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Pharmacists’ Responsibilities 
when Dispensing Controlled 

Substance Prescriptions 



Goals 

Discuss state and federal laws and rules 

regarding dispensing responsibilities. 

Identify resources and tools available to assist 

pharmacists in making dispensing decisions. 

Answer your questions. 
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Federal Law 



 
 
CFR 1306.04(a)  

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.  
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CFR 1306.04(a) (cont.) 

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.  
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CFR 1306.04(a) (cont.) 

An order purporting to be a prescription issued 

not in the usual course of professional treatment 

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. 
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State Laws 

 



Texas Controlled Substances Act 



 
 
Sec.  481.071(a)  

A practitioner may not prescribe, dispense, 

deliver, or administer a controlled substance or 

cause a controlled substance to be administered 

under the practitioners direction and supervision 

except for a valid medical purpose and in the 

course of medical practice.  
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Sec.  481.074(a)  

A pharmacist may not:  

– dispense or deliver a controlled substance except 

under a valid prescription and in the course of 

professional practice.  

– dispense a controlled substance if the pharmacist 

knows or should have known that the prescription was 

issued without a valid patient-practitioner 

relationship.  
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Criminal Offenses 
Sec. 481.1289 & 481.1285 

Effective Date:  9/1/2011. 

It is now a felony:  

– For a person to obtain a prescription for a controlled 

substance that is not medically necessary (Doctor 

Shopping). 

– For a person registered under the Controlled 

Substances Act  or working for a registrant to 

knowingly take controlled substances: 

 For his/her own use; or 

 To divert for unlawful use by another person. 
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Texas Dangerous Drug Act 



Sec.  483.021(a) 

A pharmacist who is requested to dispense a 

dangerous drug under a prescription issued by a 

practitioner  shall determine, in the exercise of 

the pharmacists professional judgment, that the 

prescription is a valid prescription.   

A pharmacist may not dispense a dangerous 

drug if the pharmacist knows or should have 

known that the prescription was issued without a 

valid patient-practitioner relationship.  
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Texas Pharmacy Act 



Pharmacy Act – Sec.  562.056(a) 

Before dispensing a prescription, a pharmacist 

shall determine, in the exercise of sound 

professional judgment, that the prescription is a 

valid prescription.  

A pharmacist may not dispense a prescription 

drug if the pharmacist knows or should know that 

the prescription was issued on the basis of an 

Internet-based or telephonic consultation without 

a valid practitioner-patient relationship. 
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Federal and State Laws –  
Common Theme 

A valid physician-patient relationship must exist. 

The prescription must be issued for a valid 

medical need. 

The prescription must be therapeutic for the 

patient’s condition. 

The physician and the pharmacists have a 

corresponding responsibility to determine the 

prescription is valid. 
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Texas Pharmacy Rules 



a) R.Ph.s shall exercise sound professional 

judgment with respect to the accuracy and 

authenticity of any Rx dispensed. If the R.Ph. 

questions the accuracy or authenticity of a Rx, 

the R.Ph. shall verify the order with the Dr. prior 

to dispensing.  

§291.29 Professional Responsibility 
of Pharmacists 
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b) A R.Ph. shall make every reasonable effort to 

ensure that any Rx, regardless of the means of 

transmission, has been issued for a legitimate 

medical purpose by a Dr. in the course of 

medical practice.  

§291.29 Professional Responsibility 
of Pharmacists (cont.) 
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b) (cont.)  A R.Ph. shall not dispense a Rx if the 

R.Ph. knows or should have known that the 

order was issued without a valid pre-existing 

patient-Dr. relationship as defined by the Texas 

Medical Board in 22 TAC §190.8 or without a 

valid Rx. 

§291.29 Professional Responsibility 
of Pharmacists (cont.) 
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 b) 
1) A Rx may not be dispensed by means of the Internet 

unless pursuant to a valid Rx issued for a legitimate 

medical purpose in the course of medical practice by 

a Dr. who has conducted at least one in-person 

medical evaluation of the patient. 

