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XIX. Proposed Regulations to Amend Title 16 California Code of Regulations (CCR) section
1744, Related to Drug Warnings

At the April 2015 Board Meeting, the board approved proposed text to amend Section
1744 of Title 16 CCR, related to Drug Warnings. The 45 day comment period began on
September 25, 2015 and ended November 9, 2015.

The Board received one comment during the comment period.

At this Meeting
The board will have the opportunity to discuss the regulation, the comment received and
determine what course of action it wishes to pursue. Among its options:
1. Adopt the regulation as approved at the April 2015 Board meeting
2. Amend the regulation to address the concerns expressed by stakeholders and
notice the modified text for a 15 day comment period.

The attachment immediately following this memo contains the proposed regulation text
as noticed on September 25, 2015 and the comment received during the 45 day comment
period.
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Lauren Berton, PharmD | One CVS Drive | Mail Code 2325 | Woonsocket, RI 02895 | T: 540-604-3661

November 5, 2015

Lori Martinez

Administration and Regulations Manager
California Board of Pharmacy

1625 N. Market Blvd., N219

Sacramento, CA 95834

Re: Proposed amendments to Section 1744 of Article 5 of Division 17 of Title 16 of the California Code of
Regulations

Dear Ms. Martinez:

| am writing to you in my capacity as Director of Regulatory Affairs for CVS Health and its family of pharmacies located
across the United States. CVS Health appreciates the opportunity to submit comments on the proposed amendments
to Section 1744 of Article 5 of Division 17 of Title 16 of the California Code of Regulations regarding Drug Warnings.
We would like to thank the Board for their continued vigilance to continuously improve the laws and rules that guide
pharmacists serving California patients.

CVS Health appreciates the Board’s effort to increase patient and consumer awareness regarding potentially
dangerous side effects of certain prescription drugs that may impair one’s ability to operate a motor vehicle or vessel
and increased risks associated with consuming alcohol when taken in combination with specific drugs. The current
language in 1744(b) indicates that the written warning notice must be on the label. Business and Professions Code
4074(b) specifically allows for compliance to be achieved by an auxiliary label that is affixed to the prescription
container. We do request that the Board amend the language in 1744(b) to include a written label on the drug
container in order to be consistent with warning language in 1744(a) and Business and Professions Code 4074(h).
That consistency within the rule and the law provide clarity to practitioners working towards consistent compliance.
The current and suggested language is outlined below.

Current Language:

(b) Because the following classes of drugs pose a substantial risk to the person consuming the drug when taken in
combination with alcohol, a pharmacist shall provide a written warning notice on the label to alert the patient about
possible potentiating effects

Suggested Language:
(b) Because the following classes of drugs pose a substantial risk to the person consuming the drug when taken in

combination with alcohol, a pharmacist shall previde-a-writter-warping-retice-en-thelabelto-include a written label

on the drug container to alert the patient about possible potentiating effects

CVS pharmacy / caremark / minute clinic / specialty
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CVS Health appreciates the opportunity to submit comments for the proposed amendment of these rules. If you have
any questions, please contact me directly at 540-604-3661.

Sincerely,

( 3 M.H%’?M

Lauren Berton, PharmD.
Director, Pharmacy Regulatory Affairs
CVS Health

CVS pharmacy / caremark / minute clinic / specialty
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Title 16. Board of Pharmacy

Proposed Language

To Amend Section 1744 of Article 5 of Division 17 of Title 16 of the California Code of Regulations to
read as follows:

1744. Drug Warnings

Pursuant to Business and Professions Code Section 4074, a pharmacist shall inform the patient or his
or her representative of the harmful effects of certain drugs dispensed by prescription.

(a) Because Fthe foIIowmg classes of drugs may impair a person 's ablllty to drive operate a motor
vehicle or vessel,-epe . a pharmacist
shall include a written label on the druq container indicating that the druq may impair a person’s ability
to operate a vehicle or vessel:

(1) Muscle relaxants.

(2) Analgesicswith-central-nervous-system-depressant-efects:

£3)-Antipsychotic drugs with central nervous system depressant effects including-phenothiazines

(43) Antidepressants with central nervous system depressant effects.

(54) Antihistamines, motion sickness agents, antipruritics, antinauseants, anticonvulsants and

antihypertensive agents with central nervous system depressant effects.

(65) All Schedule 11, 111, IV and V agents with central nervous system depressant effects. er

(¥6) Anticholinergic agents and-other-drugs-which-that may impair vision.

(7) Any other drug which, based on the pharmacist’'s professional judgment, may impair a patient’s

ability to operate a vehicle or vessel.
(b) Because Fthe following are-examples classes of drugs pose a substantial risk to the person
consuming the drug when taken in combination with alcohol, a pharmacist shall provide a written

warning notice on the label to alert the patient about possible potentiating effects: which-may-have

(1) Disulfiram and other drugs (e.g., chlorpropamide, metronidazole) which may cause a
disulfiram-like reaction.

(2) Mono amine oxidase inhibitors.

(3) Nitrates.

(4) Cycloserine.

(5) Antidiabetic agents including insulin and sulfonylureas (due to risk of hypoglycemia).
(6) Any other drug which, based upon a pharmacist’s professional judgment, may pose a
substantial risk to the person consuming the drug when taken in combination with alcohol.

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 40224055
and 4074, Business and Professions Code.
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