
   
   

 
  

 

  
 
 

 
 

 
 

   
 

      
   

 
 
             

 
 

        
     

  
      

    
  

 
   

   
 

 
  

   
 

 
    

 
      
     

 
   

        
    
     
       

  
 

 
  

 

California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 
1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS 
Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR. 
Fax: (916) 574-8618 
www.pharmacy.ca.gov 

To: Board Members 

Subject: Discussion and Consideration of the Proposed Regulation to Add Title 16 CCR Section 
1746.5, Related to Travel Medications 

Attachment 1 
Background: 

At the June 2015 Board Meeting, the board approved proposed text to add Section 1746.5 of 
Title 16 CCR, related to Travel Medications.  On April 27, 2016, following a 45-day comment 
period and two 15-day comment periods, the Board adopted the regulation language and 
delegated to the executive officer the authority to make technical or non-substantive changes 
as may be required by Office of Administrative Law (OAL) or the Department of Consumer 
Affairs to complete the rulemaking file. 

On December 27, 2016, OAL identify some problems and disapproved the regulation due to 
issues with clarity, consistency, and necessity. 

At the January Board Meeting, the board approved a modified text to address concerns raised 
by OAL and initiated a third 15-day comment period. The 15-day comment period began on 
February 1, 2017 and ends on February 16, 2017. 

At this Meeting 
The board will have the opportunity to discuss the regulation and determine what course of 
action it wishes to pursue.  Among its options: 

1. Amend the regulation to address any concerns raised by stakeholders. 
2. Adopt the regulation as approved by the Board on January 24, 2017. 

The Attachment contains the following: 
1. Adopted regulation text as disapproved by OAL on December 27, 2016. 
2. A copy of the Decision of Disapproval of Regulatory Action from OAL. 
3. The modified regulation text as approved by the Board on January 24, 2017. 
4. A clean version (no strikeout/underlining) of the modified regulation text as approved 

by the Board on January 24, 2017. 

A copy of any comments received and a staff recommendation will be provided at the Board 
Meeting. 

www.pharmacy.ca.gov
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Travel Medications -

1746.5 



.

BOARD OF PHARMACY 
Second Modified Text 

Changes made to the originally proposed language are shown by single strikethrough for 
deleted language and single underline for added language. (Additionally, the modified 
text is listed in red for color printers.) 

Changes made to the modified proposed language are shown by dawbla strikaUuawgl:l 
for deleted language and bold and double underline for added language. (Additionally, 
the modified text is listed in blue for color printers.) · 

Add §1746.5 to Article 5 of Division 17 of Title 16 ofthe California Code of Regulations as 
follows: 

§1746.5 Pharmacists Furnishing Travel Medications. 

(a) For purposes of Business and Professions Code section 4052(a){10){A)(3), prescription 
medications "not requiring a diagnosis" means a prescription medication that is either: 

{1) For a condition that is both self-diagnosable and recognized as se lf-treatable by the 
federal Center for Disease Control and Prevention's (CDC) Health Information for 
International Travel (commonly called the Yellow Book), or 

{2) A prophylactic. 

(b) A pharmacist furnishing prescription medications not requiring a diagnosis that are 
recommended by the CDC for individuals traveling outside the 50 states and the 
District of Columbia pursuant to section 4052(a)(10) of the Business and Professions 
Code shall follow the requirements of this section . .. 
( ~ )Training: A pharmacist who furnishes travel medications shall keep documentation of the 
following on site and available for inspection by the Board: 

(1) Completion of an immunization tiiHtifitii!ttie~ certificate program t hat meets t he 
req uirements of Business and Professions Code section 4052.8(b)( l l. 

{-1£) Completion of an approved travel medicine training program, which must consist of 
at least 1Q_~hours of training and cover each medication related element of the 
International Society of Travel Medicine's Body of Knowledge for the Practice of Travel 
Medicine {2012), 

{~3 ) Completion of the CDC Yellow Fever Vaccine Course, and 

(~1 ) Current basic life support certification. 

