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COMMENTS RECEIVED ON DISCUSSION DRAFT ON CERTIFICATION, 
INFERENCE AND INSPECTION  July 2013 

Format: the discussion draft’s proposed text is provided below in large font with wide 
margins. Comments submitted for a particular item are provided in smaller font with 
narrow margins, and linked with the name of the commenter.  If specific language 
modifications were submitted, these are provided as mocked-up text.  If comments were 
provided in place of specific language modifications, a summarized description of the 
comment is provided. 

Certification                                                    

(a) For the purposes of Business and Professions Code section 4034, and the 
delivery and receipt of electronic pedigrees, “certification” shall refer to the 
process by which each participant in the supply chain confirms and attests to the 
accuracy of electronic pedigrees transmitted or received in conjunction with 
delivery, transfer, receipt, or acceptance of corresponding dangerous drugs. 

(b) Prior to or contemporaneous with any delivery or other transfer of a dangerous 
drug pursuant to a transaction requiring transmission and receipt of an electronic 
pedigree, the delivering or transferring party (hereinafter, the “source”) shall 
transmit to the buying, receiving, or accepting party (hereinafter, the “recipient”) via 
a secured electronic transmission, the electronic pedigree corresponding to the 
dangerous drug being delivered or transferred, including every change of ownership 
of the dangerous drug from its initial manufacture through to the transaction 
between source and recipient, tracked at the smallest package or immediate 
container as defined in section 4034, subdivision (d).  The electronic pedigree 
transmit ted by the source to the recipient shall include, as to each such individual 
unit, at least the following: 

HDMA: (b)  Prior  to  or  contemporaneous  with  any  delivery  or  other  transfer  of  a  dangerous  drug  
pursuant  to  a  transaction  requiring  transmission  and  receipt  of  an  electronic  pedigree,  the  delivering  or  
transferring  party  (hereinafter,  the  “source”)  shall  transmit  provide  to  the  buying,  receiving,  or  accepting  
party  (hereinafter,  the  “recipient”)  via  a  secured  electronic  transmission,  the  electronic  pedigree  data  
corresponding to the dangerous drug being delivered or transferred, including every change of 
ownership of the dangerous drug from its initial manufacture through to the transaction between 
source and recipient, tracked at the smallest package or immediate container as defined in section 4034, 
subdivision (d). The electronic pedigree transmitted by the source to the recipient shall include, as to 
each such individual unit, at least the following: 

Merck: Many of the data elements required for certification should be established in a periodic 
(monthly) certification, allowing the contemporaneous transfer of pedigree information to be limited to 
name and address of the source, data specific to the package itself (name, quantity, date of transaction, 
expiration date, lot number, serial number). 
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_____________________________________________________________________________________ 
__  

RECOMMENDATION: Add a new paragraph allowing periodic (monthly) ·Certification of data listed 
in (b)(l), (b)(3), and (b)(4). 
GPhA: The timing issue with respect to a pedigree containing transactional information being 
submitted to a tradingpartner before or concurrent with delivery of drug units is a problem 
for several generic manufacturers.There are two specific scenarios where this becomes an issue 
for our members: 
1.	 Same day delivery situations. Where a product is in short supply or whether an 

accommodation must be made for a customer involving same day delivery, the invoicing is 
typically not done on a same day basis. 

2.	 When a 3PL is used,coordination of delivery and transactional events on rush orders to meet these 
rules will be difficult to coordinate 

Recommended solution: Use another identifier, like sales order number. Long‐term: use EPCIS based 
tracking, with standard operating procedures (SOPs) filed with the board. Manufacturers could certify 
their SOPs on a "best efforts" basis, rather than a certification on specific units. Manufacturers can only 
certify according to the SOPs we file with the Board of Pharmacy and would not be able to certify 
product once it is not our property or no longer in our possession 

(1)  The name and principal address of the source, and the federal or state 
registration and/or license number held by the source that permits 
transfer from the source to the recipient.  If more than one registration  
or license held by the source would permit the transfer, then the 
source may elect to include one or more than one of the eligible 
numbers. 
 

(2)  The trade or generic name of the dangerous drug, the quantity of 
the dangerous drug, its dosage form and strength, the date of the 
transaction, the sales invoice number or, if the sales invoice 
number is not immediately available, a customer-specific shipping 
reference number linked to the sales invoice number, the container 
size, the number of containers, the expiration dates, and the lot 
numbers. 

MERCK: Clarify that the term "quantity" can be interpreted by the manufacturer to mean number of 
tablets, weight of product, volume of product, etc., depending on the form of the drug., "... the 
quantity of the dangerous drug (e.g., number of tablets, or volume, or weight, etc. as ∙ determined by 
the manufacturer) ... " 
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__________________________________________________________________________________ 
__ 

(3)	 For each owner of the dangerous drug prior to and including the 
source and the recipient, the business name, address, and federal or 
state registration and/or license number(s) permitting sale or 
transfer, and the dangerous drug shipping information, including 
the name and address of each person certifying delivery or receipt 
of the dangerous drug. 

(4)  A certification under penalty of perjury from a responsible party of 
the source that the information contained in the pedigree is true 
and accurate. 

____________________________________________________________ 
_ 

PhRMA:   Provide  a  definition   of  "responsible  party"  as  us e d  here  and  elsewhere  in  this  
section.  
 

GPhA:  requests that the language describing the certification requirement in (b)(4)  be made 
consistent with the certification description provided in the paragraph below (b)(5).  
_____________________________________________________________________ 

 
(5)  The unique identification number affixed to the smallest package 

or immediate container. 
____________________________________________________________ 

_ 

GPhA:   define  in  regulation  specifically  how  a  unit   is  defined.  Fo r  example:   an  injectable  product  

is  not  sold  as  individual  vials, but  rather  as  cartons  of  10  or  15  vials. The  cartons  containing  

multiple  vials  are  the  "smallest  saleable  unit",  not  the  vials  themselves.  Add  this  distinction   to  

the  regulation.   

______________________________________________________________________________  

Note: In the draft regulation, the following paragraph continues following (b)(5) without a number: 

The electronic pedigree provided by the source to the recipient shall include a 
digital signature by a responsible party for the source that prevents any alteration, 
tampering, or other change to the pedigree, and that guarantees that the data is 
immutable and non-repudiable by the source. 
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HDMA: The electronic pedigree provided by the source to the recipient shall include a digital signature 
by a responsible party for the source that prevents be transmitted via a secure data exchange method in 
order to help prevent any alteration, tampering, or other change to the pedigree and that guarantees 
that the data is immutable and non‐repudiable by the source. 

MERCK: The terms in the paragraph following (b)(5) introduce onerous and unachievable standards for 
digital signature: "... prevents alteration. .."and,"... guarantees that data is immutable 
... " Change sentence to: “ The electronic pedigree provided by the source to the recipient shall 
include a digital signature by a responsible party for the source." 

Corresponding changes would be required for paragraph (c). 
_____________________________________________________________________________________ 
_ 

The certification under penalty of perjury by a responsible party for the source 
shall attest that, to the best of the ability of the responsible party to know or 
determine, the information contained in the  pedigree is true and accurate.  By so 
attesting, the responsible party confirms that the source has verified the prior 
transaction history and corresponding certifications for the dangerous drug to 
the best of its ability, that there is nothing in the prior transaction history that 
raises suspicion, and that the information in the pedigree corresponds to the 
dangerous drug being transferred. 

HDMA:   The  certification  under  penalty  of  perjury  by  a  responsible  party  for  the  source  shall  attest  that,  
to  the  best  of  the  ability  of  the  responsible  party  to  know  or  determine,  the  information  contained  in  
the  pedigree  is  true  and  accurate  By  so  attesting,  the  responsible  party  confirms  that  the  source  has  
verified  the  prior  transaction  history  and  corresponding  certifications  for  the  dangerous  drug  to  the  best  
of  its  ability    And  that  there  is  nothing  in  the  prior  transaction  history  that  raises  suspicion,  and  that  the  
information  in  the  pedigree  corresponds  to  the  dangerous  drug  being  transferred.  

MERCK:   The  terms  in  the  paragraph  following  (b)(5)  introduce  onerous  and  unachievable  standards  for  
digital  signature:  "...   prevents  alteration.  .. "and,"... guarantees  that  data  is  immutable  
..."    ERCK:   Change  sentence  to:      The  electronic  pedigree  provided  by  the  source  to  the  recipient  
shall  include  a  digital  signature  by  a  responsible  party  for  the  source."     Corresponding  changes  would  
be  required  for  paragraph  (c).  

_______________________________________________________________ 

MERCK: The certification by the source, in the second paragraph following (b)(5), should only be to 
attest to the accuracy of the pedigree data regarding the transactions for which it is involved; that is, 
the party upstream and the party downstream. Itis unreasonable to expect a pharmacy, for example, 
to certify that the pedigree information provided two or three parties upstream is true and accurate. 
Of course these certifications would be unnecessary if each party transferred its pedigree data to a 
central repository. Change language to: "The certification under penalty of perjury by a responsible 
party for the source shall attest that, to the best of the ability of the responsible party to know or 
determine, the information contained in the pedigree for the transactions for which they are a party, is 
true and accurate." Corresponding changes would be required for paragraph (c). 
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PhRMA: Section (b) of the "Certification"provisions states that the electronic pedigree provided by 
a source to a recipient must include a "digital signature"that "prevents any alteration, tampering, or 
other change to the pedigree, and that guarantees that the data is immutable and non‐ reputable 
by the source." Again, these draft provisions exceed the scope of the Board's authority, in our view. 
Nothing inthe Code requires a digital signature; rather,only a certification that the information is 
true and accurate is required. If the Board proceeds with the notion of requiring a digital signature, 
PhRMA requests that the Board clarify what will be required for such a digital signature. PhRMA 
also requests clarification as to whether the digital signature will need to comply with the provisions 
of the Food and Drug Administration's regulations for electronic records and electronic signatures 
(21 C.F.R. Part 11). 

HDMA: (c) Prior to or contemporaneous with receiving a delivery or other transfer of a dangerous drug 

GPhA:  Does  this  certification  statement  indicate  that  manufacturers  will  receive  verification  requests  
for  each  subsequent  sale  of  a  given  unit,  or  does  the  certified  pedigree  itself  accomplish  this?  If  
manufacturers  are  expected  to  have  a  verification   capability,  does  the  Board  of  Pharmacy  plan  to  issue  
rules  on  what  would  be  required?   GPhA  believes  that  the  pedigree  certification  accomplishes  this  
goal, and  assuming  no  other  requirements  are  issued, believes  that  this  certification  should  satisfy  this  
requirement  for  all  downstream  transactions  

(c) Prior to or contemporaneous with receiving a delivery or other transfer of a 
dangerous drug pursuant to a transaction requiring the transmission and receipt of 
an electronic pedigree, the recipient shall receive an electronic pedigree from the 
source that corresponds to  the dangerous drug being delivered or transferred.  The 
recipient shall certify receipt of the dangerous drug by verifying the prior  
transaction history and corresponding certifications for the dangerous drug to the 
best of its ability, confirming there is nothing in the transaction history that raises 
suspicion, verifying correspondence between the pedigree data and the dangerous 
drug received, and by including in the pedigree a digital signature by a responsible 
party for the recipient that prevents any alteration, tampering, or other change to 
the pedigree and that guarantees that the data is immutable and non-repudiable by 
the recipient.  

__________________________________________________________________ 

pursuant to a transaction requiring the transmission and receipt of an electronic pedigree, the recipient 
shall receive an electronic pedigree from the source that corresponds to the dangerous drug being 
delivered or transferred. The entity selling the dangerous drug shall include in its data transmission a 
certification that, to the best of its knowledge, there is nothing in the transaction history that raises 
suspicion, and shall transmit the information in a secure method that helps to prevent any alteration, 
tampering or other change to the pedigree . The recipient shall certify receipt of the dangerous drug by 
verifying the prior transaction history and corresponding certifications for the dangerous drug to the 
best of its ability, confirming there is nothing in the transaction history that raises suspicion, verifying 
correspondence between the pedigree data and the dangerous drug received, and by including in the 
pedigree a digital signature by a responsible party for the recipient that prevents any alteration, 
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tampering, or other change to the pedigree and that guarantees that the data is immutable and non‐
repudiable by the recipient. 

PhRMA: Section (c) would require a responsible party to include a digital signature in the pedigree 
for dangerous drugs that "guarantees that the data is immutable and non‐reputable []." PhRMA 
also requests that the Board clarify the meaning of "guarantees"as used in this section. In addition, 
this concept, and the tens "immutable"and "non‐reputable"in particular, do not appear in the 
applicable provisions of the Code, and thus, we believe these regulatory provisions in the draft 
regulations exceed the Board's statutory authority. 
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regulation defines circumstances under which participants in the 
distribution chain may infer the contents of a case, pallet, or other 
aggregate of individual units, packages, or containers of dangerous drugs, 
from a unique identifier associated with the case, pallet, or other aggregate, 
without opening each case, pallet, or other aggregate or otherwise 
individually validating each unit. This regulation defines the limited 
circumstances under which such an inference will be acceptable. 

CRA/NACDS/CPhA:   (a)  Pursuant  to  Business  and  Professions  Code  sections  4034  and  4163.3,  
participants  in  the  distribution  chain  for  dangerous  drugs,  including  manufacturers,  wholesalers,  
or  pharmacies  furnishing,  administering,  or  dispensing  dangerous  drugs,  shall  distribute  and  
receive  electronic  pedigrees,  and  verify  and  validate  the  deliver y  and  receipt  of  dangerous  drugs  
against  those  pedigrees  at  the  unit  level,  except  where  the  board  by  regulation  defines  
circumstances  under  which  participants  in  the  distribution  chain  may  infer  the  contents  of  a  case,  
pallet,  tote,  or  other  aggregate  container  of  individual  units,  packages,  or  containers  of  dangerous  
drugs   (herein  after   a   “container”   or   “aggregate  container”)  ,  from  a  unique  identifier  
associated  with  the  container  case,  pallet,  or  other  aggregate,  without  opening  each  container  
case,  pallet,  or  other  aggregate  or  otherwise  individually  validating  each  unit.  This  regulation  
defines  the  limited  circumstances  under  which  such  an  inference  will  be  acceptable.  
 
PhRMA:  section  (a)  of  the  draft  "Inference" language   includes  a  description   of  the  statutory  
background  giving   rise  to  the  inference  regulations.   The  draft   language  states   that  the  Code  
would  require  participants  in  the  drug  supply   chain  to  "verify  and  validate  the  delivery  and  
receipt  of  dangerous  drugs  against  []  pedigrees   at  the  unit   level,  except  where  the  board  by  

Inference 

(a)	 Pursuant to Business and Professions Code sections 4034 and 4163.3, 
participants in the distribution chain for dangerous drugs, including 
manufacturers, wholesalers, or pharmacies furnishing, administering, or 
dispensing dangerous drugs, shall distribute and receive electronic 
pedigrees, and verify and validate the delivery and receipt of dangerous 
drugs against those pedigrees at the unit level, except where the board by 

regulation defines circumstances under which" inference may be used (emphasis added). PhRMA 
believes that this mischaracterizes the relevant provisions of the Code and understates the 
emphasis that the Legislature placed on the role of inference. Sections 4163.3(a) of the Code 
states that the Legislature's intent is that participants "verify and validate the delivery and 
receipt of dangerous drugs against [] pedigrees at the unit level []." Section 4163.3(b) then 
explains that the criteria for inference will serve "[t]o meet this goal". In other words, inference 
serves the goal of ensuring that drug shipments are verified and validated at the unit level; the 
Legislature did not intend it as only a narrow exception to a general rule. PhRMA requests that 
the Board clarify that, consistent with the Code, the phrase "verify and validate...at the unit 

_________________________________________________________________ 
_ 
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hierarchical relationships between those unique identifiers affixed to the  
smallest packages or immediate containers and those unique identifiers affixed 
to the aggregate container (a case or pallet) into which the smallest packages 
or immediate containers are placed for purposes of distribution, substitutes 
scan or review of the unique identifier affixed to the aggregate container for a 
scan or review of the unique identifiers affixed to the smallest packages or 
immediate containers contained therein, for purposes of certifying delivery or 
receipt. The supply chain participant then “infers” that the smallest packages 
or immediate containers within the aggregate container are what they are 
expected to be, based on the hierarchical pedigree information, and pairs 
expected shipments and receipts with the actual physical individual units 
without opening the sealed aggregate container and scanning or reviewing its 
contents. 

HDMA:   (b)  For  the  purposes  of  this  section,  to  “infer”  or  to  rely  on  an  “inference”  means  that  a  supply  
chain  participant ‐‐ ,  in  reliance  on  electronic  pedigree  information  (received  from  a  trusted  trading  
partner)  which  provides  hierarchical  relationships  between  those  unique  identifiers  affixed  to  the  
smallest  packages  or  immediate  containers  and  those  unique  identifiers  affixed  to  the  aggregate  
container  (a  case  or  pallet  or  other  aggregate  of  individual  units)  into  which  the  smallest  packages  or  
immediate  containers  are  placed  for  purposes  of  distribution ‐‐ ,  substitutes  the  scanning  or  review  of  
the  unique  identifier  affixed  to  the  aggregate  container  for  a  scan  the  scanning  or  review  of  the  unique  
identifiers  affixed  to  the  smallest  packages  or  immediate  containers  contained  therein,  for  purposes  of   

______________________________________________________________ 

level" is consistent with inference and does not mean that physical inspection at the unit level is 
required. 

(b) For the purposes of this section, to “infer” or to rely on an “inference” 
means that a supply chain participant, in reliance on electronic pedigree 
information received from a trusted trading partner which provides 

certiying confirming delivery or receipt. The supply chain participant may then “infer” that the 
smallest packages or immediate containers within the aggregate container are what they are expected 
to be, based on the hierarchical pedigree information, and pairs expected shipments and receipts with 
the actual physical individual units without opening the sealed aggregate container and scanning or 
reviewing its contents. 

CRA/NACDS/CPhA: (b) For the purposes of this section, to “infer” or to rely on an “inference” 
means that a supply chain participant, in reliance on electronic pedigree information received from 
a trusted trading partner which provides hierarchical relationships between those unique 
identifiers affixed to the smallest packages or immediate containers and those unique identifiers 
affixed to the aggregate container (a case, or pallet) into which the smallest packages or 
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________________________________________________________________ 

immediate package sizes containers are placed for purposes of distribution, substitutes scan or 
review of the unique identifier affixed to the aggregate container for a scan or review of the 
unique identifiers affixed to the smallest packages or immediate package sizes containers 
contained therein, for purposes of certif ying delivery or receipt. The supply chain participant then 
“infers” that the smallest packages or immediate package sizes containers within the aggregate 
container are what they are expected to be, based on the hierarchical pedigree information, and 
pairs expected shipments and receipts with the actual physical individual units without opening 
the sealed aggregate container and scanning or reviewing its contents. 

