense the brand for all of the prescriptions on the form?

Answer: NO. If a prescriber places multiple prescription orders on one prescription form, the prescriber must clearly indicate to which drugs the dispensing directive (“brand necessary”) applies. If the prescriber does not clearly indicate to which prescription(s) the dispensing directive applies, the pharmacist may substitute on all prescriptions on the form. 

Q-9
How does the prescriber indicate the dispensing directive on verbal, faxed, and electronic prescriptions?

Answer:  

Verbal prescriptions  

(A)
If a prescription drug order is transmitted to a pharmacist orally, the prescriber or agent may prohibit substitution by specifying “brand necessary” or “brand medically necessary.” The pharmacist must note any substitution instructions on the file copy of the prescription drug order. If the prescriber or prescriber's agent does not clearly indicate that the brand name is medically necessary, the pharmacist may substitute a generically equivalent drug product.

(B)
If the verbal prescription is to be reimbursed through the Medicaid program, the prescriber must clearly indicate that the brand is necessary when the prescription is communicated and fax or mail a copy of the original prescription drug order with the words “brand necessary” or “brand medically necessary” on the face of the prescription to the pharmacy within 30 days.
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Electronic prescriptions
 (A)
To prohibit substitution, the prescriber or prescriber’s agent must note “brand necessary” or “brand medically necessary” on the electronic prescription drug order. If the prescriber or prescriber’s agent does not clearly indicate that the brand is medically necessary, the pharmacist may substitute a generically equivalent drug product.

 (B)
If the electronic prescription is to be reimbursed through the Medicaid program, the prescriber must indicate that the brand is necessary on the electronic prescription and fax or mail a copy of the original prescription drug order with the words “brand necessary” or “brand medically necessary” on the face of the prescription.

Q-10
What about refills for prescriptions issued on the 2-line prescription format prior to June 1, 2002?

Answer:  All refills must follow the original substitution instructions, unless otherwise indicated by the prescriber or prescriber's agent, including prescriptions issued prior to June 1, 2002.
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TEXAS PHARMACY ACT

As amended by S.B. 768 (77th Legislative Session)

Added Effective 6/1/02


Sec. 562.015.  DISPENSING DIRECTIVE; COMPLIANCE WITH FEDERAL LAW.  (a)  The board shall adopt rules to provide a dispensing directive to instruct pharmacists on the manner in which to dispense a drug according to the contents of a prescription.  The rules adopted under this section must:


(1)  require the use of the phrase "brand necessary" or "brand medically necessary" on a prescription form to prohibit the substitution of a generically equivalent drug for a brand name drug;


(2)  be in a format that protects confidentiality as required by the Health Insurance Portability and Accountability Act of 1996 (29 U.S.C. Section 1181 et seq.) and its subsequent amendments;


(3)  comply with federal and state law, including rules, with regard to  formatting and security requirements;


(4)  be developed to coordinate with 42 C.F.R. Section 447.331(c); and


(5)  include an exemption for electronic prescriptions as provided by Subsection (b).

(b)  The board shall provide an exemption from the directive adopted under this section for prescriptions transmitted electronically.  The board may regulate the use of electronic prescriptions in the manner provided by federal law, including rules.

Deleted Sections Effective 6/1/02

CHAPTER 563. [PRESCRIPTION REQUIREMENTS;] DELEGATION OF

ADMINISTRATION AND PROVISION OF DANGEROUS DRUGS

[SUBCHAPTER A.  PRESCRIPTION REQUIREMENTS FOR PRACTITIONERS]


[Sec. 563.001.
PRESCRIPTION ISSUED BY PRACTITIONER.  
A practitioner may not issue a prescription to be dispensed unless the prescription contains the following typed, printed, or stamped information:


(1)
the practitioner's name, address, and telephone number; and


(2)
the practitioner's required identification number.

Sec. 563.002. REQUIREMENTS RELATED TO PRESCRIPTION FORMS.  

(a)  
A written prescription issued by a practitioner must be on a form that:


(1)
contains two signature lines of equal prominence, side by side, at the bottom of the form;


(2)
has printed clearly, under one signature line, the words "product selection permitted"; and


(3)
has printed clearly, under the other signature line, the words "dispense as written." 

(b)
The practitioner shall communicate dispensing instructions to the pharmacist by signing on the appropriate line.

(c)
A prescription form furnished a practitioner may not contain a preprinted order for a drug product by brand name, generic name, or manufacturer.  (V.A.C.S. Art. 4542a‑1, Sec. 40(h) (part).) ]

A complete copy of the rules, Chapter 309 - Generic Substitution, can be obtained from the Texas State Board of Pharmacy website (www.tsbp.state.tx.us) under “Latest News and Updates.”

IN A NUTSHELL


Two Line Prescription Forms No Longer Required


(((((((((((





To prohibit substitution after June 1, 2002:





On written prescriptions:


write “brand necessary” or “brand medically necessary” on the face of the prescription in your own handwriting;


On verbal prescriptions:


you (or your designated agent) must tell the pharmacist “brand necessary” or “brand medically necessary”; and


if for a Medicaid patient,  you must fax or mail a written prescription with the words “brand necessary” or “brand medically necessary” on the face of the prescription in your own handwriting to the pharmacist within 30 days;


On electronic prescriptions:


you must note “brand necessary” or “brand medically necessary” on the electronic prescription when communicated to the pharmacy; and


if for a Medicaid patient,  you must fax or mail a written prescription with the words “brand necessary” or “brand medically necessary” on the face of the prescription in your own handwriting to the pharmacist within 30 days;





Otherwise, the pharmacist may substitute a generically equivalent drug product.