Board of Pharmacy Second Modified Text Page 1 of2 
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• • 

(d) Continuing Education: Pharmacists must complete two hours of ongoing continuing 
education focused on travel medicine, separate from continuing education in immunizations 
and vaccines, from an approved provider once every two years . 

(e) Prior to furnishing travel medication, a pharmacist shall perform a good faith evaluation of 
the patient, including evaluation of a patient travel history using destination-specific travel 
criteria . The travel history must include all the information necessary for a risk assessment 
during pre-travel consultation, as identified in the CDC Yellow Book. An example of an 
appropriate and comprehensive travel history is avai lable on the Board's website. 

(f) Notifications: The pharmacist shall notify the patient's primary care provider of any drugs 
and/or devices furnished to the patient within 30 days of the date of dispense furnishing, or 
enter the appropriate information in a patient record system shared with the primary care 
provider, as permitted by the primary care provider. If the patient does not have a primary care 
provider, or is unable to provide contact information for his or her primary care provider, the 
pharmacist shall provide the patient with written record of the drugs and/or devices furnished 
and advise the patient to consult a physician of the patient's choice. 

(g) Documentation: For each travel medication furnished by a pharmacist, a patient medication 
record shall be maintained and securely stored in physical or electronic manner such that the 
information required by title 42, section 300aa-25 of the United States Code and title 16, 
sections 1707.1 and 1717 ofthe California Code of Regulations is readily retrievable during the 
pharmacy or facility's normal operating hours. A pharmacist shall provide the patient with a 
progress note, which fully documents the clinical assessment and travel medication plan. An 
example of an appropriate and comprehensive progress note is available on the Board's 
website. 

. . 
Note: Authority cited: Section 4005, Business and Professions Code. Reference: Section 4052 
and 4052.8, Business and Professions Code. 
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Notice of Disapproval 
of Regulatory Action 

1746.5 



State of California 
Office of Administrative Law 

In re: 
Board of Pharmacy 

Regulatory Action: 

Title 16, California Code of Regulations 

Adopt section: 1746.5 

DECISION OF DISAPPROVAL OF 
REGULATORY ACTION 

Government Code Section 11349.3 

OAL Matter Number: 2016-1109-02 

OAL Matter Type: Regular (S) 

SUMMARY OF REGULATORY ACTION 

This rulemaking action by the Board of Pharmacy (Board) proposed the adoption of section 
1746.5 of title 16 of the California Code of Regulations, which would set forth the standards and 
procedures pharmacists must follow in order to furnish prescription medications to individuals 
traveling outside the United States. 

DECISION 

On November 9, 2016, the Board submitted the above-referenced regulatory action to the Office 
of Administrative Law (OAL) for review. On December 27,2016, OAL notified the Board of 
the disapproval of this regulatory action. The reasons for the disapproval were failure to comply 
with the "consistency," "clarity," and "necessity" standards of Government Code section 
11349.1. The Board also failed to follow all required procedures under the California 
Administrative Procedure Act (AP A). This Decision of Disapproval of Regulatory Action 
explains the reasons for OAL' s action. 

DISCUSSION 

Regulations adopted by the Board must generally be adopted pursuant to the rulemaking 
provisions of the California Administrative Procedure Act (AP A), chapter 3.5 of part 1 of 
division 3 of title 2 of the Government Code (sees. 11340-11361). Pursuant to section 11346 of 
the Government Code, any regulatory action a state agency adopts through the exercise of quasi
legislative power delegated to the agency by statute is subject to the requirements of the AP A, 
unless a statute expressly exempts or excludes the regulation from compliance with the AP A. 
No exemption or exclusion applies to the present regulatory action under review. Consequently, 
before these regulations may become effective, the regulations and rulemaking record must be 
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reviewed by OAL for compliance with the substantive standards and procedural requirements of 
the APA, in accordance with Government Code section 11349.1. 

I. CLARITY 

OAL must review regulations for compliance with the "clarity" standard of the APA, as required 
by Government Code section 11349.1. Government Code section 11349, subdivision (c), defines 
"clarity" as meaning " ... written or displayed so that the meaning of regulations will be easily 
understood by those persons directly affected by them." 