PhRMA: requests that the Board explain what is meant by the phrase "hierarchical 
relationships"  u s e d   thr  o  ughout   this   section.   
__________________________________________________________________________ 

(c) Recipients in the supply chain may infer the smallest package or immediate 
container contents of a sealed case bearing the original, unbroken, seal or tape 
affixed by the manufacturer, without breaking the seal, thereby relying on the 
unique identifier affixed to the sealed case and the inference that hierarchical data 
relationships between the case identifier and the individual unit identifiers as stated 
in the electronic pedigree have been correctly stated and remain true, and 
accurately describe the case contents, only under the following circumstances:  

____________________________________________________________________________________ 
_ 

HDMA:   (c)  Recipients  in  the  supply  chain  may  infer  the  smallest  package  or  immediate  container  
contents  of  a  sealed  homogenous  case,  pallet  or  aggregated  container  bearing  the  original,  
unbroken,  seal  or  tape  affixed  by  the  manufacturer  or  aggregator,  without  breaking  the  seal,  thereby  
relying  on  the  unique  identifier  affixed  to  the  sealed  case,  pallet,  or  aggregated  container  and  the  
inference  that  hierarchical  data  relationships  between  the  case,  pallet  or  aggregated  container  
identifier  and  the  individual  unit  identifiers  as  stated  in  the  electronic  pedigree  have  been  correctly  
stated  and  remain  true,  and  accurately  describe  the  case,  pallet  or  aggregated  container  contents,  
only  under  the  following  circumstances:   

CRA/NACDS/CPhA:   (c)  Recipients  in  the  suppl y  chain  may  infer  the  smallest  package  or  immediate  
package  size  container  contents  of  a  sealed  container  case  bearing  the  original,  unbroken,  seal  or  
tape  affixed  by  the  manufacturer  or  wholesaler,  without  breaking  the  seal,  thereb y  relying  on  the  
unique  identifier  affixed  to  the  sealed  case  and  the  inference  that  hierarchical  data  relationships  
between  the  case  identifier  and  the  individual  unit  identifiers  as  stated  in  the  electronic  pedigree  
have been correctl y stated and remain true, and accurately describe the case contents, only under 
the following circumstances: 

(1)	 Where the source has transmitted to the recipient prior to receipt of the 
sealed case a certified electronic pedigree record establishing a hierarchical 
data relationship between the unique identifier affixed to the sealed case 
and the individual unit identifiers; 
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 PhRMA:   for  inference  to  be  used,  the  source  of  a  drug  shipment  would  be  required  to  transmit  
an  electronic  pedigree  in  advance  of  the  shipment,  as  described   in  section  (c)(1).    This  would  be  
impractical  in  many   instances,  and  there  is  no  reason  that  providing  the  electronic  pedigree  
contemporaneously  (or  even  after)  the  shipment   is  delivered  could  not  serve  the  same  end.   
Moreover,  there  is  nothing  in  the  Code  requiring  that  a  pedigree  be  provided  in  advance   of  any  
drug  shipment   in  California.  

CRA/NACDS/CPhA: (1) Where the source has transmitted to the recipient prior to receipt of 
the sealed container case a certified electronic pedigree record establishing a hierarchical data 
relationship between the unique identifier affixed to the sealed container case and the 
individual unit identifiers; 

HDMA: (1) Where the source has transmitted to the recipient prior to receipt of the sealed case, 
pallet, or aggregated container an certified electronic pedigree record containing the case (or pallet 
or container) identifier and corresponding serial numbers of the case (or pallet or aggregated 
container) contents, and establishing a hierarchical data relationship between the unique identifier 
affixed to the sealed case and the individual unit identifiers; 

MEDLINE: Section (c)(1) requires that electronic pedigree record be transmitted to the recipient prior 
to the receipt of product. While we suspect that the vast majority of our transactions will transpire in 
this manner, we believe that it is important that the Board consider special circumstances, especially 
related to drop shipments, where this requirement could be waived. We understand the Board is 
working on this issue and look forward to providing additional comments in the future. Furthermore, 
the Board should clarify this subsection to clearly allow for a shipment and its corresponding 
ePedigree information to arrive simultaneously. 

 
 

__ 
 

                          
                           

                           
                    

 
                          

                               
   

                        
                           
           

 

____________________________________________________________________________ 

_________________________________________________________________________________ 
_________________________ 

(2)  Where the electronic pedigree data was received via a secured 
electronic transmission, and includes a digital signature by a 
responsible party for the source that prevents any alteration, tampering, 
or other change to the pedigree and that guarantees that the data is 
immutable and non-repudiable by the source; 

HDMA: (2) Where the electronic pedigree data was received via a secured electronic 
transmission, and includes a digital signature certification by a responsible party for the source 
that prevents any alteration, tampering, or other change to the pedigree and that guarantees 
that the data is immutable and non‐repudiable by the source; 

MERCK: The terms in the paragraph introduce onerous and unachievable standards for digital 

si.gnature: " . . . prevents any alteration, tampering “ and "... guarantees that data is 
immutable ... 
Recommendation: Change sentence to: "Where the electronic pedigree data was received via 
a secured electronic transmission, and includes a digital signature by a responsible party for 
the source." and eliminate the rest. 
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     ________________________________________________________________  
 

being opened;  

HDMA:   (3)  Where  the  case,  pallet,  or  aggregated  container   is  and   has  remained  sealed  with  
the  original,  unbroken,  seal  or  tape  affixed  by  the  manufacturer  or  aggregator,  and  shows  no  
signs  of  tampering  or  being  opened;  

CRA/NACDS/CPhA:   (3)  Where  the   container   case  is  and  has  remained  sealed  with  
the  original,  unbroken,  seal  or  tape  affixed  by  the  manufacturer   or  by  the  
wholesaler  and  shows  no  signsof  tampering  or  being  opened;  
 

MERCK:   This  paragraph  requires  the  use  of  tamper‐evident  seal  or  tape.   This  requirement  is  
unnecessary  ‐the  trust  between  the  supply  chain  partners  as  is  demonstrated  today  with  the  
use  of  inference  on  package  counts  ‐is  sufficient  to  assure  that  the  inference  is  correct.   This  
paragraph  is  unnecessary,  especially  in  light  of  Merck's  comments  [provided  in  their  general  
comments]   for   #  1  (inference  tolerance)  and  #4  (no  need  for  "trusted  trading  partner."  
Recommendation:   Delete  paragraph  (c)(3).  
 

PhRMA:   Section  (c)(3):   this   language   implies   that  manufacturers   are  expected  to  apply  
tamper  evident   (TE)  features   when  sealing  a  case  for   the  express  purpose  to  provide  
evidence  that  the  case  seal  has  not  been  tampered  with  or  opened  in  order  for  inference  
to  be  permissible.    Tamper  evident  tape  is,  however,   different  from  ordinary  packing  tape  
in  that  special   features  are  added  to  the  TE  tape  to  detect  physical  removal  for  corrugate,  
over  taping  or  cutting.    PhRMA  requests   clarification   from  the  Board  regarding  exactly  
what  is  meant.  Regular  packing   tape  that  seals  a  case  closed  and  clearly  has  not  been  
opened   should   be  sufficient.  

PhRMA: requests clarification o f what  is meant by a "secured electronic transmission." 
The Board needs to clarify what it means for a digital signature to "prevent any alteration, 
tampering, or other change to the pedigree" and to "guarantee[]" that the data is 
"immutable and non‐reputable,"and again notes that these terms are not included in the 
Code, and thus, exceed the Board's authority in our view. 
‐

(3) Where the case is and has remained sealed with the original, unbroken, seal 
or tape affixed by the manufacturer, and shows no signs of tampering or 

_______________________________________________________________ 

GPhA: Some cases have tape applied a bit off‐center, frequently requiring a second piece of 
tape to be additionally applied to seal securely. The concern is that this practice is fairly 
common on automated case packing lines and, while not indicative of any problem with a 
specific case,could serve to slow down customer processes by mistakenly suggesting that a 
case had been opened and resealed. 
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____________________________________________________________________________  

 

(4) Where the sealed case is homogenous, i.e., contains only one dangerous 
drug product, and contains no more than forty-eight (48) units of that 
dangerous drug product; 

HDMA: (4) Where the sealed case, pallet or aggregated container is homogenous, i.e., contains 
only one dangerous drug product, and contains no more than forty‐eight (48) units of that 
dangerous drug product; 

MEDLINE: Section (c)(4) attempts to define a case as a container with no more than forty‐eight 
(48) units. Cases come in a variety of shapes and sizes. There is no uniform case size – in terms of 
number of units, weight, or dimensions. We currently distribute cases that range in size from 
four (4) units to one‐hundred (100) units. The use of inference on a case that meets the other 
requirements of the regulation is no less safe if it contains fifty (50) or one‐hundred (100) units 

defined by the amount of units contained, the size,footprint or weight. D efining a case by 
the number of units could be insistence by customers that manufacturers change their 
packaging specifications to accommodate inference, which would further increase the cost 
and complexity of compliance to the California requirements. Additionally, members believe 
that producing more cases with fewer contained units, would ultimately create an increase 
in environmental waste. If it is necessary to define the term case in the rules, our members 
believe that a case ought to be homogenous regardless of size, weight or contents. 

than  if  it  contained  four  (4)  or  forty‐eight  (48)  units.  Attempting  to  define  a  case  by  its  size  is  
arbitrary  and  unnecessary.   
 
CRA/NACDS/CPhA:   (4)  Where  the  sealed  container  case  is  (a)  homogenous,  i.e.,  contains  only  
one  dangerous  drug  product,  and  contains  the  number  of  no  more  than  forty‐eight  (48)  units  of  
that  dangerous  drug  product  as  packaged  by  the  manufacturer  or  (b)  a  homogeneous  or  
nonhomogeneous  container  as  packaged  by  the  wholesale  drug  distributor  
 

MERCK:   The  requirement  that  the  case  be  homogenous  is  burdensome  and  unnecessary.  This  
implies  that  somehow  pedigree  information  is  more  accurate  for  a  homogenous  case  than  one  
that  contains  more  than  one  type  of  product.  Aggregation  systems  will  need  to  be  accurate  
(95%  accurate,  as  proposed  in  #1)  regardless  of  the  homogeneity  of  the  case.   This  requirement  
would  be  unduly  burdensome  for  Order  Fulfillment  Centers,  and  result  in  the  wasteful  use  of  
multiple  cases  for  each  type  of  product  when  a  single  case  would  suffice  ‐ an  unintended,  
environmentally  irresponsible  consequence  of  this  paragraph.   Also,  the  requirement  limiting  
the  case  count  to  no  more  than  48  is  arbitrary  and  unwarranted.  No  case  count  limit  would  be  
necessary  if  Merck's  comment  regarding  inference  tolerance  is  implemented.  Such  a  requirement  
fails  to  take  into  account  the  diversity  of  pack  sizes  and  economic  case  quantities  that  exists  in  the  
market  today.  It would  have  the  unintended  consequence  of  necessarily  increasing  supply  chain  
costs  by  forcing  manufacturers  to  use  non‐economically  driven  
RECOMMENDATION:   Delete  paragraph  (c)(4).  
 
GPhA:   a  case  is  a  longstanding  term  understood   in  common  industry  practice  and  need  not  be  
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(5) Where the sealed case and accompanying pedigree data were received 
from a trusted trading partner.  For the purposes of this section, a 
“trusted trading partner” is a source: 

_ 

HDMA: (5) Where the sealed case, pallet, or aggregated container, and accompanying pedigree 
data were received from a trusted trading partner. For the purposes of this section, a “trusted 
trading  partner”  is  a  source  

MEDLINE:   In  section  (c)(5),  it  is  not  entirely  clear  what  the  Board  means  by  the  word   “source.”  Is  
the  source  the  immediate  trading  partner  a  recipient  purchases  product  from  and/or  receives  
product  from  or  is  it  the  original  source  of  the  product  (i.e.  the  manufacturer).  We  assume  in  this  
context  source  means  the  trading  partner  a  recipient  purchases  product  from  and/or  receives  
product  from  but  it  is  not  entirely  clear.  
 
 
CRA/NACDS/CPhA:   (5)  Where  the  sealed  container  case  and  accompan ying  pedigree  data  were  
received  from  a  trusted  trading  partner.   For  the  purposes  of  this  section,  a  “trusted  trading  
partner”  is  a  source:  
 

PhRMA:   the  requirements   to  qualify   as  a  "trusted  trading  partner"  are  in  some  cases  
problematic.    In  particular,   it  is  unclear,  and  may  give  rise  to  confusion,   to  say  that  there  
must  be  an  "established  relationship" and  an  "existing  contract"  in  place,  and  these  
requirements   seem  redundant  with  other,  more  specific  limitations  described  in  the  
definition.   It  is  also   impractical  to  require  the  parties  to  enter   into  a  "mutually‐executed  
standard  operating  procedure"  (SOP)  meeting  the  criteria  described.   While  section  
4163.3(c)  and  (d)  of  the  Code  require  participants  in  the  drug  supply   chain   to  document  
their   inference  procedures   in  their  SOPs,  and  to  include  procedures   for  statistical   sampling,  
the  draft  language's  SOP  requirements   go  far  beyond  what  the  legislature  contemplated  in  
this  regard.  

a.  with which the recipient has an established relationship and existing 
contract;  

__________________________________________________________________________________ 

HDMA: a.: with which the recipient has an established business relationship and existing 
contract; 

MEDLINE: In section (c)(5)(a), what does contract mean? In this context, does a purchase order 
qualify? Trading partners do not always have formal contracts with one another. The absence of 
a formal contract does not prevent trading partners from establishing a trusted trading partner 
relationship. 
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__________________________________________________________ 

HDMA:   c.  with  which  the  recipient   has  established  agreed  and  mutally‐executed  standard  
operating  procedures  (SOPs)   that  define,  at  minimum,  the  entity’s  requirements  to  gain  and  
maintain  “trusted  trading  partner”  status,  the  circumstances  under  which  an  inference  will  
be  deployed,  the  limitations  on  that  deployment,  the  sampling  plan  for  sampling  sealed,  
homogenous  cases,   pallets  or  aggregated  containers  for  continued  compliance,  and  the  
means  and  time  limits  for  remediation  of  any  data  or  product  discrepancies  discovered;  
 

MEDLINE:   Section  (c)(5)(c)  introduces  the  concept  of  mutually‐executed  standard  operating  
procedures  (SOPs).  We  are  concerned  with  this  concept.  As  the  supply  chain  is  
interconnected,  this  seems  to  require  either  that  the  entire  supply  chain  operate  under  one  
set  of  SOPs  or  that  each  trading  partner  would  have  a  different  set  of  SOPs  for  each  
source/recipient.  Additionally,  within  this  section  we  are  particularly  concerned  with  the  
concept  that  the  source  seemingly  has  the  ability  to  set  requirements  for  gaining  and  
maintaining  “trusted  trading  partner”  status  above  and  beyond  the  requirements  set  forth  in  
this  regulation.  This  could  unintentionally  allow  for  a  situation  where  a  source  prohibits  a  
recipient  from  using  inference  for  anticompetitive  reasons.  We  recognize  that  each  set  of  
trading  partners  will  need  to  agree  on  how  discrepancies  will  be  remediated  but  the  rest  of  
the  subsection  seems  impractical  and  unnecessary. 

b.	 for which the recipient has verified the federal or state registration 
and/or license number held by the source that permits transfer from the 
source to the recipient; 

c.	 with which the recipient has established agreed and mutually-executed 
standard operating procedures (SOPs) that define, at minimum, the 
requirements to gain and maintain “trusted trading partner” status, the 
circumstances under which an inference will be deployed, the 
limitations on that deployment, the sampling plan for sampling sealed, 
homogenous cases for continued compliance, and the means and time 
limits for remediation of any data or product discrepancies discovered; 

d.	 from which the recipient has received at least five (5) shipments of 
sealed cases containing homogenous products, has physically 
verified the individual unit contents, and certified 100% accuracy of 
the electronic pedigree data received – detailed records of this 
verification process and the results of the inspections shall be kept 
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and made available for inspection upon request by an authorized 
officer of the law or by an authorized representative of the board; 

e.  for which there has been no prior need for manual intervention with 
regard to any sealed cases previously received, other than individual 
unit identifier scans; 

HDMA:   e.   for  which  there  has  been  no  prior  need  for  manual  intervention  with  regard  to  
any  sealed  cases  previously  received,  other  than  individual  unit  identifier  scans;  
 
MEDLINE:   Section  (c)(5)(e)  seems  to  indicate  that  a  single  inference  error  by  a  source  will  

HDMA: d. from which the recipient has received at least five (5) shipments of sealed cases, 
pallets or aggregated containers containing homogenous products, has physically verified 
the individual unit contents, and certified 100% accuracy of the electronic pedigree data 
received – detailed records of this verification process and the results of the inspections 
shall be kept and made available for inspection upon request by an authorized officer of the 
law or by an authorized representative of the board; 

CRA/NACDS/CPhA: d. from which the recipient pharmacy company or independent 
pharmacy has received at least five (5) shipments of sealed containers cases containing 
homogenous products, has physicall y verified the individual unit contents, and certified 
100% accuracy of the electronic pedigree data received – detailed records of this 
verification process and the results of the inspections shall be kept and made available for 

representative of the board; 

_ 

inspection upon request by an an authorized officer of the law or by an authorized 

___________________________________________________________________________ 
_ 

___________________________________________________________ 

prevent the use of inference on all products from that source. Were this provision to be 
maintained, it would in effect prohibit the use of inference. Inference errors, though rare, are 
unavoidable. Every trading partner is likely to experience inference errors from time to time. 
A single inference error should not negate trusted trading partner status. We recommend 
the deletion of this subsection. 

CRA/NACDS/CPhA: e. for which there has been no prior need for manual intervention with 
regard to any sealed cases previously received, other than individual unit identifier scans; 

f.	 for which there is written approval by the recipient’s compliance 
manager, signed under penalty of perjury and maintained for review 
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in either the electronic pedigree data or the drug products received; 

CRA/NACDS/CPhA:      f.      for  which  there   is   written  approval  by  the   recipient’s  
compliance  manager,  signed  under  penalty  of  perjury  and  maintained   for  review  by  the  
board  for  as    long   as    the    status   persists,   of    “   trusted    trading   partner”     status   for  
the  source;  and  

by the board for as long as the status persists, of “trusted trading 
partner” status for the source; and 

_ 
HDMA: f. for which there is written approval by the recipient’s compliance manager, 
responsible party or designated representative signed under penalty of perjury and 
maintained for review by the board for as long as the status persists, of “trusted trading 
partner” status for the source; and 

_______________________________________________________________________ 

with which there is a written agreement in place specifying the 
means and time limits of remediation of, and the apportionment of 
liability for, any discrepancies discovered in either the electronic 
pedigree data or the drug products received;  

g. 