§291.29 Professional Responsibility 
of Pharmacists (cont.) 
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2) A Rx may not be dispensed if the R.Ph. has reason to 

suspect that the Rx was authorized without a valid 

patient-Dr. relationship or otherwise in violation of the 

Dr.’s standard of practice including that the Dr.: 

A. did not establish a diagnosis; 

B. prescribed drugs that were not necessary for the patient due 

to a lack of a valid medical need or the lack of a therapeutic 

purpose for the Rx; or 

C. issued the Rx outside the usual course of medical practice. 

§291.29 Professional Responsibility 
of Pharmacists (cont.) 
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c) Reasons to suspect that a Rx may have been 

authorized in the absence of a valid patient-Dr. 

relationship, or in violation of the Dr.'s standard 

of practice, include: 

1)  the number of Rxs issued daily by the Dr.; 

2) a disproportionate number of patients of the Dr. 

receive controlled substances; 

3) the manner in which the Rxs are authorized by the 

Dr. or received by the pharmacy 

§291.29 Professional Responsibility 
of Pharmacists 
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4) the geographical distance between the Dr. and the 

patient or between the pharmacy and the patient;  

5) knowledge by the RPh that the prescription was 

issued solely based on answers to a questionnaire; 

6) knowledge by the RPh that the pharmacy he/she 

works for is otherwise associated with an Internet site 

that markets Rx drugs to the public without requiring 

a valid Rx from the patients Dr.; or 

§291.29 Professional Responsibility 
of Pharmacists (cont.) 
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7) knowledge by the RPh that the patient has exhibited 

doctor-shopping or pharmacy-shopping tendencies.  

 

§291.29 Professional Responsibility 
of Pharmacists (cont.) 
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d) A R.Ph. shall ensure that Rxs for the treatment 

of chronic pain have been issued in accordance 

with the guidelines set forth by the Texas 

Medical Board in 22 TAC §170.3 (relating to 

Guidelines), prior to dispensing the Rxs. 

§291.29 Professional Responsibility 
of Pharmacists (cont.) 
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e) A Rx may not be dispensed if issued by a Dr. 

practicing at a pain management clinic that is 

not in compliance with the rules of the Texas 

Medical Board in 22 TAC §§195.1 - 195.4 

(relating to Pain Management Clinics). 

§291.29 Professional Responsibility 
of Pharmacists (cont.) 
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TSBP Website 
 www.tsbp.state.tx.us 

 

http://www.tsbp.state.tx.us/
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Prescriber Responsibilities 

Conducting and documenting a patient evaluation 

to include obtaining a medical history and 

performing a physical exam 

Diagnosing the patient based on the exam and 

any associated diagnostic tests 

Informing the patient of the risks and benefits of 

the plan and treatment options 

Obtaining patient’s agreement for compliance 

with the plan 
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Prescriber Responsibilities (cont.)  

Conducting periodic reviews of the patient in view 

of the circumstances and documenting progress 

or change 

Referring the patient for further evaluation or 

treatment to other practitioners and obtaining 

consultation from other practitioners 

Documenting rationale for the treatment plan and 

prescriptions for controlled substances  
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Pain Management Clinics 

Effective Date: 9/1/09 

S.B. 911 (Williams/Hamilton) amended the Texas 
Medical Practices Act to require pain 
management clinics to be certified by the Texas 
Medical Board.  

The Medical Board adopted rules that became 
effective on November 30, 2009.  
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Pain Management Clinics (cont.)   

Medical Board is posting the names of registered 

Pain Management Clinics on their Web-Site. 

Go to www.tmb.state.tx.us 

– Select “Pain Management Registration Info.” 
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TSBP Emergency Suspension Action 

TSBP is now posting the results of Emergency 

Suspension Actions on the Website. 

Go to www.tsbp.state.tx.us  

Click on – Recent Disciplinary Notifications. 
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Questions? 



Thank You! 