The "clarity" standard is further defined in section 16 oftitle 1 of the California Code of 
Regulations (CCR), GAL's regulation on "clarity," which provides the following: 

In examining a regulation for compliance with the "clarity" requirement of Government 
Code section 11349.1, OAL shall apply the following standards and presumptions: 

(a) A regulation shall be presumed not to comply with the "clarity" standard if any of 
the following conditions exists: 

(1) the regulation can, on its face, be reasonably and logically interpreted to have 
more than one meaning; or 

(2) the language of the regulation conflicts with the agency's description ofthe effect 
of the regulation; or 

(3) the regulation uses terms which do not have meanings generally familiar to those 
"directly affected" by the regulation, and those terms are defined neither in the 
regulation nor in the governing statute; or 

(4) the regulation uses language incorrectly. This includes, but is not limited to, 
incorrect spelling, grammar or punctuation; or 

(5) the regulation presents information in a format that is not readily understandable 
by persons "directly affected;" or 

(6) the regulation does not use citation styles which clearly identify published 
material cited in the regulation. 

(b) Persons shall be presumed to be "directly affected" if they: 

(1) are legally required to comply with the regulation; or 

(2) are legally required to enforce the regulation; or 

(3) derive from the enforcement of the regulation a benefit that is not common to the 
public in general; or 

( 4) incur from the enforcement of the regulation a detriment that is not common to 
the public in general. 
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As discussed below, two provisions of proposed section 1746.5 fail to comply with the clarity 
standard of the AP A. 

Issue 1. Section 1746.5, subdivision (c), provides, in pertinent part: 

(c) Training: A pharmacist who furnishes travel medications shall keep documentation 
of the following on site and available for inspection by the Board: 

(1) [ ... ] 

(2) Completion of an [sic] travel medicine training program, which must 
consist of at least 10 hours of training and cover each medication related 
element of the International Society of Travel Medicine's Body of Knowledge 
for the Practice of Travel Medicine (2012), [Emphasis added.] 

(3) [cont.] 

According to the introduction of the International Society of Travel Medicine's Body of 
Knowledge for the Practice of Travel Medicine, revised 2012 (Body of Knowledge), the 
document defines the "scope and extent of knowledge required for professionals working in the 
field of travel medicine. Major content areas include the global epidemiology of health risks to 
the traveler, vaccinology, malaria prevention, and pre-travel counseling designed to maintain the 
health of the traveling public." These major content areas are further broken down into more 
detailed subtopics and lists of recommended curricula. For example, the major content area 
entitled "Pretravel Assessment/Consultation" contains the subtopics "Patient Evaluation," 
"Special Populations," "Special Itineraries," "Prevention and Self-Treatment," and "Risk 
Communications Regarding." 

What the Body of Knowledge does not do is specifically isolate which content areas, subtopics, 
or curricula are "medication-related" elements that must be included in a training program 
pursuant to proposed section 1746.5, subdivision (c)(2). Further, the text of section 1746.5, 
subdivision ( c )(2), does not provide or otherwise identify the elements of the Body of 
Knowledge that the Board believes to be "medication-related." This lack of distinct guidance 
leaves "medication-related" open to more than one reasonable and logical interpretation by each 
directly affected person, which is a violation of the clarity standard of the AP A and section 16, 
subdivision (a)(1), of title 1 of the CCR. 

Issue 2. Proposed section 1746.5, subdivision (c)(1), requires each pharmacist who furnishes 
travel medications in the form of vaccines to retain documentation of"[ c ]ompletion of an 
immunization certificate program that meets the requirements of Business and Professions Code 
section 4052.8(b)(l)." (Emphasis added.) 

However, Business and Professions Code section 4052.8, subdivision (b)(1), requires only the 
completion of an immunization training program endorsed by the Centers for Disease Control 
and Prevention (CDC) or Accreditation Council for Pharmacy Education (ACIP). Further, 
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section 1764.4 of title 16 of the CCR specifies, in subdivision (b )(1 ), that each pharmacist who 
initiates and/or administers any vaccine must complete a Board-approved immunization training 
program. Neither of these existing laws refers to a certificate program. In order to meet the 
clarity standard of the AP A, the Board must clarify that the proposed text is referring to the 
training programs authorized by existing laws, rather than a separate certificate program. 