_______________________________________________________ 

HDMA: g. with which there is a written agreement in place specifying the means and time 
limits of remediation of, and the apportionment of liability for, any discrepancies discovered 

CRA/NACDS/CPhA: : g. with which there is a written agreement in place specifying the 
means and time limits of remediation of, and the apportionment of liability for, any 
discrepancies discovered in either the electronic pedigree data or the drug products 
received; 

ADDITION TO PROPOSED REGULATION: 

HDMA: (NEW) 6. In the event manual intervention is necessary with regard to a specific sealed 
case or pallet or container (e.g., broken seal or damaged outer container), inference may not be 
used for receipt of the contents of that container. 
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_ 

(6) Where the source and recipient have agreed and mutually-
executed standard operating procedures (SOPs) that define, at 
minimum, the requirements to gain and maintain “trusted 
trading partner” status, the circumstances under which an 
inference will be deployed, the limitations on that deployment, 

discovered in either the electronic pedigree data or the drug 
products received, either or both of which shall be made 
immediately available for inspection by an authorized officer of 
the law or by an authorized representative of the board, upon 
request; 

the sampling plan for sampling sealed, homogenous cases for 
continued compliance, and the means and time limits for 
remediation of any data or product discrepancies discovered, 
and where the source and recipient have a written agreement in 
place specifying the means and time limits of remediation of, 
and the apportionment of liability for, any discrepancies 

___________________________________________________ 
_ 

HDMA:   Where  the  source  and  recipient  have  agreed  and  mutually‐executed  standard  operating  
procedures  (SOPs)  that  define,  at  minimum  Entities  using  inference  should  address  the  following  
topics  in  their  Standard  Operating  Procedures  (SOPs):   the  requirements  to  gain  and  maintain  
“trusted trading partner” status, the circumstances under which an inference will be deployed, 
any expected the limitations on that deployment, the sampling plan for sampling sealed, 
homogenous cases, pallets or aggregated containers for continued compliance, and the means 
and time limits of r methods for remediation of any data or product discrepancies discovered 
and exceptions handling. and where the source and recipient have a written agreement in place 
specifying the means and time limits of remediation of, and the apportionment of liability for, 
any discrepancies discovered in either the electronic pedigree data or the drug products 
received, either or both of which shall be made immediately available for inspection by an 
authorized officer of the law or by an authorized representative of the board, upon request 

CRA/NACDS/CPhA: 6) Where the source and recipient have agreed and mutually‐executed 
standard operating procedures (SOPs) that define, at minimum, the requirements to gain and 
maintain “trusted trading partner” status, the circumstances under which an inference will be 
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______________________________________________________ 

 

 

 

 

 

 

 

__________________________________________________________ 

deployed, the limitations on that deployment, the sampling plan for sampling sealed, 
containers homogenous cases for continued compliance, and the means and time limits for 
remediation of any data or product discrepancies discovered, and where the source and 
recipient have a written agreement in place specifying the means and time limits of 
remediation of, and the standard operating procedures (SOPs) for handling apportionment of 
liability for, any discrepancies discovered in either the electronic pedigree data or the drug 
products received, either or both of which shall be documented and the records maintained 
made immediately available for inspection by an authorized officer of the law or by an 
authorized representative of the board, upon request; 

ADDITIONAL CONCEPTS:  

(A) Sampling/audits must be at least at the level of ANSI/ASQZI.4
2008, Special Level S-1 and the single sampling plan for normal 
inspections; 
(B) When sealed case is opened, its entire contents must be immediately 
scanned; 
(C) Any discrepancies discovered in data or products must be remedied 
within 48 hours; 
(D) The pedigree data must indicate that an inference was deployed for 
the certifications; 
(E) Liability must be shared by all parties propagating or relying on the 
inference. 

_ 
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HDMA:   (A)  Sampling/audits  must  be  at  least  at  the  level  of  ANSI/ASQZI.4‐2008,  Special  Level  S‐1  
and  the  single  sampling  plan  for  normal  inspections  
 (B)  When  sealed  case  is  opened,  its  entire  contents  must  be  individually  scanned;  
(C)  Any  discrepancies  discovered  in  data  or  products  must  be  remediated   addressed  within  48  
business  hours;  

(D)  The  pedigree  data  must  indicate  that  an  inference  was  deployed  for  the  certifications  

(E)  Liability  must  be  shared  by  all  parties  propagating  or  relying  on  the  inference  for  errors  should  
be  borne  by  the  entity  supplying  the  aggregated  product  and  information.  

 
MEDLINE:   Additional  Concepts:   (C)  
 In  the  additional  concepts  section,  the  Board  suggests  that  all  discrepancies  should  be  remedied  
within  forty‐eight  (48)  hours.  While  typically  forty‐eight  (48)  hours  is  sufficient  to  address  a  
discrepancy,  we  urge  the  Board  to  change  this  to  three  (3)  business  days.  Addressing  a  
discrepancy  may  require  engaging  several  supply  chain  partners  and/or  regulatory  bodies.  
Resolving  and  reporting  discrepancies  within  forty‐eight  (48)  over  a  holiday  or  weekend  will  be  
extremely  challenging. 

 

 
CRA/NACDS/CPHA:  

(A)  Sampling/audits  must  be  at  least  at  the  level  of  ANS I/ASQZI.4‐2008,  Special  Level  S‐1  and  the  
single  sampling  plan  for  normal  inspections;  
(B)  When  sealed  case  is  opened,  its  entire  contents  must  be  immediately  scanned  if  the  recipient  
of  the  sealed  case  has  reason  to  believe  that  a  problem  exists;  
(C)  An y  discrepancies  discovered  in  data  or  products  must  be  remedied  within  a  
reasonable  period  of  time   48  hours;  
(D)  The  pedigree  data  must  indicate  that  an  inference  was  deployed  for  the  
certifications;   
(E)  Liability  must  be  shared  by  all  parties  propagating  or  relying  on  the  inference.  

MERCK:  Paragraph  A:   The  sampling  specification  is  unnecessarily  specified  and  burdensome,  
and  is  not  being  applied  correctly.  The  ANSI  standard  referenced  is  based  on  manufacturing  
process  ‐ and  relies  on  specifying  lot  size.  What  would  the  lot  size  be  for  an  order?  To  use  this  
standard many other definitions would be required to transition standard from manufacturing 
context to a shipment. Instead, sampling should be allowed based on the risk that the 
manufacturer and distributor are willing to take; it also should reflect the 95% tolerance 
threshold discussed in Merck's comment #l. 
RECOMMENDATION: Delete paragraph A 

MERCK: Paragraph C: The draft language imposes an unnecessary time limit of 48 hours for 
resolving discrepancies. Because any inference discrepancy would result in the product being 
removed from commerce, the trading partner would be financially incented to resolve the issue in a 
timely manner. The time required should be determined on a case by case basis, considering the 
magnitude (financially and logistically) of the discrepancy and the difficulty in resolving and re‐
aggregating the questioned product. 
RECOMMENDATION: Delete paragraph C 
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MERCK: Paragraph E. The requirement to share liability by all parties relying on inference is 
unclear, unnecessary and capricious. Why would a supplier, for example, share liability if a 
downstream partner scrambles the pedigree data, making inference impossible? As discussed 
above, inference is based on the established financial trust between trading partners; these 
relationships already have established liability. It is duplicative for the Board to seek to 
modify these relationships. 
RECOMMENDATION: Delete paragraph E 

PhRMA: the legislature directed the Board to specify the liability associated with the use 
of inference. This section of the draft language includes a statement that "liability must be 
shared by all parties propagating or relying on the inference." PhRMA suggests that this be 
further clarified. Among other things, the Board should clarify whether a party that is the 
source of a drug shipment would have liability where the recipient failed to comply with the 
requirements of the inference regulations, without the source's knowledge. Regar  d  ing  
l i ab i l i ty  th  ere  i s  a statement that also seems inconsistent with section 5(g) of the 
"Inference" provisions, which would require the parties to have an agreement that would 
specify apportionment of liability for discrepancies discovered in electronic pedigree data. 
Section (c): PhRMA requests that the Board clarify (a) when the 48 hours would begin, and 
(b) in what way the discrepancy must be "remedied." 

Finally,   i t e  m   a states:   "Sampling/audits  must  be  at  least  at  the  level  of  ANSIIASQZI.4‐2008,  
Special   Level  S‐1   and  the  single  sampling   plan  for  normal  inspections."  The  accuracy  of  
statistical   sampling,  which  comes  back  to  the   level  of  acceptable  risk,  is  not  defined.   Key  
when  developing   a  sampling   plan  using  this  methodology   requires  understanding   confidence  
limits,  acceptable  quality   levels,  lot  size  and  sampling  locations.   From  a  manufacturers'  
perspective,   each  packaging  line  would  represent   a  different  process  having   its  own  unique  
operating  curves.   An  important  question  for  the  Board's  consideration   is  what  if  a  lot  fails  
statistical   evaluation?    Is  that  product  acceptable   for  sale?   How  will   that  be  managed?  
Would   it  put  into  question  other  packages  within   that  lot?   How  are  confidence   limits  and  
acceptable  quality   limits  held  consistent   between  the  different  supply   chain  partners  and  
manufacturers?  

GPhA:   (A)  An  "Acceptance  Quality   Limit"   (AQL)  is  needed   to  know   how  many   samples  to  
pull  and  how   to   judge  the   results.  On  a  10,000  unit   shipment, for  example,  the  sample  size  
could  be  anywhere  between  5  and  1,250  units.  A  member  suggested  that  a  recommended  
AQL  should   be  0.65, which  translates   to  0.65  defects   per  100.  GPhA  believes  that  the  
ultimate  sampling  method  should   be  left  to  the   individual trading  partner   who  would  
then  be   responsible   to  certify  when   they   sell  the  product.  

GPhA: (D) This is not part of the current version of the GS‐1 standards on DPMS or EPCIS,so 
we suggest that, if this requirement becomes part of finalized rules, that GS‐1be consulted 
to understand how long it might take to revise the specifications and then have system 
vendors build to the revised specification.With the compliance date for manufacturers less 
than two years away, members are concerned that additional specification requirements 
could slow efforts to comply. 
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retrievable form. 

Inspection 

(a) 	Pursuant to Business and Professions Code sections 4081 and 4105, 
electronic pedigree records are among the records of manufacture, sale, 
acquisition, or disposition of dangerous drugs that shall be at all times 
during business hours open to inspection by authorized officers of the law, 
that shall be preserved for at least three years from the date of making, and 
that shall be at all times retained on the licensed premises in a readily 

______________________________________________________________________________ 
_ 

HDMA:   (a)  Pursuant  to  Business  and  Professions  Code  sections  4081  and  4105,  electronic  
pedigree  records  are  among  the  records  of  manufacture,  sale,  acquisition,  or  disposition  of  
dangerous  drugs  that  shall  be  at  all  times  during  business  hours  open  to  inspection  by  
authorized  officers  of  the  law,  that  shall  be  preserved  for  at  least  three  years  from  the  date  of  
making,  and  that  shall  be  at  all  times  retained  on  the  licensed  premises  in  a  readily  retrievable  
form.  

PhRMA:   (a)   This  section  is  in  potential   inconsistency  with  the  Business  and  Professions  Code  
because  it  would   require  that  electronic  pedigree   files  be  maintained  on  the  licensed  
premises   (as  described  in  Code  section  4105(a)),   the  draft  language  omits   the  relevant  
exceptions   to  such  a  requirement  that  are  described   in  Code  sections  4105(b)   and  (e).  
_____________________________________________________________________________ 

(b) Electronic pedigree records shall be maintained so that the pharmacist
in-charge, the pharmacist on duty if the pharmacist-in-charge is not on 
duty, or, in the case of a veterinary food-animal drug retailer or  
wholesaler, the designated representative on duty, shall, at all times 
during which the licensed premises  are open for business, be able to  
produce a hard copy and electronic copy of the electronic pedigree 
records. 

(c) Upon request by an authorized officer of the law or by an authorized 
representative of the board, the electronic records shall be made 
immediately available in electronic format for duplication or download, 
duplicated or printed into a paper format, or both, as directed.   

       _________________________________________________________ 

HDMA: (c) Upon request by an authorized officer of the law or by an authorized representative 
of the board, the electronic records shall be made immediately available within 72 business 
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__________________________________________________________ 

(d) Each licensed premises shall have available a scanner and terminal that may 
be used by an authorized officer of the law or by an authorized representative 
of the board to access electronic pedigree record information regarding the 
smallest package or immediate container for any dangerous drug by, among 
other things, scanning the unique identification number affixed to the smallest 
package or immediate container and accessing the corresponding pedigree. 

HDMA:   (d)  Each  licensed  premises  shall  have  available  a  scanner  and  terminal  that  may  be  used  
by  an  authorized  officer  of  the  law  or  by  an  authorized  representative  of  the  board  to  access  
electronic  pedigree  record  information  regarding  the  smallest  package  or  immediate  container  
for  any  dangerous  drug  by,  among  other  things,  scanning  the  unique  identification  number  
affixed  to  the  smallest  package  or  immediate  container  and  accessing  the  corresponding  
pedigree.  

PhRMA:   Section  (d)  of  the  "Inspection" provisions   requires  that  each  premises  maintain  a  
"scanner  and  terminal"  to  be  used  by  authorized  officers   and  representatives  of  the  Board.   
PhRMA  believes   that  this  requirement   is  outside   the  scope  of  the  Board’s  authority.  

   _________________________________________________________ 

hours in electronic format for duplication or download, duplicated or printed into a paper 
format, or both, as directed. 

PhRMA: section (c) requires that electronic records be made "immediately available" 
upon request by an authorized officer or representative of the Board. This is inconsistent 
with B&P Code section 4015, which states that requested records must be provided 
"within three business days of the time the request was made." 
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Proposed Regulation Language for Drop Shipments (Option 1) 

For the purposes of Business and Professions Code section 4163.1, when a manufacturer 

utilizes the “drop shipment” method of sale as defined by that section, whereby the pharmacy or 

other person authorized by law to dispense or administer a dangerous drug receives delivery of 

the dangerous drug directly from the manufacturer, a wholesale distributor takes ownership but 

not physical possession of the dangerous drug in transit, and the wholesale distributor invoices 

the pharmacy or other person authorized by law to dispense or administer the drug in place of the 

manufacturer, the transfers of ownership to and from the wholesale distributor may be excluded 

from the pedigree data record, and the manufacturer may convey the pedigree data directly to the 

pharmacy or other person authorized by law to dispense or administer the dangerous drug prior 

to or contemporaneous with delivery of the corresponding dangerous drug.  This exclusion shall 

not affect the wholesale distributor’s existing obligation pursuant to Business and Professions 

Code sections 4081 and 4105 to maintain records of manufacture, sale, acquisition, or disposition 

of dangerous drugs that are at all times during business hours open to inspection by authorized 

officers of the law, that are preserved for at least three years from the date of making, and that 

are at all times retained on the licensed premises in a readily retrievable form. 

Proposed Regulation Language for Drop Shipments (Option 2) 

For the purposes of Business and Professions Code section 4163.1, when a manufacturer 

utilizes the “drop shipment” method of sale as defined by that section, whereby the pharmacy or 

other person authorized by law to dispense or administer a dangerous drug receives delivery of 

the dangerous drug directly from the manufacturer, a wholesale distributor takes ownership but 

not physical possession of the dangerous drug in transit, and the wholesale distributor invoices 

the pharmacy or other person authorized by law to dispense or administer the drug in place of the 

manufacturer, the data elements pertaining to transfers of ownership to and from the wholesale 

distributor, including any certifications of receipt and delivery thereby, may be omitted from the 

pedigree data record, in which case the manufacturer shall convey the pedigree data directly to 

the pharmacy or other person authorized by law to dispense or administer the dangerous drug 

prior to or contemporaneous with delivery of the corresponding dangerous drug. 



Proposed Regulation Language for Drop Shipments (Option 1) 

For the purposes of Business and Professions Code section 4163.1, when a manufacturer 
utilizes the "drop shipment" method of sale as defined by that section, 'tvhereby the pharmacy or 
other person authorized by law· to dispense or administer a dangerous drug receives delivery of 
the dangerous drug directly from the manufacturer, a wholesale distributor takes ownership but 
not physical possession of the dangerous drug in transit, and the vvholesale distributor invoices 
the pharmacy or other person authorized by law to dispense or administer the drug in place of the 
manllfacturer, the transfer~ of ownership to and from the wholesale distributor may be excluded 
from the pedigree data record, and the manufacturer may convey the pedigree €l-ata-directly to the 
pharmacy or other person authorized by law to dispense or administer the dangerous drug prior 
to or contemporaneous with delivery of the corresponding dangerous drug. This e>celusion 
altemative process shall not affect the wholesale distributor's existing obligation pursuant to 
Business and Professions Code sections 4081 and 4105 to maintain records of manufacture, sale, 
acquisition, or disposition of dangerous drugs that are at all times during business hours open to 
inspection by aathorized officers of the law, that are preserved for at least three years from the 
date of making, and that are at all times retained on the licensed premises in a readily retrievable 
fe:rm:. 

"Other persons authorized by law" includes persons authorized to dispense or administer 
under Sections 4180 and 4190 of the Business and Professions Code. 

Note: Authority cited: Sections 4005, 4034, and 4163.1, Business and Professions Code. Reference: 
Sections 4034,4037,4163,4163.1,4180,4190, Business and Professions Code. 



Proposed Regulation Language for Drop Shipments (Option 2) 

For the purposes of Business and Professions Code section 4163.1, when a manufacturer 
utilizes the "drop shipment" method of sale as defined by that section, '.vhereby the pharmacy or 
other person authorized by la•.v to dispense or administer a dangerous drug receives delivery of 
the dangerous drug directly from the manufacturer, a wholesale distributor takes O'imership but 
not physical possession of the dangerous drug in transit, and the ';vholesale distributor invoices 
the pharmacy or other person mrthorized by law to dispense or administer the drug in place of the 
manufactm·er, the data elements pertaining to transfers of ownership to and from the wholesale r 

distributor, including any certifications of receipt and delivery thereby, may be omitted from the 
pedigree data record, in which case the manufacturer shall convey the pedigree data-directly to 
the pharmacy or other person authorized by law to dispense or administer the dangerous drug 
prior to or contemporaneous with delivery of the corresponding dangerous drug. 