II. CONSISTENCY 

OAL is mandated by Government Code section 11349.1, subdivision (a)(4), to review each 
regulation adopted pursuant to the AP A to determine whether the regulation complies with the 
"consistency" standard. Government Code section 11349, subdivision (d), defines "consistency" 
to mean "being in harmony with, and not in conflict with or contradictory to, existing statutes, 
court decisions, or other provisions of law." 

Business and Professions Code section 4052, subdivision (a)(10), permits a pharmacist to 
"[f]urnish the medications described in subparagraph (A) in accordance with subparagraph (B)." 
Subparagraph (A)(3) allows furnishing of"[p]rescription medications not requiring a diagnosis 
that are recommended by the federal Centers for Disease Control and Prevention for individuals 
traveling outside of the United States." Subparagraph (B) requires pharmacists furnishing these 
prescription medications (i.e., "travel medications") to "notify the patient's primary care provider 
of any drugs or devices furnished to the patient, or enter the appropriate information in a patient 
record system shared with the primary care provider, as permitted by the primary care provider." 

Proposed section 1746.5, subdivision (f), provides, in part: 

Notifications: The pharmacist shall notify the patient's primary care provider of any 
drugs and/or devices furnished to the patient within 30 days of the date of furnishing, or 
enter the appropriate information in a patient record system shared with the primary 
care provider, as permitted by the primary care provider. [Emphasis added.] 

Subdivision (f) clearly implements the Business and Professions Code provisions above by 
making specific that pharmacists must comply with the statutory notification requirements within 
30 days of furnishing travel medications. Notably, the Board did not distinguish between 
different types of travel medications, or include different reporting timeframes for furnished 
vaccines, pills, etc. 

Yet, the Board's existing "Vaccinations" regulation, section 1746.4 of title 16 of the CCR, 
provides, in part: 

(d) Notifications: A pharmacist shall notify each patient's primary care provider of any 
vaccine administered to the patient, or enter the appropriate information in a patient 
record system shared with the primary care provider, as permitted by the primary care 
provider. Primary care provider notification must take place within 14 days of the 
administration of any vaccine. [Emphasis added.] 
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Subdivision (d) of section 1746.4 plainly states that all vaccines- including vaccines furnished 
to international travelers- must be reported by the administering pharmacist within 14 days. 
Therefore, the proposed 30-day reporting requirement in subdivision (f) of section 1746.5 

directly conflicts with existing law and violates the consistency standard of the AP A. 

III. NECESSITY 

OAL must review regulations for compliance with the "necessity" standard of Government Code 
section 11349.1. Government Code section 11349, subdivision (a), defines "necessity" as 
meaning " ... the record of the rulemaking proceeding demonstrates by substantial evidence the 
need for a regulation to effectuate the purpose of the statute, court decision, or other provision of 
law that the regulation implements, interprets, or makes specific, taking into account the totality 
of the record. For purposes of this standard, evidence includes, but is not limited to, facts, 
studies, and expert opinion." 

To further explain the meaning of substantial evidence in the context of the "necessity" standard, 
subdivision (b) of section 10 of title 1 of the CCR provides: 

In order to meet the "necessity" standard of Government Code section 11349.1, the 
record of the rulemaking proceeding shall include: 

(1) a statement of the specific purpose of each adoption, amendment, or repeal; and 

(2) information explaining why each provision of the adopted regulation is required to 
carry out the described purpose of the provision. Such information shall include, but is 
not limited to, facts, studies, or expert opinion. When the explanation is based upon 
policies, conclusions, speculation, or conjecture, the rulemaking record must include, in 
addition, supporting facts, studies, expert opinion, or other information. An "expert" 
within the meaning of this section is a person who possesses special skill or knowledge 
by reason of study or experience which is relevant to the regulation in question. 