"Other persons authorized by law" includes persons authorized to dispense or administer 
under Sections 4180 and 4190 ofthe Business and Professions Code. 

Note: Authority cited: Sections 4005, 4034, and 4163.L Business and Professions Code. 
Reference: Sections 4034, 4037, 4163, 4163.1, 4180, 4190, Business and Professions Code. 



 
 

 
 

  
    

  
 

 
  

   
 

  

 

   

 

 

 

 

 

  

  

  

 

 

  

 

 

 

 
   

        

July 26, 2013 

The Honorable Richard Pan, MD 
Chair, Assembly Health Committee 
State Capitol, Room 6008 
Sacramento, CA 95814 

RE: SB 294 (Emmerson) 
CSHP Position: SUPPORT 

Dear Assemblymember Pan 

The California Society of Health-System Pharmacists (CSHP) has respectfully adopted a position of 

Support for Senate Bill 294 (Emmerson). 

Like many others, our members were shocked and saddened at the tragedy surrounding the New 

England Compounding Center (NECC) last year. CSHP represents many pharmacists who services in 

compounding needed medications for patients is integral for providing the right medications at the right 

time. The NECC tragedy is not reflective of the pharmacy profession, and CSHP supports efforts by 

regulators to ensure such a scenario is never repeated. 

For questions or to discuss further, please contact either Government Affairs & Special Projects Manager 

Jonathan Nelson at 916.447.1033 or jonathan@cshp.org. 

Founded in 1962, CSHP represents over 4,500 pharmacists, student pharmacists, pharmacy technicians 

and associates who serve patients and the public through the promotion of wellness, patient safety and 

optimal use of medications. CSHP members practice in a variety of organized healthcare settings – 
including, but not limited to, hospitals, integrated healthcare systems, medication therapy management 

clinics, home healthcare and ambulatory care settings. 

Sincerely, 

Dawn Benton, MBA 

Executive Vice President/CEO 

cc:	 Members of the Assembly Health Committee 

Rosielyn Pulmano, Consultant - Assembly Health Committee 

mailto:jonathan@cshp.org
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July 23, 2013 

Virginia Herold 

Executive Officer 

California State Board of Pharmacy 

1625 N. Market Blvd., Suite N219 

Sacramento, CA 95834 

Via Email: Virginia.Herold@dca.ca.gov 

RE: Support for Use of Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of the California Pan-Ethnic Health Network (CPEHN), I write in support 

of the use of translated prescription drug labels. CPEHN thanks the Board of 

Pharmacy and staff for your efforts to expand language assistance services to the 

estimated 6 to 7 million Limited English Proficient (LEP) individuals in California. 

However, LEP patients’ needs are not being met without the ability to have their 

prescription drug labels contain instructions for use in their native language. We 

urge the Board to require pharmacies to use the translated standard medication 

instructions available on the Board of Pharmacy’s website. 

CPEHN is a multicultural health advocacy organization dedicated to improving the 

health of communities of color in California. CPEHN’s mission is to eliminate 

health disparities by advocating for public policies and sufficient resources to 

address the health needs of our communities. 

Background 

In California, 40% of individuals speak a language other than English at home, and 

an estimated 6 to 7 million Californians are Limited English Proficient (LEP) – 

meaning they speak English less than “very well.” Research shows that there are 

serious health implications from medical errors associated with misuse of 

prescription drugs. The Institute of Medicine estimates that at least 1.5 million 

Americans are sickened, injured, or killed each year because of medication errors.  

For California this translates into a $17.7 billion dollar problem affecting over 

150,000 patients.
i 

Limited English Proficiency patients often have trouble understanding 

prescription instructions. 

Research shows that LEP patients have more difficulty understanding their 

prescription instructions than patients who read English. A survey of Californians 

conducted in 11 languages found that LEP respondents were more than twice as 

likely to have trouble understanding their prescription drug labels than their English-

mailto:Virginia.Herold@dca.ca.gov
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proficient counterparts.
ii 

While having access to an interpreter or bilingual pharmacist or physician 

helps LEP patients understand how to take their medication, 
iii 

patients still need to be able to 

understand written prescription instructions once they are at home. In addition, surveys have found 

that the majority of pharmacies have the capacity to provide multilingual prescription drug labels
iv 

and can print labels in Spanish as well as several other languages including Chinese, Vietnamese, 

Korean, Tagalog, Hindi, and Russian.
v 

While many pharmacies understand the benefit of providing access to critical information to LEP 

patients in their native language discrimination still persists. For example, among the reasons 

provided by pharmacies surveyed that did not provide multilingual labels was “immigrants should 

learn the primary language of the country they live in.”
vi 

Quality multilingual prescription drug instructions are available 

During the regulatory process of implementing the patient-centered prescription drug labels, 

established by Senate Bill 472 (Corbett), researchers developed standardized directions for 

common instructions on how to take medications. The project, called ConcordantRx, was funded 

by The California Endowment to provide a set of patient-centered prescription drug instructions 

designed to meet the needs of patients with low literacy, different languages, and various cultures.
vii 

To address issues of patients’ low literacy levels, the project used best practices to make the 

instructions easy to understand. For example, labels used numbers (2 or 3) in the instructions 

instead of spelling them out and included times of the day, such as morning or evening, instead of 

“take two pills twice daily.” 

These standard directions were then translated into five languages – Spanish, Chinese, Korean, 

Russian, and Vietnamese – using a committee approach. This approach included using three 

bilingual, bicultural translators who each translated the instructions and then came together to 

discuss the translations and achieve consensus.
viii 

The involvement of a team of translators helped 

to raise multiple viewpoints and address discrepancies together. 

In the final stage of the project, the translators raised issues related to cultural distinctions to adapt 

the instructions in a way that would be understandable to multiple cultures or ethnicities that speak 

the same language. For example, the translators noted that using the term “breakfast” in the 

instructions could be problematic due to communities that are more accustomed to eating meals at 

different times in their country of origin.
ix 

A recent evaluation of ConcordantRx drug labels found that LEP adults who received the 

ConcordantRx instructions were significantly more likely to understand how to take a single 

medication appropriately.
x 

Further, LEP adults were also significantly more likely to understand a 

multi-dose regimen and simplify medications based upon when they should be taken.
xi 

The high quality work has already been conducted to develop the translated instructions and using 

them will give LEP patients vital information about their medications that they can understand. 

http:taken.xi
http:origin.ix
http:counterparts.ii
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Many newly eligible patients will be LEP 

As California moves forward with the implementation of the Affordable Care Act (ACA), more 

LEP individuals will have access to health care coverage and prescription medications. For 

example, over 1.5 million individuals who speak English less than very well will be eligible for 

coverage through Covered California and the expansion of Medi-Cal.  

For prescription drug labels to meet the needs of California’s current and future LEP patients, 

pharmacies should utilize the translated instructions provided by the Board of Pharmacy. This will 

provide LEP patients with prescription instructions that they will understand which will help to 

increase patient compliance and reduce medical errors. 

CPEHN strongly urges the Board of Pharmacy to require the use of the translated prescription drug 

labels. 

Sincerely, 

Sarah de Guia, JD 

Director of Government Affairs 

California Pan-Ethnic Health Network 

i 
The Medication Errors Panel, Pursuant to California Senate Concurrent Resolution 49 (2005). Prescription for 

Improving Patient Safety: Addressing Medication Errors. March 2007. Accessed at 

www.pharmacyfoundation.org/SCR%2049%20Medication%20Errors%20Panel%20Report/MedicationErrorsPanelFull 

Report.pdf. 
ii 
Mary C. Masland; Soo H. Kang; and Yifei Ma. “Association between limited English proficiency and understanding 

prescription labels among five ethnic groups in California.” Ethnicity & Health, Vol. 16, No. 2, April 2011, 125-144. 

See also:  Amir H. Zargarzadeh, Pharm. D.; Anandi V. Law, B.Pharm., PhD., “Access to multilingual prescription 

labels and verbal translation services in California. ScienceDirect. 2010. Available at: www.sciencedirect.com.
 
iii 

Masland, Kang, and Ma. Ethnicity & Health. 2011.
 
iv 

Zargarzadeh and Law. ScienceDirect. 2010.
 
v 

Id.
 
vi 

Id.
 
vii 

Stacy Cooper Bailey, PhD, MPH; Romana Hasnain-Wynia, PhD; Alice Hm Chen, MD, MPH; Urminmala Sarkar,
 
MD, MPH, Alisu Schoua-Glusberg, PhD, Lee A Lindquist, MD, MPH, MBA; Dean Schillinger, MD; and Michael S. 

Wolf, PhD, MPH. “Developing Multilingual Prescription Instructions for Patients with Limited English Proficiency,” 

Journal of Health Care for the Poor and Underserved, 23 (2012): 81-87. 
viii 

Id. 
ix 

Id.
 
x 

Stacy Cooper Bailey, PhD, MPH; Urmimala Sarkar, MD, MPH; Alice Hm Chen, MD, MPH; Dean Schillinger, MD,
 
and Michael S. Wolk, PhD, MPH. “Evaluation of Language Concordant, Patient-Centered Drug Label Instructions,” 

Journal of General Internal Medicine 27(12): 1707-13, 2012.
 
xi 

Id.
 

http://www.pharmacyfoundation.org/SCR%2049%20Medication%20Errors%20Panel%20Report/MedicationErrorsPanelFullReport.pdf
http://www.pharmacyfoundation.org/SCR%2049%20Medication%20Errors%20Panel%20Report/MedicationErrorsPanelFullReport.pdf
http://www.sciencedirect.com/


July 26, 2013 

Virginia Herold, Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 

Re: Support fo r Translated Prescription Drug Labels 

Dear Ms . Herold, 

On behalf of APAIT Health Center, I write to express our support for the use of translated prescription drug 
labels. We thank the Board of Pharmacy for efforts to promote language assistance for limited English 
proficient (LEP) patients, including requiring pharmacies to provide interpretation services . However, LEP 
patients still experience difficulty adhering to their prescribed medications due to the lack of translated 
prescription drug labels . Therefore, we strongly urge the Board to require pharmacies to use the standardized 
directions for use that have been translated into non-English languages provided on the Board's website . 

Established in 1987, APAIT Health Center's mission is to positively impact the quality of life for medically 
underserved communities living with or at risk for HIV/AIDS and other health disparities through a seamless 
continuum of culturally competent and linguistically appropriate programs in Southern California . Operating 
from an integrated health care model, the agency provides a comprehensive range of services including 
primary health care; HIV/AIDS services, such as treatment, prevention and early intervention, and case 
management; behavioral health services, such as psychiatry, counseling, and substance abuse prevention 
and treatment; and supportive services, such as patient navigation, benefits counseling, and housing 
assistance. Originally founded in response to the HIV/AIDS epidemic in the Asian and Pacific Islander (API) 
community, the agency has become an innovative leader in health care. APAIT Health Center holds a 
distinctive record of cultural and linguistic competence, including competence serving diverse ethnic groups, 
immigrants , LEP populations, and the LGBT community. 

More than 40 percent of Californians speak a language other than English at home. LEP patients are twice as 
likely as English speaking patients to have difficulty understanding their medications . As a result, LEP patients 
face increased risk of adverse drug reactions or non-compliance with drug regimens . Providing translated 
prescription labels will avoid hospitalizations and improve quality of care by ensuring that LEP patients 
understand their medications . APAIT Health Center has first-hand experience with the barriers that LEP 
patients face to understanding and adhering to their medications. Our patient navigators and case managers 
often have to explain prescription drug labels to patients. In some cases, they go to the pharmacy with the patient 
to facilitate the conversation between the pharmacist and patient and to interpret the labels in detail. If 
pharmacists use language appropriate prescription drug labels, patients will better understand their medications, 
and medication adherence will improve as a consequence. 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 million 
individuals who speak English less than very well will be eligible for coverage through Covered California or 
the expansion of Medi-Cal. Now is the time for pharmacies to begin providing translated prescription labels. 

cc : Sarah de Guia, CPEHN , Fax : (916) 44 7-1292 

APAIT Health Center APAIT Health Center Administration APAIT Health Center Orange County 
1730 W . Olympic Boulevard Suite ISO 1730 W . Olympic Boulevard Suite 300 12900 Garden Grove Boulevard Suite 220A 
Los Angeles, CA 900 15 Los Angeles, CA 900 15 Garden Grove, CA 92843 
tel : (213) 553-1830 tel : (213) 553-1830 tel : (714) 636-1349 
fax : (213) 553-1833 fax : (213) 553-1833 fax: (714) 636-8828 

www.apaitonline.org apait@apaitonline.org 

mailto:apait@apaitonline.org
http:www.apaitonline.org


2900 S. Crenshaw Blvd. 
Los Angeles, CA 90016 
Tel : (323) 293-6284 
Fax : (323) 295-4075 

AADAB Inc. 
(Asian American Drug Abuse Program ) 

www.aadapinc.org 

july 26, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Vi rgini a.He rold@dca.ca.goy 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of AADAP, I write to express our support for the use of translated prescription drug labels. 
We thank the Board of Pharmacy for efforts to promote language assistance for Limited English 
Proficient (LEP) patients, including requiring pharmacies to provide interpretation services. 
However, LEP patients still experience difficulty adhering to their prescribed medications due to the 
lack of translated prescription drug labels. Therefore, we strongly urge the Board to require 
pharmacies to use the standardized directions for use that have been translated into non-English 
languages provided on the Board's website. 

AADAP has been providing comprehensive substance abuse and other social services for Asian 
Pacific Islander and other diverse communities for over 40 years. Our core programs include 
education, prevention, intervention, treatment, employment, advocacy and economic development. 
Many ofour clients are LEP and would greatly benefit from the translation of their prescription drug 
labels. 

More than 40 percent ofCalifornians speak a language other than English at home. LEP Patients are 
than twice as likely as English speaking patients to have difficulty understanding their medications. 
The results include an increased risk of adverse drug reactions or non-compliance with drug 
regimens. Providing translated prescription labels can help to avoid hospitalizations and improve 
quality of care by ensuing LEP patients understand their medication. 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 
million individuals who speak English less than very well will be eligible for coverage through 
Covered California or the expansion of Medi-Cal. Now is the time for pharmacies to begin providing 
translated prescription labels. 