In order to provide the public with an opportunity to review and comment upon an agency's need 
for a regulation, the AP A requires a rulemaking agency to describe the need for the regulation 
and identify documents relied upon in proposing the regulation in the Initial Statement of 
Reasons (ISR), pursuant to Government Code section 11346.2, subdivision (b). In the instant 
case, the Board's rulemaking record includes an ISR, which in turn identifies eleven documents 
relied upon in support of the proposed regulation text. These documents are a series of minutes 
taken during Board meetings and several of the Board's Senate Bill493 Implementation 
Committee (hereafter, "Committee") meetings spanning the time between June of 2014 and June 
of 2015. The Committee, comprised of four members of the Board, was formed to implement 
multiple components of Senate Bill 493 (Stats. 2013, ch. 469), which included the amendment of 
Business and Professions Code section 4052. 

Proposed section 1746.5, subdivision (g), includes the following provision: 

A pharmacist shall provide the patient with a progress note, which fully documents the 
clinical assessment and travel medication plan. 
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The ISR simply restates the above provision without offering any evidence to explain why a 
progress note is required to be provided directly to the patient. Further, the Board and 
Committee discussions captured in the documents relied upon never touch on the progress note 
requirement. The complete absence of evidentiary support for the adoption of this provision is a 
violation of the necessity standard of the AP A. 

IV. INCORRECT PROCEDURE 

A. Incorporation by Reference 

Section 20 of title 1 of the CCR, cited below in pertinent part, is OAL' s regulation on 
"Incorporation by Reference," and sets forth a number of requirements that apply when a 
rulemaking agency proposes to incorporate documents by reference in its regulations. 

(c) An agency may "incorporate by reference" only if the following conditions are met: 

(1) The agency demonstrates in the final statement of reasons that it would be 
cumbersome, unduly expensive, or otherwise impractical to publish the document in the 
California Code of Regulations. 

(2) The agency demonstrates in the final statement of reasons that the document was 
made available upon request directly from the agency, or was reasonably available to 
the affected public from a commonly known or specified source. In cases where the 
document was not available from a commonly known source and could not be obtained 
from the agency, the regulation shall specify how a copy of the document may be 
obtained. 

(3) The informative digest in the notice of proposed action clearly identifies the 
document to be incorporated by title and date of publication or issuance. If, in 
accordance with Government Code section 11346.8( c), the agency changes the 
originally proposed regulatory action or informative digest to include the incorporation 
of a document by reference, the document shall be clearly identified by title and date of 
publication or issuance in the notice required by section 44 of these regulations. 

(4) The regulation text states that the document is incorporated by reference and 
identifies the document by title and date of publication or issuance. Where an 
authorizing California statute or other applicable law requires the adoption or 
enforcement of the incorporated provisions of the document as well as any subsequent 
amendments thereto, no specific date is required. 

(5) The regulation text specifies which portions of the document are being incorporated 
by reference. 

Much of the rulemaking record evinces the Board's intent to incorporate the Body of Knowledge 
by reference in proposed section 1746.5, subdivision (c)(2). For example, the Informative Digest 
in the Notice of Proposed Action clearly identifies the Body of Knowledge by title and date, and 
the document was made available for public viewing during the 45-day AP A notice period. The 
text of section 1746.5, subdivision (c)(2), includes the document title and date of publication, 
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which are required to fix an incorporated document in time and clearly identify the incorporated 
document to a directly affected person in accordance with section 20, subdivision (c)(4). 
Additionally, the Board rejected a public comment that suggested removal of the 2012 
publication date from the proposed regulation text in an effort to prospectively incorporate the 
most current version of the Body of Knowledge. In the Final Statement of Reasons (FSR), the 
Board responded that in order "[t]o comply with the spirit of Cal. Code Reg Title 1 § 20, the 
Board believes it is necessary to reference a specific version (2012) of the ISTM's Body of 
Knowledge for the Practice of Travel Medicine." 

Notwithstanding the above, the Board did not properly incorporate the Body of Knowledge by 
reference. The Board's FSR does not demonstrate compliance with section 20, subdivisions 
(c)(1) and (c)(2). The text of proposed section 1746.5, subdivision (c)(2), does not expressly 
incorporate the Body of Knowledge by reference as required by section 20, subdivision (c)( 4 ). 
Nor is it clear from the regulation text which portions of the document are incorporated by 
reference in compliance with section 20, subdivision (c)(5). (OAL notes that properly 
incorporating by reference only the specifically identified "medication-related elements" ofthe 
Body of Knowledge would likely resolve both this procedural defect and the aforementioned 
clarity issue.) If the Board intends to incorporate the Body of Knowledge by reference, then it 
must address each of these procedural deficiencies to satisfy the letter, in addition to the spirit, of 
section 20 of title 1 of the CCR before resubmitting this action to OAL. 