Sin-~~ _ 

~~~~ 
Mike Watanabe, MSW 
President & CEO 
AADAP, Inc. 

Cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

Myron Quon, Esq. 


Therape utic Community Outp.1ticnt Unit Employment Access lndochim.'SC Youth & Community Center Youth Outpatient Treatmen t Olympia Academy 

5318 5. Crenshaw Blvd. 520 N. La Brea Avenue Outpatient Coun.wling 141125. Kingsley Drive 13931 S. Van Ness Ave. (323) 933-9022 

Los Angeles, CA 90043 Inglewood, CA 90302 1088 S. La Brca Avenue Gardena, CA 90247 Gardena, CA 90249 Fax (323) 933-4029 

(323) 293-6291 (323) 294-4 932 Los Angeles, CA 9001 9 (310) 768-8064 (310) 768-8018 

Fax (323) 293-1091 Fax (323) 294-2533 (323) 295-0262 Fax (310) 768-2779 Fax (310) 768-4170 
Fax (323) 295-2375 

mailto:rold@dca.ca.goy
http:www.aadapinc.org


Asian law Alliance 
184 East Jac kson Street • San jose, Cal iforn ia 9 51 12 -5153 

(408) 2 87-9 710 
Fax (408) 2 8 7-0864 

E-Ma il: SCCALA@pac b el l. net 

Jul y 24. 20 I 3 

Virginia Herold 
Executive Office r 
California State Board of Pharmacy 
1625 N. Markel Blvd. , Suite N2 19 
Sacramento, CA 95834 

Via Email: Virginia. Herold@ dca.ca.gov 

Re: Supp ort ror Trari s latcd Prescripti on Dru g Labels 

Dear Ms. Herold: 

On behalf of the Asian Law /\II iance, I vvTite to ex press our support for the use of translated 
prescriptio n drug labe ls. We thJnk the Board of Pharmac y for e ffort s to promote language 
assistance for Limit ed Eng lish Proficient (LE P) pcttients, including requiring pharmacies to 
provide interpretation serv ices. l loweve r, LEP patients still experience difficulty adhering to 
their presc ribed medication s due to the lac k of trans lated prescription dru g labels. Therefore. we 
strongly urge the Board to require pharmacies to use the standard ized directions for use that have 
been trans lated into non-En g li sh langua ges provided on the Board 's website . 

The Asian Law Alliance is a non-pro1it community law o ffi ce providing free or low-cost lega l 
services to primarily low-income. limited Eng lish-spea king immigrants in Santa Clara County. 
Many ofOlllr clients do not take thei r medications when they should simply because they are unable 
to understand the labels on their medications whic h makes compliance difficult. 

More than 40 percent of Californ ians speak a language other than Engli sh at home. LEP patients 
arc more than l\\<icc as like ly as Eng lish s peaki ng pat ien ts to have difficu lty understanding the ir 
medication s. The rest~ Its include an increased risk of adverse drug react ions or non-complianc e 
with drug reg imens. Providin g tmnslated prescription labels can he lp to avo id hospitali zation s 
and impro ve qualit y of care by ensuring LEP patients unders tand their medicat ion . 

As Cal iforni a moves forward with the implementation of th~ A ITordablc Car~ Act (ACA). ove r 
1.5 milli on indi vidual s who s peak English less than very well will be eligibl e for coverage 
through Cove red Califomia or the expansion of Medi-Cal. Now is the time for pharmacies to 
begin prov idin g trans lated presc ripti on labels. 

ce: Sarah de Guia. C'PEHN, Fax: (9 16) 447- 1292 



 

      

        
          

            
      

      
 
              

      

                               

                  

                             

                   

                         

                             

                         

              

                         

     

                               

                             

                         

                       

                          

                           

                             

                             

                        

         

  

          
                      
               

July 26, 2013 

Virginia Herold, Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of the Asian Pacific Policy & Planning Council (A3PCON)], I write to express our 
support for the use of translated prescription drug labels. 

We thank the Board of Pharmacy for efforts to promote language assistance for Limited English 
Proficient (LEP) patients, including requiring pharmacies to provide interpretation services. 
However, LEP patients still experience difficulty adhering to their prescribed medications due to 
the lack of translated prescription drug labels. Therefore, we strongly urge the Board to require 
pharmacies to use the standardized directions for use that have been translated into non‐
English languages provided on the Board’s website. 

A3PCON is an association of forty Asian Pacific American nonprofit community organizations in 
Los Angeles County. 

More than 40 percent of Californians speak a language other than English at home. LEP patients 
are more than twice as likely as English speaking patients to have difficulty understanding their 
medications. The results include an increased risk of adverse drug reactions or non‐compliance 
with drug regimens. Providing translated prescription labels can help to avoid hospitalizations 
and improve quality of care by ensuing LEP patients understand their medications. As 
California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 
million individuals who speak English less than very well will be eligible for coverage through 
Covered California or the expansion of Medi‐Cal. Now is the time for pharmacies to begin 
providing translated prescription labels. APIs have been impacted by not having prescription 
medications in their native language. 

Sincerely, 

Mark Masaoka, Policy Director mmasaoka@A3PCON.org 
605 W. Olympic Bl. #600 Los Angeles, CA 90015 (213) 239‐0300 
cc: Sarah de Guia, CPEHN, Fax: (916) 447‐1292 

mailto:mmasaoka@A3PCON.org
mailto:Virginia.Herold@dca.ca.gov


 
 
 
 
 

 
 

 

 
    

 

 

 

 

 

 
 

 

 

 

 

 
 

 
 

 

 
  

July 26, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels  

Dear Ms. Herold: 

On behalf of California Rural Legal Assistance Foundation (CRLAF), I express our support for the use of 
translated prescription drug labels. We thank the Board of Pharmacy for efforts to promote language 
assistance for Limited English Proficient (LEP) patients, including requiring pharmacies to provide 
interpretation services. However, LEP patients still experience difficulty adhering to their prescribed 
medications due to the lack of translated prescription drug labels. Therefore, we strongly urge the Board 
to require pharmacies to use the standardized directions for use that have been translated into non-English 
languages provided on the Board’s website.  

CRLAF is a statewide non-profit organization providing legal services and policy advocacy 
for California’s rural poor.  We focus on some of the most marginalized communities: the unrepresented, 
the unorganized and the undocumented.  We seek to bring social justice to rural poor communities in 
areas such as California’s Central Valley. 

More than 40 percent of Californians speak a language other than English at home. LEP patients are more 
than twice as likely as English speaking patients to have difficulty understanding their medications. The 
results include an increased risk of adverse drug reactions or non-compliance with drug regimens. 
Providing translated prescription labels can help to avoid hospitalizations and improve quality of care by 
ensuing LEP patients understand their medication.  

As California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 
million individuals who speak English less than very well will be eligible for coverage through Covered 
California or the expansion of Medi-Cal.  Now is the time for pharmacies to begin providing translated 
prescription labels. 

Sincerely, 

Noe Paramo 
Project Director 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

mailto:Virginia.Herold@dca.ca.gov


 

 

   

 

 

 

 

 

 

 

 

 

July 23, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels  

Dear Ms. Herold: 

As a pediatrician practicing with low income children, I write to express our support for the use 
of translated prescription drug labels. We thank the Board of Pharmacy for efforts to promote 
language assistance for Limited English Proficient (LEP) patients, including requiring 
pharmacies to provide interpretation services. However, LEP patients still experience difficulty 
adhering to their prescribed medications due to the lack of translated prescription drug labels. 
Therefore, we strongly urge the Board to require pharmacies to use the standardized directions 
for use that have been translated into non-English languages provided on the Board’s website.  

I recently had a Spanish-speaking patient bring in 4 prescription bottles and ask “What are these 
for?”  She had no idea what the medicine was for, how often to give it and when to give it.  Our 
electronic health record makes it harder than ever to request labels in Spanish, since this is not a 
feature of our program. 

Almost all of my patients speak a language other than English at home. LEP patients are more 
than twice as likely as English speaking patients to have difficulty understanding their 
medications. The results include an increased risk of adverse drug reactions or non-compliance 
with drug regimens. Providing translated prescription labels can help to avoid hospitalizations 
and improve quality of care by ensuring LEP patients understand their medication.  

As California moves forward with the implementation of the Affordable Care Act (ACA), over 
1.5 million individuals who speak English less than very well will be eligible for coverage 
through Covered California or the expansion of Medi-Cal. Now is the time for pharmacies to 
begin providing translated prescription labels.  

Sincerely, 

Diane Dooley MD 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

mailto:Virginia.Herold@dca.ca.gov


 

   

 

 
 

   

 
  

 

 
 

 
  

 

  

 

 
 

 
   

 
  

 

 

 
  

 

 

  

 Guam Communications Network 

Inetnon Kuminikasion Guahan 


July 26, 2013 

Virginia Herold 
Executive Officer, California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re:  Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of Guam Communications Network (GCN),  I write to express our support for the use of 
translated prescription drug labels. We thank the Board of Pharmacy for efforts to promote language 
assistance for Limited English Proficient (LEP) patients, including requiring pharmacies to provide 
interpretation services. However, LEP patients still experience difficulty adhering to their prescribed 
medications due to the lack of translated prescription drug labels. Therefore, we strongly urge the Board to 
require pharmacies to use the standardized directions for use that have been translated into non-English 
languages provided on the Board’s website.  

GCN was established in 1993 as a 501(c)(3) nonprofit corporation It is the sole community-based multi-
service agency serving Chamorros (group indigenous to Guam and the Northern Marianas Islands) in 
Southern California. Our mission is to facilitate increased public awareness of the issues concerning the 
Chamorro people and culture through education, coalition building,  and advocacy.  GCN operates several 
social service and chronic disease programs that are culturally tailored and are adapted for the monolingual 
Chamorro speakers.   

More than 40 percent of Californians speak a language other than English at home. LEP patients are more 
than twice as likely as English speaking patients to have difficulty understanding their medications. The 
results include an increased risk of adverse drug reactions or noncompliance with drug regimens. Providing 
translated prescription labels can help to avoid hospitalizations and improve quality of care by ensuing 
LEP patients understand their medication.  

As California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 million 
individuals who speak English less than very well will be eligible for coverage through Covered California 
or the expansion of Medi-Cal. Now is the time for pharmacies to begin providing translated prescription 
labels.  

Sincerely, 

Lourdes Quitugua 
Program Coordinator 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

4201 Long Beach Blvd., Ste. 218, Long Beach, CA 90807 Tel: (562) 989-5690 Fax: (562) 989-5694 

mailto:Virginia.Herold@dca.ca.gov


 
 
 

  
 

 
 

    
 

 
 

 
  

 
 

 
  

  
  

 
 

 
 

 

   
  
    

 
 

    
  

 
 

 

 

Jacqueline Tran 
17 Woodlawn 

Irvine, CA 92620 
July 23, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

I write to express my support, as a community health advocate, in support for the use of translated 
prescription drug labels. We thank the Board of Pharmacy for efforts to promote language assistance 
for Limited English Proficient (LEP) patients, including requiring pharmacies to provide interpretation 
services. However, LEP patients still experience difficulty adhering to their prescribed medications due 
to the lack of translated prescription drug labels. Therefore, we strongly urge the Board to require 
pharmacies to use the standardized directions for use that have been translated into non-English 
languages provided on the Board’s website. 

As a community health advocate, working with diverse communities, I recognize the importance of 
culturally and linguistically appropriate health care education, information and services to ensure 
quality care. 

More than 40 percent of Californians speak a language other than English at home. LEP patients are 
more than twice as likely as English speaking patients to have difficulty understanding their 
medications. The results include an increased risk of adverse drug reactions or non-compliance with 
drug regimens. Providing translated prescription labels can help to avoid hospitalizations and improve 
quality of care by ensuring LEP patients understand their medication. 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 
million individuals who speak English less than very well will be eligible for coverage through 
Covered California or the expansion of Medi-Cal. Now is the time for pharmacies to begin providing 
translated prescription labels. 

Thank you for your time. 

Sincerely,  
 
 

 Jacqueline Tran, DrPH, MPH 

cc:  Sarah de Guia, CPEHN, Fax: (916) 447-1292  

mailto:Virginia.Herold@dca.ca.gov


  

 
  

  

 

 

 

 

 

 
 

From: "Yeri Shon" <yerishon@kcceb.org> 
To: "Herold, Virginia@DCA" <Virginia.Herold@dca.ca.gov> 
Subject: Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

My name is Yeri Shon, and I am Community Health Access Program 
Coordinator at Korean Community Center of the East Bay, located in  
Oakland, California. I am writing to express our support for the use of  
translated prescription drug labels. We have always appreciated the 
Board of Pharmacy's efforts in promoting linguistic assistance for the  
Limited English Proficient patients. However, we also believe that  
providing the translated prescription drug labels will prevent many  
medical accidents that could arise from patients not fully understanding 
their own medication. Please read the attached letter of support and  
take into consideration. Thank you very much. 

Sincerely, 

Yeri Shon 

Yeri Shon (손예리) 
Program Coordinator 
Korean Community Center of the East Bay 
Community Health Access Program 
510-547-2662 ext 206 
yerishon@kcceb.org 

http:yerishon@kcceb.org
http:Virginia.Herold@dca.ca.gov
http:yerishon@kcceb.org


Korean Community Center of the East Bay 

July 25, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of Korean Community Center of the East Bay, I write to express our support for the 
use of translated prescription drug labels. We thank the Board of Pharmacy for efforts to promote 
language assistance for Limited English Proficient (LEP) patients, including requiring 
pharmacies to provide interpretation services. However, LEP patients still experience difficulty 
adhering to their prescribed medications due to the lack of translated prescription drug labels. 
Therefore, we strongly urge the Board to require pharmacies to use the standardized directions 
for use that have been translated into non-English languages provided on the Board's website. 

KCCEB is a non-profit organization in Oakland, California. We provide health access, 
immigration and domestic violence prevention services. Most of our clients are Korean 
Americans; in particular, we primarily serve LEP individuals as the only community 
organization specifically catering to underserved Korean population in the Bay Area. 

More than 40 percent of Californians speak a language other than English at home. LEP patients 
are more than twice as likely as English speaking patients to have difficulty understanding their 
medications. The results include an increased risk of adverse drug reactions or non-compliance 
with drug regimens. Providing translated prescription labels can help to avoid hospitalizations 
and improve quality of care by ensuing LEP patients understand their medication. 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 
1.5 million individuals who speak English less than very well will be eligible for coverage 
through Covered California or the expansion of Medi-Cal. Now is the time for pharmacies to 
begin providing translated prescription labels. 

Many of our clients are elderly, who have extreme difficulty understanding even the simplest text 
and documents in English. Majority of our elderly clients have implied that they do not even try to 
read the medication descriptions and instructions because most of them are consisted of 
complicated medical terms and pharmaceutical terms. They understand that it is in best interest to 
read the drug labels and instructions completely, but they become intimidated by the language and 

www.KCCEB.org 1700 Broadway, Suite 400 I Oakland , CA 94612 i T. 510-547-2662 F. 510-547-3258 
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Korean Community Center of the East Bay 

end up disregarding them. It is truly unfortunate that individuals have to make unhealthy choices 
simply due to linguistic barriers. 

Please take action to use the standardized directions for use that have been translated into non
English languages provided on the Board' s website . This will finally provide LEP patients with 
prescription drug instructions that they understand, which will help reduce medical errors and 
improve quality of care. 

Sincerely, 

Yeri Shon 

Program Coordinator 
Community Health Access Program 
Korean Community Center of the East Bay 
510-547-2662 
yerishon@,kcceb.org 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

www.KCCEB .org 1700 Broadway, Suite 400 I Oakland, CA94612 ! T. 510-547-2662 F. 51 0-547-3258 

http:yerishon@,kcceb.org


  

 
  

  

 

 

 

 

 

 
 

From: "Yeri Shon" <yerishon@kcceb.org> 
To: "Herold, Virginia@DCA" <Virginia.Herold@dca.ca.gov> 
Subject: Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

My name is Yeri Shon, and I am Community Health Access Program 
Coordinator at Korean Community Center of the East Bay, located in  
Oakland, California. I am writing to express our support for the use of  
translated prescription drug labels. We have always appreciated the 
Board of Pharmacy's efforts in promoting linguistic assistance for the  
Limited English Proficient patients. However, we also believe that  
providing the translated prescription drug labels will prevent many  
medical accidents that could arise from patients not fully understanding 
their own medication. Please read the attached letter of support and  
take into consideration. Thank you very much. 

Sincerely, 

Yeri Shon 

Yeri Shon (손예리) 
Program Coordinator 
Korean Community Center of the East Bay 
Community Health Access Program 
510-547-2662 ext 206 
yerishon@kcceb.org 

http:yerishon@kcceb.org
http:Virginia.Herold@dca.ca.gov
http:yerishon@kcceb.org


Korean Community Center of the East Bay 

July 25, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of Korean Community Center of the East Bay, I write to express our support for the 
use of translated prescription drug labels. We thank the Board of Pharmacy for efforts to promote 
language assistance for Limited English Proficient (LEP) patients, including requiring 
pharmacies to provide interpretation services. However, LEP patients still experience difficulty 
adhering to their prescribed medications due to the lack of translated prescription drug labels. 
Therefore, we strongly urge the Board to require pharmacies to use the standardized directions 
for use that have been translated into non-English languages provided on the Board's website. 

KCCEB is a non-profit organization in Oakland, California. We provide health access, 
immigration and domestic violence prevention services. Most of our clients are Korean 
Americans; in particular, we primarily serve LEP individuals as the only community 
organization specifically catering to underserved Korean population in the Bay Area. 

More than 40 percent of Californians speak a language other than English at home. LEP patients 
are more than twice as likely as English speaking patients to have difficulty understanding their 
medications. The results include an increased risk of adverse drug reactions or non-compliance 
with drug regimens. Providing translated prescription labels can help to avoid hospitalizations 
and improve quality of care by ensuing LEP patients understand their medication. 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 
1.5 million individuals who speak English less than very well will be eligible for coverage 
through Covered California or the expansion of Medi-Cal. Now is the time for pharmacies to 
begin providing translated prescription labels. 

Many of our clients are elderly, who have extreme difficulty understanding even the simplest text 
and documents in English. Majority of our elderly clients have implied that they do not even try to 
read the medication descriptions and instructions because most of them are consisted of 
complicated medical terms and pharmaceutical terms. They understand that it is in best interest to 
read the drug labels and instructions completely, but they become intimidated by the language and 

www.KCCEB.org 1700 Broadway, Suite 400 I Oakland , CA 94612 i T. 510-547-2662 F. 510-547-3258 

mailto:Virginia.Herold@dca.ca.gov
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end up disregarding them. It is truly unfortunate that individuals have to make unhealthy choices 
simply due to linguistic barriers. 

Please take action to use the standardized directions for use that have been translated into non
English languages provided on the Board' s website . This will finally provide LEP patients with 
prescription drug instructions that they understand, which will help reduce medical errors and 
improve quality of care. 

Sincerely, 

Yeri Shon 

Program Coordinator 
Community Health Access Program 
Korean Community Center of the East Bay 
510-547-2662 
yerishon@,kcceb.org 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

www.KCCEB .org 1700 Broadway, Suite 400 I Oakland, CA94612 ! T. 510-547-2662 F. 51 0-547-3258 

http:yerishon@,kcceb.org


                    
                         

              
                                  

                                                                                  
 

 

   

 

 

 
 

 

 

  
 

 

 

 
 

Madera
Coalition 
For Community Justice 
 *PH: (559) 661-1879  

 

*FAX (559) 674-5674 

P.O. Box 817 

126 N. B Street 

Madera, CA 93638 
maderaccj@yahoo.com 
  maderacoalition.org 

July22, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels  

Dear Ms. Herold: 

On behalf of Madera Coalition for Community Justice; write to express our support for the use of 
translated prescription drug labels. We thank the Board of Pharmacy for efforts to promote 
language assistance for Limited English Proficient (LEP) patients, including requiring 
pharmacies to provide interpretation services. However, LEP patients still experience difficulty 
adhering to their prescribed medications due to the lack of translated prescription drug labels. 
Therefore, we strongly urge the Board to require pharmacies to use the standardized directions 
for use that have been translated into non-English languages provided on the Board’s website.  

Madera Coalition for Community Justice is a self-help community based organization which 
grew in response to the lack of affordable housing for Madera’s low income. It began in 1992 
and continues today as a voice of Madera’s minority, farm worker and low-income community. 

More than 40 percent of Californians speak a language other than English at home. LEP patients 
are more than twice as likely as English speaking patients to have difficulty understanding their 
medications. The results include an increased risk of adverse drug reactions or non-compliance 
with drug regimens. Providing translated prescription labels can help to avoid hospitalizations 
and improve quality of care by ensuing LEP patients understand their medication? 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 
1.5 million individuals who speak English less than very well will be eligible for coverage 
through Covered California or the expansion of Medi-Cal. Now is the time for pharmacies to 
begin providing translated prescription labels.  

Sincerely, 

Lourdes Herrera 
Director 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

mailto:Virginia.Herold@dca.ca.gov
http:maderacoalition.org
mailto:maderaccj@yahoo.com


 

      

 
 
 
 

      
 
      

    
         

           
     

 
       
 
             

 
     

 
                                   

                               
                       
                               
                               
                             

 
 
                                   
                           
 

                                   
                             
                             
                               
                         
                                   

                                 
         

 
 

 
 
 
 
       

 
 
               

 

 
 
 

July 26, 2013 

Ms. Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Boulevard, Suite N219 
Sacramento, CA 95834 

‐ ‐ VIA EMAIL: VIRGINIA.HEROLD@DCA.CA.GOV ‐ ‐

Re Support for Translated Prescription Drug Labels 

Dear Ms. Herold, 

On behalf of Magna Systems, Incorporated (MSI), I write to express our support for the use of translated 
prescription drug labels. We thank the Board of Pharmacy for efforts to promote language assistance for 
Limited English Proficient (LEP) patients, including requiring pharmacies to provide interpretation services. 
However, LEP patients still experience difficulty adhering to their prescribed medications due to the lack of 
translated prescription drug labels. Therefore, we strongly urge the Board to require pharmacies to use the 
standardized directions for use that have been translated into non‐English languages provided on the Board’s 
website. 

MSI is a minority public health consulting firm working in the mental health and substance use disorder field. 
As a result, we are very concerned about the proper use of prescription medication. 

More than 40 percent of Californians speak a language other than English at home. LEP patients are more 
than twice as likely as English speaking patients to have difficulty understanding their medications. The 
results include an increased risk of adverse drug reactions or non‐compliance with drug regimens. Providing 
translated prescription labels can help to avoid hospitalizations and improve quality of care by ensuing LEP 
patients understand their medication. As California moves forward with the implementation of the 
Affordable Care Act (ACA), over 1.5 million individuals who speak English less than very well will be eligible 
for coverage through Covered California or the expansion of Medi‐Cal. Now is the time for pharmacies to 
begin providing translated prescription labels. 

Sincerely, 

Ford H. Kuramoto, DSW 
President 

cc: Sarah de Guia, CPEHN, Fax: (916) 447‐1292 

340 E. Second Street, Suite 409, Los Angeles, CA 90012-4249 ♦ (213) 625-0075  ♦ (213) 625-5796 Fax 

mailto:virginia.herold@dca.ca.gov


 

 

   

 

 

 

 

 
 

 

 

 
 

July 25, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels  

Dear Ms. Herold: 

I strongly support the use of translated prescription drug labels. My thanks to the Board of 
Pharmacy for your efforts to assist Limited English Proficient (LEP) patients in accessing their 
prescriptions through promoting language assistance methodologies, including requiring 
pharmacies to provide interpretation services. However, LEP patients still experience difficulty 
adhering to their prescribed medications due to the lack of translated prescription drug labels.  
And I strongly urge the Board to require pharmacies to use the standardized directions for use 
that have been translated into non-English languages provided on the Board’s website.  

As former Director of the Office of Diversity and Cultural Competency for Los Angeles County 
Department of Health Services, my office had oversight over implementation of culturally and 
linguistically responsive services at our facilities.  During that time, over 50% of our almost 3 
million patient visits a year were to patients speaking 98 languages and dialects.  As you can 
imagine, the need for cultural and linguistic services was critical.  There are many competing 
budget and service priorities within county hospital systems; therefore, a policy requiring 
pharmacies to provide translated prescription drug labels would be extremely beneficial to 
advance the importance of, and compliance in this area. 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 
1.5 million individuals who speak English less than very well will be eligible for coverage 
through Covered California or the expansion of Medi-Cal. Now is the time for pharmacies to 
begin providing translated prescription labels.  

Sincerely, 

Miya Iwataki 
Post Office Box 1373 
South Pasadena, CA 91030 
Director (ret.) Office of Diversity and Cultural Competency   
LA County Department of Health Service 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

mailto:Virginia.Herold@dca.ca.gov
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July 25, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 

Via Email: \ nl.!inia.l k·ruld o Jc<t.~a.V.ln 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of Pacific Asian Counseling Services (P ACS), I am writing to urge the Board of 
Pharmacy to require pharmacies to employ the standardized directions for use that have been 
translated into non-English languages. The board has promoted language assistance for 
Limited English Proficient (LEP) patients, including requiring pharmacies to provide 
interpretation services. However, monolingual and LEP patients still experience difficulty 
adhering to their prescribed medications due to the lack of translated prescription drug labels. 

PACS provides mental health services to underserved populations in Los Angeles County 

with a specialty in Asian Pacific Islanders. Our staff speaks over 8 API languages and 

Spanish so we are very familiar with working with non-English speaking clients. We know 

first hand the barriers experienced by that population to access treatment. We also have 

staffpsychiatrists who provide outpatient care and consultation including the prescribing of 

psychotropic medications. Client compliance with medication is one of the biggest 

challenges and if the client cannot read the instructions, the room for errors or non

compliance increases significantly, not to mention untreated adverse drug reactions. 


In California, more than 40 percent speak a language other than English at home. 
Preliminary studies already show that the majority of new enrollees into MediCal under the 
Affordable Care Act will be those who speak English less than very well. The timing is 
right to implement translated prescription labels and standardized directions. 

Thank you for your consideration. 