OAL notes that the FSR explains that the proposed regulation text "does not formally 
'incorporate by reference' this body of knowledge; however, the regulation does reference that 
the required travel medicine training program must consist of at least 10 hours of training and 
that it cover each medication-related element of the ISTM' s Body of Knowledge for the Practice 
of Travel Medicine (2012)." This statement is inconsistent with the record. This inconsistency 
must be resolved before resubmittal of this action to OAL for review. 

B. Incomplete Form STD. 399 

Government Code section 11347.3, subdivision (b)(5), requires that the rulemaking record 
contain the estimate, together with the supporting data and calculations, required by Government 
Code section 11346.5, subdivision (a)(6). Section 11346.5, subdivision (a)(6), requires, in part, 
the estimate of the cost or savings to any state agency. This paragraph further defines "cost or 
savings" as "additional costs or savings, both direct and indirect, that a public agency necessarily 
incurs in reasonable compliance with regulations." Government Code section 11357 requires 
that DOF adopt instructions for inclusion in the State Administrative Manual (SAM) prescribing 
the methods that any agency shall use in making the estimate required by section 11346.5, 
subdivision (a)(6). 
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For purposes of reporting this estimate and other information, DOF has developed, and requires 
regulatory agencies to use, the STD. 399 "Economic and Fiscal Impact Statement." (SAM 
Chapter 6600, commencing with section 6601.) 

SAM section 6615 establishes when financial estimates contained in STD. 399 require the 
concurrence of DO F. Section 6615 provides in part: 

6615 ESTIMATES WHICH REQUIRE DEPARTMENT OF FINANCE ACTION 

(Revised and renumbered from 6660 on 03/09) 

Subdivision (c) of Government Code Section 11357 specifically authorizes the DOF to 
" ... review any estimate ... for content including, but not limited to, the data and 
assumptions used in its preparation." 

A state agency is not required in all instances to obtain the concurrence of the DOF in 
its estimate of the fiscal impact of its proposed regulation on governmental agencies. 
Such concurrence is required when the adoption, amendment, or repeal of a regulation 
results in local agency costs or savings, in state agency costs or savings, or in other 
nondiscretionary instances such as local/state revenue increases or decreases which 
must be depicted on the STD. 399 as follows: 

A.1-Reimbursable Local Costs B.1-State Costs 

A.2-Non-Reimbursable Local Costs B.2-State Savings 

A.3-Local Savings B.4-0ther 

A.6-0ther 

In addition, the DOF's approval is required for the inclusion in any such estimate of any 
statement to the effect that reimbursement of local costs will be requested in a 
subsequent Governor's Budget, Section A.1 (b) on the STD. 399 .... 

In the rulemaking record, the Fiscal Impact Statement part of the STD. 399 indicates in section 
B.4, regarding the Board's proposed regulatory action's "Fiscal Effect on State Government": 

Since this regulatory proposal will facilitate the expansion of pharmacy practice to 

include dispensing travel medications, there is the potential that enforcement costs may 
increase as a result of this regulation. The Board is unable to quantify the potential 

increase in enforcement costs; however, the Board anticipates it to be minimal. 

Pursuant to SAM section 6615, when a state agency indicates that its proposed regulatory action 

will result in an increase in costs, then the STD. 399 is required to be submitted to DOF for 

review and a signature obtained from DOF indicating concurrence by DOF before submitting the 
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STD. 399 as part of the rulemaking record for OAL's review. This did not occur. There is no 
signature from DOF on the Board's STD. 399. Thus, the Board failed to follow required APA 
procedures. A review and signature from DOF must be obtained and indicated on the STD. 399 
before resubmitting this action to OAL. 