~~~ 
Mariko Kahn 

Executive Director 


cc: Sarah de Guia, CPEHN 

Fax: (916) 447-1292 


http:Jc<t.~a.V.ln
http:www.pacsla.org


 

               

               

               

               

               

               

               

               

               

               

     

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

          

 

 
  

 
 
 
 
 
 
 

 

 
  

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 
 

  

 

 

 

 

 

 

 

 

  

  

 

 

 

 

 

 

 

 

 

  

 

 

 

    

 

 

 

 

 

 

 

 

 

 

  

 

  

 

 

 

 

 
  

 

 

  

 

 

 

   

 

 

 

 

 
 

  

 

 

 

  
 

Street Level Health Project 
Proyecto de Salud para Todos 

2501 International Blvd. 
Oakland, CA 94601 

Office: (510) 533-9906 
Fax: (510) 533-5959 

www.streetlevelhealth.org 

Board of Directors 

Juan Herrera 
President 

Andrew Herring 

Vice President 

Meghan Woods 

Secretary 

John Puccini 

Treasurer 

Robert Harrison 

Steve Krank 

Marc Philpart 

Dennis Dhsieh 

Executive Director 

Laura E. Lopez 

Oakland Workers’ Collective 

www.oaklanddaylabor.com 

Cultivating a more health 

conscious community in 

Alameda County. 

July 22, 2013 

Virginia Herold 

Executive Officer 

California State Board of Pharmacy 

1625 N. Market Blvd., Suite N219 

Sacramento, CA 95834 

Via Email: Virginia.Herold@dca.ca.gov 

Re:  Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of Street Level Health Project, I write to express our support for the use of 

translated prescription drug labels. We thank the Board of Pharmacy for efforts to 

promote language assistance for Limited English Proficient (LEP) patients, including 

requiring pharmacies to provide interpretation services. However, LEP patients still 

experience difficulty adhering to their prescribed medications due to the lack of 

translated prescription drug labels. Therefore, we strongly urge the Board to require 

pharmacies to use the standardized directions for use that have been translated into 

non-English languages provided on the Board’s website. 

Street Level Health Project is an Oakland-based grassroots organization dedicated to 

improving the health and wellbeing of underserved immigrant communities in the Bay 

Area. We witness the difficulties our clients encounter in a day-to-day basis in 

accessing health care services. 

More than 40 percent of Californians speak a language other than English at home. 

LEP patients are more than twice as likely as English speaking patients to have 

difficulty understanding their medications. The results include an increased risk of 

adverse drug reactions or non-compliance with drug regimens. Providing translated 

prescription labels can help to avoid hospitalizations and improve quality of care by 

ensuing LEP patients understand their medication. 

As California moves forward with the implementation of the Affordable Care Act 

(ACA), over 1.5 million individuals who speak English less than very well will be 

eligible for coverage through Covered California or the expansion of Medi-Cal. Now is 

the time for pharmacies to begin providing translated prescription labels. 

Sincerely, 

Laura Lopez 

Executive Director 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

mailto:Virginia.Herold@dca.ca.gov
http:www.oaklanddaylabor.com
http:www.streetlevelhealth.org


                         
 

 
  

 
 
 
 

 
 

 

    

 
 

 
 

 

 
 

  
 

 

 

 

 
  

 

   

 
 

 
 

  

 

 
 

 
 

1654 N. Harvard Blvd., Los Angeles.  CA 90027 ● Tel:  (323) 661-2008 ● Fax: (323) 661-2051 ● e-mail: info@thaihealth.org ● www.thaihealth.org 

July 22, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of Thai Health And Information Services, Inc., I write to express our support for the use of translated 
prescription drug labels. We thank the Board of Pharmacy for efforts to promote language assistance for Limited English 
Proficient (LEP) patients, including requiring pharmacies to provide interpretation services. However, LEP patients still 
experience difficulty adhering to their prescribed medications due to the lack of translated prescription drug labels. 
Therefore, we strongly urge the Board to require pharmacies to use the standardized directions for use that have been 
translated into non-English languages provided on the Board’s website.  

THAIS, Inc. is a 501 (c) (3) community based organization incorporated in 1995 and the only community based Thai-
centered health and education organization in the local area. Our mission is to enhance the quality of life of Thai  
individuals and families in Los Angeles County through the provision of culturally and linguistically appropriate health, 
mental health, and social services. THAIS, Inc. currently provides health education, outreach, referral, and social services 
in the rapidly growing, but underserved, Thai community of the City and County of Los Angeles. Each year, THAIS, Inc. 
is able to service more than 5,000 Thais in the community.  

More than 40 percent of Californians speak a language other than English at home. LEP patients are more than twice as 
likely as English speaking patients to have difficulty understanding their medications. The results include an increased risk of 
adverse drug reactions or non-compliance with drug regimens. Providing translated prescription labels can help to avoid 
hospitalizations and improve quality of care by ensuring LEP patients understand their medication. 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 million individuals who 
speak English less than very well will be eligible for coverage through Covered California or the expansion of Medi-Cal. Now 
is the time for pharmacies to begin providing translated prescription labels. 

Due to language constraints, many Thais often rely on friends/relatives/church members for instruction on taking 
medications.  

Sincerely, 
Nongyao Varanond 
Executive Director 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

 “Together for a Healthier Living Community”
 

mailto:Virginia.Herold@dca.ca.gov
http:www.thaihealth.org
mailto:info@thaihealth.org


 
 

 
  

  
 

 
 

  
 

 
 

  
 

 
 

 

 
 

 
 

 

  
 

  
 

               
 
   
   
     
         
       
   
   

 
  

  

From: Mari Lopez [mailto:marilopez.vision@gmail.com] 
Sent: Wednesday, July 24, 2013 4:14 PM 
To: Herold, Virginia@DCA 
Subject: SB 204 - Support 

VISION Y COMPROMISO 
July 23, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 

Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for SB 204 - Translated Prescription Drug Labels  

Dear Ms. Herold: 
On behalf of Vision y Compromiso, I write to express our support for the use of translated prescription drug 
labels. We thank the Board of Pharmacy for efforts to promote language assistance for Limited English Proficient 
(LEP) patients, including requiring pharmacies to provide interpretation services. However, LEP patients still 
experience difficulty adhering to their prescribed medications due to the lack of translated prescription drug 
labels. Therefore, we strongly urge the Board to require pharmacies to use the standardized directions for use that 
have been translated into non-English languages provided on the Board’s website.  
Vision y Compromiso is California’s network of Promotores and Community Health Workers. Promotores 
provide information, education and other tools to the Latino community to support their connection to health, 
education and immigration resources and services in their neighborhoods. 
More than 40 percent of Californians speak a language other than English at home. LEP patients are more than 
twice as likely as English speaking patients to have difficulty understanding their medications. The results include 
an increased risk of adverse drug reactions or non-compliance with drug regimens. Providing translated 
prescription labels can help to avoid hospitalizations and improve quality of care by ensuring LEP patients 
understand their medication. 
As California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 million 
individuals who speak English less than very well will be eligible for coverage through Covered California or the 
expansion of Medi-Cal. Now is the time for pharmacies to begin providing translated prescription labels. 

Sincerely, 

Mari Lopez 
Policy Director 
cc: Sarah de Guia, CPEHN, Fax: (916) 447‐1292 

Mari Lopez 
Policy Director 
Vision y Compromiso 
1000 Alameda St., Ste. 350 
Los Angeles, CA 90012 
C: 213‐926‐1629 
F: 213‐613‐0633 
www.visionycompromiso.org 
“No nos debemos preocuparnos por la aprobación de los demás, sino para seguir sin miedo nuestra expresión auténtica y 
saber que aunque no lo podemos ver lo, estamos haciendo una diferencia en el mundo.” 

http:www.visionycompromiso.org
mailto:Virginia.Herold@dca.ca.gov
mailto:mailto:marilopez.vision@gmail.com


 

   
 

 
 
 

 
 
 

 
 

 
 

 
  

 
 

 
   

   
  

  
 

 
    

   
   

 
 
 

    
 

 
 

    
  

  
  

   
  

  

  
 

 
  

July 25, 2013 

The Honorable Norma Torres 
Member, California State Senate 
State Capitol 
Sacramento, CA 95814 

RE: SB 306 (Torres): SUPPORT 

Dear Senator Torres: 

On behalf of Molina Healthcare of California, I am writing in support of your SB 306, which 
would expand access to prescription medication for patients and improve medication 
compliance, potentially saving the health care system millions of dollars. This measure would 
allow physicians in a group practice to jointly own and dispense from a single inventory of 
drugs, and authorize the use of automated dispensing machines, under rigorous controls, so that 
California patients can safely receive prescription medications for acute conditions at their 
doctor’s offices. 

Molina Healthcare of California has provided care to beneficiaries of government health care 
programs for over 30 years. Molina was founded by an emergency room physician to provide 
low-income Californians with high quality care in a culturally sensitive environment. We 
continue to take pride in serving our members’ unique needs through specialized programs, 
clinics that provide full access to the disabled, and community support, such as free shuttle 
services. Our mission is to keep our members healthy, and our experience in serving Medi-Cal 
members has demonstrated that when our patients receive their medications at our clinics, they 
are more likely to comply with their drug regimen. 

SB 306 is Needed to Ensure Patient Compliance with Medication Regimens 

More than 30 percent of all prescriptions written never get filled by the patient. This statistic has 
been documented in studies as well as in clinical experience at Molina’s affiliated medical group 
clinics, where we found that 32 percent of acute care prescriptions written by our physicians 
weren’t filled. The failure to fill these prescriptions increases health care costs when patients 
wind up in emergency rooms or are admitted to the hospital with more asthma attacks, severe 
infections or other complications. Reports estimate that 10 percent of patients will subsequently 
require hospital care due to noncompliance with medication therapy, and that medication 
noncompliance leads to 125,000 premature deaths. The costs of medication non-compliance are 
estimated at more than $4 billion for California’s health care system annually. 

Getting to an offsite pharmacy is particularly difficult for the poor, the elderly, the disabled, 
caregivers with sick children, patients with limited transportation options or ill patients who 
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cannot drive. In certain areas of the state, it’s not uncommon for patients to wait hours to fill a 
prescription. Higher patient demand after 2014, when federal health care reform is implemented, 
will increase wait times resulting in greater medication noncompliance. 

While existing California law permits physicians to dispense medications in their offices, the law 
has not kept pace with the evolution in health care practice, in which physicians often practice in 
groups and share facilities and equipment. Existing law, however, requires physicians to 
personally own the medications they dispense and cannot dispense from a joint inventory. 
Physicians must also own any dispensing equipment. Further the tracking, storage, inventory 
control and payment processing requirements, coupled with the need for safe and appropriate 
dispensing and labeling, make individual physician ownership and dispensing of drugs at the 
point of care difficult. Though advanced technologies exist to solve this problem through 
automated dispensing machines that handle tracking, labeling, dispensing, and inventory control, 
California law does not clearly permit the use of these machines, particularly by group practices. 

SB 306 Would Permit Safe, Automated Dispensing 

SB 306 would amend existing law pertaining to the ownership and dispensing of prescription 
medications that hinder the use of automated dispensing machines in group practices. This 
legislation would amend existing law to permit group practices to own the medication and 
equipment, provided they are licensed by the Board of Pharmacy, and provided that the 
dispensing machines comply with rigorous requirements for safety and security. 

Automated prescription medication dispensing at the point-of-care has been available for over 10 
years and has safely and accurately dispensed close to 2 million prescriptions in 28 states. These 
dispensing systems consist of ATM-style, secure machines and HIPAA-compliant software to 
write medication orders, control dispensing, and track and report on all transactions.  

In states where these machines may be used, after the patient sees the physician, physician 
assistant or nurse practitioner, a medication order form is issued and printed with patient drug 
education material. The practitioner consults with the patient about the medication therapy and 
answers any questions. The health care professional or his or her designee then takes the order 
form to the dispenser, which is located in the provider’s office, and uses the touch-screen to enter 
in the order's one-time, unique access code along with the patient’s birthday. If the patient has 
insurance, the claim will be processed and the cost or insurance co-pay (if any) is calculated. The 
dispenser accepts a variety of forms of payment. If desired, the health care facility can elect to 
provide the medications at no cost to the patient.   

After payment is processed, precision robotics locate the proper medication in the dispenser 
using a triple barcode check system to ensure accuracy. A label with all required information is 
printed and affixed to the container, and the medication is dispensed directly to the patient. A 
telephone located on the dispenser with direct dialing to a call center, including a licensed 
pharmacist, may be used if questions arise. The patient takes the medication and receipt, and is 
on his or her way in minutes.   
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SB 306 Will Improve Access to Care 

Other states have recognized these advances in dispensing technology and taken advantage of 
them implementing regulations that ensure safety and appropriate prescribing. It has been proven 
that providing prescription medication at the point-of-care increases the rates of prescription 
filling from 70 percent to 95 percent because patients can quickly and conveniently get their 
medication without having to go to another facility. These dramatic increases in fill rates reduce 
the chance of noncompliance with medication therapy and the associated costs of additional 
treatment. 

SB 306 will allow millions of Californians to improve their health and reduce health care costs 
by providing medication at the point of care. Californians deserve this expanded access to 
prescription medication offered by safe, efficient advanced dispensing technology, particularly as 
the state implements the federal Patient Protection and Affordable Care Act of 2010 and nearly 5 
million more Californians have access to care through Covered California and the Medi-Cal 
expansion.  

For these reasons, we support this measure and thank you for your leadership in this area. If you 
have questions regarding our position, please contact April Alexander, our Director of State 
Affairs, at 916.648.2476. 

Regards, 

Richard Chambers, President 
Molina Healthcare of California 

cc:	 The Honorable Susan Bonilla, Chair, Assembly Business, Professions and Consumer 
Protection Committee 
The Honorable Members, Assembly Business, Professions and Consumer Protection 
Committee 
Sarah Huchel, Consultant, Assembly Business, Professions and Consumer Protection 
Committee 
Ted Blanchard, Assembly Republican Caucus 
Erric Garris, Office of Senator Norma Torres 
Lark Park, Office of the Governor 
Carol Gallegos, Department of Health Care Services 
Virginia Herold, California Board of Pharmacy 
Donna Campbell, Deputy Secretary, Health and Human Services Agency 
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Amendments Mock-up for 2013-2014 SB-306 (Torres (S)) 

*********Amendments are in BOLD********* 

Mock-up based on Version Number 96 - Amended Assembly 6/20/13 

Submitted by: Erric S. Garris, Torres
 

THE PEOPLE OF THE STATE OF CALIFORNIA DO ENACT AS FOLLOWS: 

SECTION 1. Section 4170 of the Business and Professions Code is amended to read: 

4170. (a) No prescriber shall dispense dangerous drugs or dangerous devices to patients in his or 
her office or place of practice unless all of the following conditions are met: 

(1) The dangerous drugs or dangerous devices are dispensed to the prescriber’s own patient. A 
health care professional who is licensed as described in this section, or his or her designee, shall 
physically furnish the dangerous drug or device to the patient. 

(2) The dangerous drugs or dangerous devices are necessary in the treatment of the condition for 
which the prescriber is attending the patient. 

(3) The prescriber does not keep a pharmacy, open shop, or drugstore, advertised or otherwise, 
for the retailing of dangerous drugs, dangerous devices, or poisons. 

(4) The prescriber fulfills all of the labeling requirements imposed upon pharmacists by Section 
4076, all of the recordkeeping requirements of this chapter, and all of the packaging 
requirements of good pharmaceutical practice, including the use of childproof containers. 

(5) Unless the prescriber is employed by or under contract to a clinic or group practice that is 
licensed by the board pursuant to Section 4180, the prescriber is identified by the drug 
manufacturer or wholesaler supplying the drugs as the recipient of the drugs and identified by 
name and registration number as the recipient in all invoices, bills of lading, state or federal order 
forms, and other documentation. As the recipient of the drugs, the prescriber is responsible for 
ensuring that the drugs are securely and safely stored prior to dispensing and is responsible for 
maintaining all required records regarding the receipt, storage, and dispensing or other 
disposition of all drugs and devices. 

(6) The prescriber, prior to dispensing, offers to give a written prescription to the patient that the 
patient may elect to have filled by the prescriber or by any pharmacy. 
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(7) The prescriber provides the patient with written disclosure that the patient has a choice 
between obtaining the prescription from the dispensing prescriber or obtaining the prescription at 
a pharmacy of the patient’s choice. 

(8) The prescriber provides the patient with an oral consultation regarding issues that the 
prescriber, in his or her professional judgment, deems necessary to ensure the safe and effective 
use of the prescribed drug or device. The oral consultation shall include all subjects that 
pharmacists are required to discuss pursuant to regulations adopted by the board pursuant to 
Section 4005. 

(9) The prescriber has reviewed the patient’s profile for potential contraindications and 
adverse drug reactions   

(10) A certified nurse-midwife who functions pursuant to a standardized procedure or protocol 
described in Section 2746.51, a nurse practitioner who functions pursuant to a standardized 
procedure described in Section 2836.1, or protocol, a physician assistant who functions pursuant 
to Section 3502.1, a registered nurse who functions pursuant to Section 2725.1, or a naturopathic 
doctor who functions pursuant to Section 3640.5, may hand to a patient of the supervising 
physician and surgeon a properly labeled prescription drug prepackaged by a physician and 
surgeon, a manufacturer as defined in this chapter, or a pharmacist. Nothing in this section shall 
preclude the use of an automated drug delivery system described in Section 4186. 
 
(b) The Medical Board of California, the State Board of Optometry, the Bureau of Naturopathic 
Medicine, the Dental Board of California, the Osteopathic Medical Board of California, the 
Board of Registered Nursing, the Veterinary Medical Board, and the Physician Assistant 
Committee shall have authority with the California State Board of Pharmacy to ensure  
compliance with this section, and those boards are specifically charged with the enforcement of 
this chapter with respect to their respective licensees.  
 
(c) “Prescriber,” as used in this section, means a person who is licensed to prescribe and dispense  
dangerous drugs and devices, including, but not limited to, a person who holds a physician’s and 
surgeon’s certificate, a license to practice optometry, a license to practice naturopathic medicine, 
a license to practice dentistry, a  license to practice veterinary medicine, or a certificate to  
practice podiatry, and who is duly registered by the Medical Board of California, the State Board 
of Optometry, the Bureau of Naturopathic Medicine, the Dental Board of California, the  
Veterinary Medical Board, or the Board of Osteopathic Examiners of this state.  
 
(d) This section shall not prevent a group practice, licensed pursuant to Section 4180, from 
owning an inventory of dangerous drugs and devices and dispensing the drugs and devices from 
the inventory owned by the group practice provided that the following conditions are met: 
 
(1) Each prescriber dispenses dangerous drugs or devices only to the patients seen or treated by 
that prescriber, and not to the patient of any other prescriber in the group practice, and the drugs 
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or devices are packaged, labeled, and recorded in accordance with paragraph (4) of subdivision 
(a). 

(2) The group practice identifies a responsible prescriber within the group practice who shall be 
named by the drug manufacturer or wholesaler supplying the drugs as the recipient of the drugs 
on all invoices, bills of lading, state or federal order forms, and other documentation, and who 
shall be responsible for the record-keeping and storage of the drug inventory. 

(3) Records are maintained by each prescriber to identify the identity of the patient and the name, 
strength, quantity, and directions for use for each dangerous drug dispensed by the prescriber to 
his or her patient. All patient health information shall be protected pursuant to the 
Confidentiality of Medical Information Act (56.10 et. seq) and the federal Health Insurance 
Portability and Accountability Act of 1996 (Public Law 104-191) 

(4) A daily dispensing log or some other paper or electronic record is created each day, and 
maintained by the group practice, to identify both of the following: 

(A) A daily starting inventory of all dangerous drugs that are jointly owned by the prescribers 
who comprise the group practice. 

(B) The name, strength, and quantity of all dangerous drugs dispensed by each prescriber. 

(e) A prescriber employed by, or under contract to, a clinic or group practice licensed under 
Section 4180 may dispense drugs that are owned by the clinic or group practice. 

(f) (1) For purposes of this section, a dangerous drug is owned if it is delivered to the possession 
of a prescriber, clinic, or group practice, and each prescriber, clinic, or group practice has 
responsibility for the security and recordkeeping associated with possession of the dangerous 
drugs, regardless of the person or entity responsible for payment for the dangerous drug 
inventory. 

(2) For the purposes of this section, “group practice” means more than one prescriber practicing 
under a single professional corporation or license, including a medical group or risk-bearing 
organization as defined in the Knox-Keene Health Care Service Plan Act of 1975 (Chapter 2.2 
(commencing with Section 1340) of Division 2 of the Health and Safety Code). 

SEC. 2. Section 4180 of the Business and Professions Code is amended to read: 

4180. (a) (1) Notwithstanding any provision of this chapter, any of the following entities may 
purchase drugs at wholesale for administration or dispensing, under the direction of a physician 
and surgeon, or other prescriber when permitted by law, to patients registered for care at the 
clinic: 

(A) A licensed nonprofit community clinic or free clinic as defined in paragraph (1) of 
subdivision (a) of Section 1204 of the Health and Safety Code. 
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(B) A primary care clinic owned or operated by a county as referred to in subdivision (b) of 
Section 1206 of the Health and Safety Code. 

(C) A clinic operated by a federally recognized Indian tribe or tribal organization as referred to in 
subdivision (c) of Section 1206 of the Health and Safety Code. 

(D) A clinic operated by a primary care community or free clinic, operated on separate premises 
from a licensed clinic, and that is open no more than 20 hours per week as referred to in 
subdivision (h) of Section 1206 of the Health and Safety Code. 

(E) A student health center clinic operated by a public institution of higher education as referred 
to in subdivision (j) of Section 1206 of the Health and Safety Code. 

(F) A nonprofit multispecialty clinic as referred to in subdivision (l) of Section 1206 of the 
Health and Safety Code. 

(G) A group practice, as defined in Section 4170, that uses an automated drug delivery system, 
as described in Section 4186. 

(2) The clinic or group practice shall keep records of the kind and amounts of drugs purchased, 
administered, and dispensed, and the records shall be available and maintained for a minimum of 
three years for inspection by all properly authorized personnel. 

(b) No clinic or group practice shall be entitled to the benefits of this section until it has obtained 
a license from the board. A separate license shall be required for each clinic location. A clinic or 
group practice shall notify the board of any change in the address of the clinic or group practice 
on a form furnished by the board. 

SEC. 3. Section 4186 of the Business and Professions Code is amended to read: 

4186. (a) An automated drug delivery system, as defined in subdivision (i), may be located in 
any clinic or group practice licensed by the board as described in Section 4180. 

(b) (1) If an automated drug delivery system is located in a clinic, the clinic shall develop and 
implement written policies and procedures to ensure safety, accuracy, accountability, security, 
patient confidentiality, and maintenance of the quality, potency, and purity of drugs. All 
prescribers who will be dispensing drugs from the automated drug delivery system and all 
health care professionals and delegated personnel authorized to stock, refill, or retrieve the 
drug inventory from the automated drug delivery system shall be required to comply with the 
policies and procedures developed by the group practice.  All policies and procedures shall be 
maintained at the location where the automated drug system is being used. 
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(2) If an automated drug delivery system is located in a group practice, the group practice shall 
develop and implement written policies and procedures to ensure safety, accuracy, 
accountability, security, patient confidentiality, and maintenance of the quality, potency, and 
purity of drugs. All prescribers who will be dispensing drugs from the automated drug delivery 
system and all health care professionals and delegated personnel authorized to stock, refill, or 
retrieve the drugs inventory from the automated drug delivery system shall be required to comply 
with the policies and procedures developed by the group practice. All policies and procedures 
shall be maintained at the location where the automated drug system is being used.  A group 
practice operating an automated drug delivery system shall employ or retain a consulting 
pharmacist to review the policies and procedures required by this section, and to review and 
consult as necessary. 

(c) Drugs shall be removed from the automated drug delivery system only upon authorization by 
a pharmacist or prescriber after the pharmacist or prescriber has reviewed the prescription and 
the patient’s profile for potential contraindications and adverse drug reactions. Drugs removed 
from the automated drug delivery system shall be provided to the patient by a health professional 
licensed pursuant to this division or an individual operating under the supervision of the 
prescriber. 

(d) The stocking and refilling of an automated drug delivery system shall be performed by a 
pharmacist or, in a clinic or group practice, by a prescriber or licensed health care professional. 
a designee of the prescriber. 

(e) Review of the drugs contained within, and the operation and maintenance of, the automated 
drug delivery system shall be the responsibility of the clinic in a clinic setting or by the 
responsible prescriber in a group practice. The review shall be conducted on a monthly basis by a 
pharmacist or responsible prescriber and shall include a physical inspection of the drugs in the 
automated drug delivery system, an inspection of the automated drug delivery system machine 
for cleanliness, and a review of all transaction records in order to verify the security and 
accountability of the system. 

(f) The automated drug delivery system used at the clinic or group practice shall provide for 
patient consultation pursuant to Section 1707.2 of Title 16 of the California Code of Regulations 
with a pharmacist via a telecommunications link that has two-way audio and video, unless a 
consultation is provided by the prescriber pursuant to paragraph (8) of subdivision (a) of Section 
4170. 

(g) A For pharmacist operated automated drug delivery systems the pharmacist operating the 
automated drug delivery system shall be located in and licensed in California. 

(h) Drugs dispensed from the automated drug delivery system shall comply with the labeling 
requirements in Section 4076. 

(i) For purposes of this section, an “automated drug delivery system” means a mechanical system 
controlled remotely by a pharmacist, or, if used to facilitate prescriber dispensing by a prescriber, 
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that performs operations or activities, other than compounding or administration, relative to the 
storage, dispensing, or distribution of prepackaged dangerous drugs or dangerous devices. An 
automated drug delivery system shall collect, control, and maintain all transaction information to 
accurately track the movement of drugs into and out of the system for security, accuracy, and 
accountability and shall meet all of the following requirements: 

(1) The system shall be located within the clinic or office of the group practice, and its contents 
shall be secure from access or removal by unauthorized individuals. 

(2) A policy and procedure manual shall be developed and maintained that sets forth how the 
system shall be used in the clinic or group practice, the manual and shall include the type or 
name of the system including a serial number or other identifying nomenclature and a description 
of the security provisions, stocking processes, and other documentation practices of the clinic or 
group practice. 

(3) The system shall have a method to ensure security of the system to prevent unauthorized 
access to dangerous drugs or devices contained within the system. The method may include the 
use of electronic passwords, biometric identification, including optic scanning or fingerprint, 
or other coded identification. 

(4) The clinic or group practice shall employ a process of filling and stocking the system with 
drugs. The stocking or restocking of a drug shall only be completed by a pharmacist, prescriber, 
or personnel designated by the pharmacist or prescriber, or a licensed health care professional 
and all of the following shall apply: 

(5) All of the following shall apply to the automated drug delivery system: 

(A) The cartridges or containers to be stocked or restocked shall be provided in unit of use 
packaging by a licensed wholesale drug distributor or repackaged by the pharmacy or prescriber 
in compliance with state and federal law. The licensed wholesale drug distributor shall have a 
method of receiving and disposing of rejected, expired, or unused medications consistent with 
state or federal law. 

(B) The individual cartridge or container shall be transported to the dispensing site in a secure, 
tamper-evident package. 

(C) The system shall use a bar code verification, electronic verification, weight verification, 
radio frequency identification, or similar process to ensure that the cartridge or container is 
accurately stocked or restocked into the automated system. The system shall provide for alerts to 
the responsible pharmacist or prescriber if a cartridge or container is not recorded in the 
automated system. 

(D) The pharmacist or prescriber responsible for the dispensed drug shall be responsible if the 
cartridge or container is stocked or restocked incorrectly by the health care personnel designated 
to load the cartridges or containers. 
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(5) The system shall maintain an electronic or hard copy record of medication filled into the 
system, including the product identification, lot number, and expiration date. 

(6) The system shall maintain a readily retrievable electronic record to identify all pharmacists, 
registered pharmacy technicians, prescribers, and all other personnel involved in the dispensing 
of a drug. 

(7) The system shall be able to comply with product recalls generated by any manufacturer or 
distributor and shall have a process in place to isolate affected lot numbers. 

(8) The system shall report to the Controlled Substance Utilization Review and Evaluation 
System (CURES) as required by law for the dispensing of controlled substances. 

(9) The record of transactions conducted through the automated drug delivery system shall be 
available to authorized agents of the board. The record of transactions shall, only to the 
extent authorized or permitted by state or federal law, include the following: 

(A) Name of the patient. 

(B) Name, strength, and dosage form of the drug product dispensed. 

(C) Quantity of drug dispensed. 

(D) Date and time of dispensing. 

(E) Prescription number or other unique serial number assigned to the transaction. 

(F) Name of prescriber. 

(G) Identity of the pharmacist who approved the prescription, or of the prescriber. 

(H) Identity of the person to whom the drug was released. 

(9) (10) The record of transactions described in paragraph (9) shall be available to authorized 
agents of the board, as authorized by civil code section 56.10.  All patient health information 
shall be protected pursuant to the Confidentiality of Medical Information Act (56.10 et. seq.) 
and the federal Health Insurance Portability and Accountability act of 1996 (Public Law 104-
91). Individual physicians shall have access to records of transactions pertaining to patients 
of the clinic or group practice, consistent with these acts. 

(11) Unless the prescriber provides consultation pursuant to regulations adopted by the board 
pursuant to Section 4005, the system shall provide patients with telephonic access to consultation 
by a California-licensed pharmacist. 
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(10) (12) In the case of dangerous drugs that require reconstitution, the prescriber or his or her 
designee shall reconstitute the medication for the patient. 

(13) Physician-operated automated drug delivery systems shall not be used for purposes of 
refill dispensing. 

(14) The dispensing of controlled substances from a physician-operated automated drug 
delivery system shall be limited to a four-day supply. 

(j) The board is authorized to adopt regulations authorizing the use of an automated drug 
delivery system that delivers dispensed medications directly to a patient. The regulations shall be 
based, in part, upon the board’s assessment of the safety of the systems. 

SEC. 4. No reimbursement is required by this act pursuant to Section 6 of Article XIIIB of the 
California Constitution because the only costs that may be incurred by a local agency or school 
district will be incurred because this act creates a new crime or infraction, eliminates a crime or 
infraction, or changes the penalty for a crime or infraction, within the meaning of Section 17556 
of the Government Code, or changes the definition of a crime within the meaning of Section 6 of 
Article XIIIB of the California Constitution. 
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BILL ANALYSIS 

Bill Number: SB 493 

Introduced 2/21/13 

Last Amend: 4/1/13 5/28/13 

Author: Senator Hernandez 

Topic: Pharmacy Practice 

Position: Support (4/24/13) 

Current Bill Status: 8/6/13 – Hearing in A - Business, Professions and Consumer Protection 

Affected Sections:    Section 733 Business and Professions Code (BPC) 
Amend Sections 4050, 4051, 4052, 4052.3, and 4060 BPC 
Add Sections 4016.5, 4052.6, 4052.8, 4052.9, 4210 and 4233 BPC 

RECENT AMENDMENTS: 
The May 28 amendments include: 
 A requirement that, prior to furnishing a smoking cessation drug to a patient, the 

pharmacist shall consult with the patient’s primary care provider. 
 A requirement that the board, by regulation, set the fee for the issuance and renewal of the 

advanced practice pharmacist, and that the fee shall not exceed $300. 

SUMMARY (Excerpt from SB 493 Fact Sheet): 
SB 493 will establish “advanced practice pharmacist” recognition, allowing such 
pharmacists to perform physical assessments; order and interpret medication‐related 
tests; refer patients to other providers; initiate, adjust, and discontinue medications under 
physician protocol or as part of an integrated system such as an ACO; and participate in the 
evaluation and management of health conditions in collaboration with other providers. 
This will align California law more consistently with federal programs such as the 
Department of Defense, the Veterans Administration, and Indian Health Service, where 
pharmacists have been practicing in this collaborative way for over 40 years. 

EXISTING LAW: 

Article 3 of the Business and Professions Code (commencing with Section 4050) provides for 

the scope of practice, and exemptions, for a pharmacist licensed by the board. 


THIS BILL WILL:   

Amend Section 733 BPC to clarify the reference to Section 4052.3 (emergency contraception 

and self-administered hormonal contraceptives).
 

Add Section 4016.5 to define “Advanced practice pharmacist.” 


Amend Section 4050 BPC to declare that pharmacists are health care providers who have the 

authority to provide health care services.
 



 
 
 

 

 

 

  

  

 

 

 

 

  

 

 

 

 

  

 
 

 

 

 
 

 

 

SB 493 (Hernandez) As Amended 5/28/13 Page 2 of 3 

Amend Section 4052 BPC to 

 Allow a pharmacist to administer drugs and biological products ordered by a prescriber (not 
limited to orally or topically). 

 Perform procedures as specified in Section 4052.6 (functions of an Advanced Practice 
Pharmacist) 

 Provide consultation, training and education to patients, as specified 

 Allow a pharmacist to participate in multidisciplinary review of patient progress, including 
appropriate access to medical records 

 Furnish emergency contraception and self-administered hormonal contraceptives as 
authorized by Section 4052.3 

 Furnish prescription smoking-cessation drugs and devices, as authorized by Section 4052.9 

 Furnish prescription medications not requiring a diagnosis that are recommended by the 
federal Centers for Disease Control and Prevention for individuals traveling outside of the 
US. 

 Order and interpret tests for the purpose of monitoring and managing the efficacy and 
toxicity of drug therapies 

Amend Section 4052.3 BPC to specify standardized procedures or protocols by which a 
pharmacist may furnish self-administered hormonal contraceptives, as specified. 