CONCLUSION 

For the reasons set forth above, OAL has disapproved this regulatory action. Pursuant to 
Government Code section 11349.4, subdivision (a), the Board may resubmit this rulemaking 
action within 120 days of its receipt of this Decision of Disapproval. 

Any changes made to the regulation text to address the clarity and consistency issues discussed 
above must be made available for at least 15 days for public comment pursuant to Government 
Code section 11346.8 and section 44 of title 1 of the CCR prior to adoption by the Board. 
Additionally, any supplement to the ISR or other document the Board may create or otherwise 
propose to add to the record in order to address the necessity issue discussed above must be 
made available for at least 15 days for public comment pursuant to Government Code section 
11347.1 prior to adoption by the Board. The Board must document in the rulemaking file its 
approval of the final text after consideration of all public comments and relevant information, as 
well as resolve all other issues raised in this Decision of Disapproval, before resubmitting to 
OAL. 

If you have any questions, please contact me at (916) 322-3761. 

Date: December 30, 2016 
n 

Senior Attorney 

For: Debra M. Cornez 
Director 

Original: Virginia Herold 
Copy: Lori Martinez 
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BOARD OF PHARMACY 
Third Modified Text 

Changes made to the originally proposed language are shown by single strikethrough for 
deleted language and single underline for added language. (Additionally, the modified 
text is listed in red for color printers.) 

Changes made to the modified proposed language are shown by double strikethrough 
for deleted language and bold and double underline for added language. (Additionally, 
the modified text is listed in blue for color printers.) 

Changes made to the second modified proposed language are shown by italicized single 
strikethrough for deleted language and bold and bold underline for added language. 
(Additionally, the modified text is listed in purple for color printers.) 

Add §1746.5 to Article 5 of Division 17 of Title 16 of the California Code of Regulations as 
follows: 

§1746.5 Pharmacists Furnishing Travel Medications. 

(a) A pharmacist furnishing prescription medications not requiring a diagnosis that are 
recommended by the federal Center for Disease Control and Prevention (CDC) for individuals 
traveling outside the 50 states and the District of Columbia pursuant to section 
4052(a)(10)(A)(3) of the Business and Professions Code (hereafter, “travel medications”) shall 
follow the requirements of this section. 

(b) For purposes of Business and Professions Code section 4052(a)(10)(A)(3), a prescription 
medications “not requiring a diagnosis” means a prescription medication that is either: 

(1)  For treatment of a condition that is recognized as both self-diagnosable and 
recognized as self-treatable by the federal Center for Disease Control and Prevention’s 
(CDC’s) Health Information for International Travel (commonly called the Yellow Book), 
or 

(2)  A For prophylaxis ctic of a condition. 

(b) A pharmacist furnishing prescription medications not requiring a diagnosis that are 
recommended by the CDC for individuals traveling outside the 50 states and the 
District of Columbia pursuant to section 4052(a)(10) of the Business and Professions 
Code shall follow the requirements of this section. 

(c) Training: A pharmacist who furnishes travel medications shall keep documentation of the 
following on site and available for inspection by the Board: 
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(1) Completion of an immunization certification certificate training program that meets 
the requirements of Business and Professions Code section 4052.8(b)(1), 

(12) Completion of an approved travel medicine training program, which must consist of 
at least 10 20 hours of training and cover each medication related element of the 
International Society of Travel Medicine’s Body of Knowledge for the Practice of Travel 
Medicine (2012), hereby incorporated by reference, 

(23) Completion of the CDC Yellow Fever Vaccine Course, and 

(34) Current basic life support certification. 

(d) Continuing Education: Pharmacists must complete two hours of ongoing continuing 
education focused on travel medicine, separate from continuing education in immunizations 
and vaccines, from an approved provider once every two years. 

(e) Prior to furnishing travel medications, a pharmacist shall perform a good faith evaluation of 
the patient, including evaluation of a the patient’s travel history using destination-specific 
travel criteria. The travel history must include all the information necessary for a risk 
assessment during pre-travel consultation, as identified in the CDC Yellow Book. An example of 
an appropriate and comprehensive travel history is available on the Board’s website. 

(f) Notifications: The pharmacist shall notify the patient’s primary care provider of any drugs 
and/or devices furnished to the patient within 30 14 days of the date of dispense furnishing, or 
enter the appropriate information in a patient record system shared with the primary care 
provider, as permitted by the primary care provider. If the patient does not have a primary care 
provider, or is unable to provide contact information for his or her primary care provider, the 
pharmacist shall provide the patient with a written record of the drugs and/or devices 
furnished and advise the patient to consult a physician of the patient’s choice. 

(g) Documentation: For each travel medication furnished by a pharmacist, a patient medication 
record shall be maintained and securely stored in physical or electronic manner such that the 
information required under by title 42, section 300aa-25 of title 42 of the United States Code 
and title 16, sections 1707.1 and 1717 of the California Code of Regulations is readily retrievable 
during the pharmacy or facility’s normal operating hours. A pharmacist shall provide the patient 
with a progress note, which fully documents written document that reflects the clinical 
assessment and travel medication plan. An example of an appropriate and comprehensive 
progress note is available on the Board’s website. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4052 
and 4052.8, Business and Professions Code.  
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BOARD OF PHARMACY 
Third Modified Text (CLEAN) 

Add §1746.5 to Article 5 of Division 17 of Title 16 of the California Code of Regulations as 
follows: 

§1746.5 Pharmacists Furnishing Travel Medications. 

(a) A pharmacist furnishing prescription medications not requiring a diagnosis that are 
recommended by the federal Center for Disease Control and Prevention (CDC) for individuals 
traveling outside the 50 states and the District of Columbia pursuant to section 
4052(a)(10)(A)(3) of the Business and Professions Code (hereafter, “travel medications”) shall 
follow the requirements of this section. 

(b) For purposes of Business and Professions Code section 4052(a)(10)(A)(3), a prescription 
medication “not requiring a diagnosis” means a prescription medication that is either: 

(1) For treatment of a condition that is recognized as both self-diagnosable and self-
treatable by the CDC’s Health Information for International Travel (commonly called the 
Yellow Book), or 

(2) For prophylaxis of a condition. 

(c) Training: A pharmacist who furnishes travel medications shall keep documentation of the 
following on site and available for inspection by the Board: 

(1) Completion of an immunization training program that meets the requirements of 
Business and Professions Code section 4052.8(b)(1), 

(2) Completion of a travel medicine training program, which must consist of at least 10 
hours of training and cover each element of the International Society of Travel 
Medicine’s Body of Knowledge for the Practice of Travel Medicine (2012), hereby 
incorporated by reference, 

(3) Completion of the CDC Yellow Fever Vaccine Course, and 

(4) Current basic life support certification. 

(d) Continuing Education: Pharmacists must complete two hours of ongoing continuing 
education focused on travel medicine, separate from continuing education in immunizations 
and vaccines, from an approved provider once every two years. 
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(e) Prior to furnishing travel medications, a pharmacist shall perform a good faith evaluation of 
the patient, including evaluation of the patient’s travel history using destination-specific travel 
criteria. The travel history must include all the information necessary for a risk assessment 
during pre-travel consultation, as identified in the CDC Yellow Book. An example of an 
appropriate and comprehensive travel history is available on the Board’s website. 

(f) Notifications: The pharmacist shall notify the patient’s primary care provider of any drugs or 
devices furnished to the patient within 14 days of the date of furnishing, or enter the 
appropriate information in a patient record system shared with the primary care provider, as 
permitted by the primary care provider. If the patient does not have a primary care provider, or 
is unable to provide contact information for his or her primary care provider, the pharmacist 
shall provide the patient with a written record of the drugs or devices furnished and advise the 
patient to consult a physician of the patient’s choice. 

(g) Documentation: For each travel medication furnished by a pharmacist, a patient medication 
record shall be maintained and securely stored in physical or electronic manner such that the 
information required under section 300aa-25 of title 42 of the United States Code is readily 
retrievable during the pharmacy or facility’s normal operating hours. A pharmacist shall provide 
the patient with a written document that reflects the clinical assessment and travel medication 
plan. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4052 
and 4052.8, Business and Professions Code.  
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