Add Section 4052.6 BPC which would establish an “Advanced Practice Pharmacist” and 
specify the functions that may be performed by a pharmacist with such a designation. (See 
related Section 4210) 

Add Section 4052.8 BPC to authorize a pharmacist to initiate and administer immunizations, as 
specified, and to also initiate and administer epinephrine or diphenhydramine by injection as 
needed for the treatment of a severe allergic reaction. 

Add Section 4052.9 BPC to authorize a pharmacist to furnish prescription smoking-cessation 
drugs and devices, and provide smoking-cessation services if specified criteria are met. 

Amend Sections 4051 and 4060 BPC to make conforming changes to provide consistency of 
the section with the provisions of the bill. 

Add Section 4210 BPC to specify requirements for board recognition (licensure) of an 
advanced practice pharmacist, to include: 

 Hold an active license that is in good standing 

 Satisfy specified criteria (post-graduate residency; certification in a relevant area of practice; 
managed patients under a collaborative practice agreement or protocol – as specified) 

 File an application with the board 

 Pay an applicable fee to the board 

 Specify that the advanced practice pharmacist recognition shall be valid for a 2-year period, 
conterminous with the holder’s license to practice pharmacy. 

Add Section 4233 BPC to specify that in addition to the 30 hours of continuing education 
required for the renewal of a pharmacist license, to also require the completion of 10 additional 
hours for a pharmacist recognized as an advanced practice pharmacist. 



 
 
 

 

 

 

 

 

   

   

   

   

   

  

   

  

 
   

  

  

 
  

 

  

  

 

 

 

SB 493 (Hernandez) As Amended 5/28/13 Page 3 of 3 

FISCAL IMPACT ON THE BOARD:  

SB 493 would result in a fiscal impact to the board to implement a new license category for an 
“Advanced Practice Pharmacist.”   

Also, as reflected in the May 28 amendment, the board will be required to promulgate 
regulations to establish the fee for licensure and renewal of the Advanced Practice Pharmacist.  

History 

Date Action 

06/10/2013 June 10 Referred to Com. on B.,P. & C.P.
 

05/30/2013 May 30 In Assembly. Read first time. Held at Desk.
 

05/29/2013 May 29 Read third time. Passed. (Ayes 34. Noes 4. Page 1167.) Ordered to the Assembly.
 

05/28/2013 May 28 Read second time and amended. Ordered to third reading.
 

05/24/2013 May 24 From committee: Do pass as amended. (Ayes 7. Noes 0. Page 1015.) (May 23).
 

05/17/2013 May 17 Set for hearing May 23.
 

05/13/2013 May 13 Placed on APPR. suspense file. 


05/03/2013 May 3 Set for hearing May 13.
 

Apr. 30 From committee: Do pass and re-refer to Com. on APPR. (Ayes 9. Noes 0. Page 734.) (April 29). Re-
04/30/2013 

referred to Com. on APPR. 

04/25/2013 Apr. 25 Set for hearing April 29. 

Apr. 24 From committee with author's amendments. Read second time and amended. Re-referred to Com. on B., P. 
04/24/2013 

& E.D. 

04/23/2013 Apr. 23 Set for hearing April 29. 

04/22/2013 Apr. 22 Hearing postponed by committee. 



 

 

 

 
    

   

 
 

 
  

   
 

   

 
  

   
    

 
     

   
 

        

 

      
 

    

      

 
 

Today's Law As Amended Page 1 of 6 

SB-493 Pharmacy practice. (2013-2014) 

SECTION 1. Section 733 of the Business and Professions Code is amended to read: 

733. (a) No A  licentiate shall not obstruct a patient in obtaining a prescription drug or device that has been 
legally prescribed or ordered for that patient. A violation of this section constitutes unprofessional conduct by 
the licentiate and shall subject the licentiate to disciplinary or administrative action by his or her licensing 
agency. 

(b) Notwithstanding any other provision of law, a licentiate shall dispense drugs and devices, as described in 
subdivision (a) of Section 4024, pursuant to a lawful order or prescription unless one of the following 
circumstances exists: 

(1) Based solely on the licentiate’s professional training and judgment, dispensing pursuant to the order or the 
prescription is contrary to law, or the licentiate determines that the prescribed drug or device would cause a 
harmful drug interaction or would otherwise adversely affect the patient’s medical condition. 

(2) The prescription drug or device is not in stock. If an order, other than an order described in Section 4019, 
or prescription cannot be dispensed because the drug or device is not in stock, the licentiate shall take one of 
the following actions: 

(A) Immediately notify the patient and arrange for the drug or device to be delivered to the site or directly to 
the patient in a timely manner. 

(B) Promptly transfer the prescription to another pharmacy known to stock the prescription drug or device that 
is near enough to the site from which the prescription or order is transferred, to ensure the patient has timely 
access to the drug or device. 

(C) Return the prescription to the patient and refer the patient. The licentiate shall make a reasonable effort to 
refer the patient to a pharmacy that stocks the prescription drug or device that is near enough to the referring 
site to ensure that the patient has timely access to the drug or device. 

(3) The licentiate refuses on ethical, moral, or religious grounds to dispense a drug or device pursuant to an 
order or prescription. A licentiate may decline to dispense a prescription drug or device on this basis only if the 
licentiate has previously notified his or her employer, in writing, of the drug or class of drugs to which he or she 
objects, and the licentiate’s employer can, without creating undue hardship, provide a reasonable 
accommodation of the licentiate’s objection. The licentiate’s employer shall establish protocols that ensure that 
the patient has timely access to the prescribed drug or device despite the licentiate’s refusal to dispense the 
prescription or order. For purposes of this section, “reasonable accommodation” and “undue hardship” shall 
have the same meaning as applied to those terms pursuant to subdivision (l) of Section 12940 of the 
Government Code. 

(c) For the purposes of this section, “prescription drug or device” has the same meaning as the definition in 
Section 4022. 

(d) The provisions of this section shall apply to the drug therapy This section applies to emergency 
contraception drug therapy and self-administered hormonal contraceptives  described in Section 4052.3. 

(e) This section imposes no duty on a licentiate to dispense a drug or device pursuant to a prescription or order 
without payment for the drug or device, including payment directly by the patient or through a third-party 
payer accepted by the licentiate or payment of any required copayment by the patient. 

(f) The notice to consumers required by Section 4122 shall include a statement that describes patients’ rights 
relative to the requirements of this section. 

SEC. 2. Section 4016.5 is added to the Business and Professions Code, to read: 
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Today's Law As Amended Page 2 of 6 

4016.5. “Advanced practice pharmacist” means a licensed pharmacist who has been recognized as an advanced 
practice pharmacist by the board, pursuant to Section 4210. A board-recognized advanced practice pharmacist 
is entitled to practice advanced practice pharmacy, as described in Section 4052.6, within or outside of a 
licensed pharmacy as authorized by this chapter. 

SEC. 3. Section 4050 of the Business and Professions Code is amended to read: 

4050. (a) In recognition of and consistent with the decisions of the appellate courts of this state, the Legislature 
hereby declares the practice of pharmacy to be a profession. 

(b) Pharmacy practice is a dynamic dynamic,  patient-oriented health service that applies a scientific body of 
knowledge to improve and promote patient health by means of appropriate drug use, drug-related therapy, and 
communication for clinical and consultative purposes. Pharmacy practice is continually evolving to include more 
sophisticated and comprehensive patient care activities. 

(c) The Legislature further declares that pharmacists are health care providers who have the authority to 
provide health care services. 

SEC. 4. Section 4051 of the Business and Professions Code is amended to read: 

4051. (a) Except as otherwise provided in this chapter, it is unlawful for any person to manufacture, compound, 
furnish, sell, or dispense any a  dangerous drug or dangerous device, or to dispense or compound any a 
prescription pursuant to Section 4040 of a prescriber unless he or she is a pharmacist under this chapter. 

(b) Notwithstanding any other law, a pharmacist may authorize the initiation of a prescription, pursuant to 
Section 4052.1, 4052.2, 4052.3, or 4052.3, 4052.6,  and otherwise provide clinical advice or information or 
patient consultation advice, services, information, or patient consultation, as set forth in this chapter,  if all of 
the following conditions are met: 

(1) The clinical advice or information advice, services, information,  or patient consultation is provided to a 
health care professional or to a patient. 

(2) The pharmacist has access to prescription, patient profile, or other relevant medical information for 
purposes of patient and clinical consultation and advice. 

(3) Access to the information described in paragraph (2) is secure from unauthorized access and use. 

SEC. 5. Section 4052 of the Business and Professions Code is amended to read: 

4052. (a) Notwithstanding any other provision of  law, a pharmacist may: 

(1) Furnish a reasonable quantity of compounded drug product to a prescriber for office use by the prescriber. 

(2) Transmit a valid prescription to another pharmacist. 

(3) Administer, orally or topically, drugs and biologicals pursuant to a prescriber’s order. Administer drugs and 
biological products that have been ordered by a prescriber. 

(4) Perform procedures or functions in a licensed health care facility as authorized by Section 4052.1. 

(5) Perform procedures or functions as part of the care provided by a health care facility, a licensed home 
health agency, a licensed clinic in which there is a physician oversight, a provider who contracts with a licensed 
health care service plan with regard to the care or services provided to the enrollees of that health care service 
plan, or a physician, as authorized by Section 4052.2. 

(6) Perform procedures or functions as authorized by Section 4052.6. 

(6) (7) Manufacture, measure, fit to the patient, or sell and repair dangerous devices devices,  or furnish 
instructions to the patient or the patient’s representative concerning the use of those devices. 

(8) Provide consultation, training, and education to patients about drug therapy, disease management, and 
disease prevention. 

(7) (9)  Provide consultation to patients and professional information, including clinical or pharmacological 
information, advice, or consultation to other health care professionals. professionals, and participate in 
multidisciplinary review of patient progress, including appropriate access to medical records. 

http://leginfo.legislature.ca.gov/faces/billNavClient.xhtml 7/26/2013 

http://leginfo.legislature.ca.gov/faces/billNavClient.xhtml


      

 

 

 

     
  

       

 
  

 
  

   
     

  
 

 
  

  

        

    

   
    

    
   

       
    

 

      

      
  

   

    
   

Today's Law As Amended Page 3 of 6 

(10) Furnish the following medications: 

(8) (A) Furnish emergency Emergency contraception drug therapy and self-administered hormonal 
contraceptives,  as authorized by Section 4052.3. 

(B) Prescription smoking cessation drugs and devices, as authorized by Section 4052.9. 

(C) Prescription 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. 

(9) (11)  Administer immunizations pursuant to a protocol with a prescriber. 

(12) Order and interpret tests for the purpose of monitoring and managing the efficacy and toxicity of drug 
therapies. 

(b) A pharmacist who is authorized to issue an order to initiate or adjust a controlled substance therapy 
pursuant to this section shall personally register with the federal Drug Enforcement Administration. 

(c) Nothing in this section shall This section does not  affect the applicable  requirements of existing law 
relating to maintaining the confidentiality of medical records. either of the following: 

(1) Maintaining the confidentiality of medical records. 

(d) (2) Nothing in this section shall affect the requirements of existing law relating to the The licensing of a 
health care facility. 

SEC. 6. Section 4052.3 of the Business and Professions Code is amended to read: 

4052.3. (a) (1) Notwithstanding any other law, a pharmacist may furnish self-administered hormonal 
contraceptives in accordance with standardized procedures or protocols developed and approved by both the 
board and the Medical Board of California in consultation with the American Congress of Obstetricians and 
Gynecologists, the California Pharmacists Association, and other appropriate entities. The standardized 
procedure or protocol shall require that the patient use a self-screening tool, based on the United States Medical 
Eligibility Criteria (USMEC) for Contraceptive Use developed by the federal Centers for Disease Control and 
Prevention, and that the pharmacist refer the patient to the patient’s primary care provider or, if the patient 
does not have a primary care provider, to nearby clinics. 

(2) The board and the Medical Board of California are both authorized to ensure compliance with this 
subdivision, and each board is specifically charged with the enforcement of this subdivision with respect to its 
respective licensees. This subdivision does not expand the authority of a pharmacist to prescribe any 
prescription medication. 

(a) (b) (1) Notwithstanding any other provision of law, a pharmacist may furnish emergency contraception 
drug therapy in accordance with either of the following: 

(1) (A) Standardized procedures or protocols developed by the pharmacist and an authorized prescriber who is 
acting within his or her scope of practice. 

(2) (B)  Standardized procedures or protocols developed and approved by both the board and the Medical Board 
of California in consultation with the American College Congress  of Obstetricians and Gynecologists, the 
California Pharmacist Pharmacists  Association, and other appropriate entities. Both the The  board and the 
Medical Board of California shall have authority are both authorized to ensure compliance with this clause, and 
both boards are each board is specifically charged with the enforcement of this provision with respect to their 
respective licensees. Nothing in this clause shall be construed to its respective licensees. This subdivision does 
not expand the authority of a pharmacist to prescribe any prescription medication. 

(b) (2) Prior to performing a procedure authorized under this paragraph, subdivision,  a pharmacist shall 
complete a training program on emergency contraception that consists of at least one hour of approved 
continuing education on emergency contraception drug therapy. 

(c) (3) A pharmacist, pharmacist’s employer, or pharmacist’s agent may shall  not directly charge a patient a 
separate consultation fee for emergency contraception drug therapy services initiated pursuant to this 
paragraph, subdivision,  but may charge an administrative fee not to exceed ten dollars ($10) above the retail 
cost of the drug. Upon an oral, telephonic, electronic, or written request from a patient or customer, a 
pharmacist or pharmacist’s employee shall disclose the total retail price that a consumer would pay for 
emergency contraception drug therapy. As used in this subparagraph, paragraph,  total retail price includes 
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Today's Law As Amended Page 4 of 6 

providing the consumer with specific information regarding the price of the emergency contraception drugs and 
the price of the administrative fee charged. This limitation is not intended to interfere with other contractually 
agreed-upon terms between a pharmacist, a pharmacist’s employer, or a pharmacist’s agent, and a health care 
service plan or insurer. Patients who are insured or covered and receive a pharmacy benefit that covers the cost 
of emergency contraception shall not be required to pay an administrative fee. These patients shall be required 
to pay copayments pursuant to the terms and conditions of their coverage. The provisions of this subparagraph 
shall cease to be operative This paragraph shall become inoperative for dedicated emergency contraception 
drugs when if  these drugs are reclassified as over-the-counter products by the federal Food and Drug 
Administration. 

(d) (4)  A pharmacist may shall  not require a patient to provide individually identifiable medical information 
that is not specified in Section 1707.1 of Title 16 of the California Code of Regulations before initiating 
emergency contraception drug therapy pursuant to this section. subdivision. 

(e) (c) For each emergency contraception drug therapy or self-administered hormonal contraception  initiated 
pursuant to this section, the pharmacist shall provide the recipient of the emergency contraception drugs drug 
with a standardized factsheet that includes, but is not limited to, the indications and contraindications  for use 

of the drug, the appropriate method for using the drug, the need for medical followup, and other appropriate 
information. The board shall develop this form in consultation with the State Department of Public Health, the 
American College Congress  of Obstetricians and Gynecologists, the California Pharmacists Association, and 
other health care organizations. The provisions of this section do This section does not preclude the use of 
existing publications developed by nationally recognized medical organizations. 

SEC. 7. Section 4052.6 is added to the Business and Professions Code, to read: 

4052.6. (a) A pharmacist recognized by the board as an advanced practice pharmacist may do all of the 
following: 

(1) Perform patient assessments. 

(2) Order and interpret drug therapy-related tests. 

(3) Refer patients to other health care providers. 

(4) Participate in the evaluation and management of diseases and health conditions in collaboration with other 
health care providers. 

(5) Initiate, adjust, or discontinue drug therapy in the manner specified in paragraph (4) of subdivision (a) of 
Section 4052.2. 

(b) A pharmacist who adjusts or discontinues drug therapy shall promptly transmit written notification to the 
patient’s diagnosing prescriber or enter the appropriate information in a patient record system shared with the 
prescriber. A pharmacist who initiates drug therapy shall promptly transmit written notification to, or enter the 
appropriate information into, a patient record system shared with the patient’s primary care provider or 
diagnosing provider, as appropriate. 

(c) This section shall not interfere with a physician’s order to dispense a prescription drug as written, or other 
order of similar meaning. 

(d) Prior to initiating or adjusting a controlled substance therapy pursuant to this section, a pharmacist shall 
personally register with the federal Drug Enforcement Administration. 

SEC. 8. Section 4052.8 is added to the Business and Professions Code, to read: 

4052.8. (a) In addition to the authority provided in paragraph (9) of subdivision (a) of Section 4052, a 
pharmacist may independently initiate and administer vaccines listed on the routine immunization schedules 
recommended by the federal Advisory Committee on Immunization Practices (ACIP), in compliance with 
individual ACIP vaccine recommendations, and published by the federal Centers for Disease Control and 
Prevention (CDC) for persons three years of age and older. 

(b) In order to initiate and administer an immunization described in subdivision (a), a pharmacist shall do all of 
the following: 

(1) Complete an immunization training program endorsed by the CDC or the Accreditation Council for Pharmacy 
Education that, at a minimum, includes hands-on injection technique, clinical evaluation of indications and 

http://leginfo.legislature.ca.gov/faces/billNavClient.xhtml 7/26/2013 

http://leginfo.legislature.ca.gov/faces/billNavClient.xhtml


   

  

   
    

 
 

   

 

 
 

  

  
 

 
      

    

 
     

      
 

    

     
 

 
 

  

  
 

  

  

Today's Law As Amended Page 5 of 6 

contraindications of vaccines, and the recognition and treatment of emergency reactions to vaccines, and shall 
maintain that training. 

(2) Be certified in basic life support. 

(3) Comply with all state and federal recordkeeping and reporting requirements, including providing 
documentation to the patient’s primary care provider and entering information in the appropriate immunization 
registry designated by the immunization branch of the State Department of Public Health. 

(c) A pharmacist administering immunizations pursuant to this section, or paragraph (9) of subdivision (a) of 
Section 4052, may also initiate and administer epinephrine or diphenhydramine by injection for the treatment 
of a severe allergic reaction. 

SEC. 9. Section 4052.9 is added to the Business and Professions Code, to read: 

4052.9. A pharmacist may furnish prescription smoking cessation drugs and devices, and provide smoking 
cessation services if all of the following conditions are met: 

(a) The pharmacist maintains records of all prescription drugs and devices furnished for a period of at least 
three years for purposes of notifying other health care providers and monitoring the patient. 

(b) The pharmacist notifies the patient’s primary care provider of any drugs or devices furnished to the patient. 
If the patient does not have a primary care provider, the pharmacist provides the patient with a written record 
of the drugs or devices furnished and advises the patient to consult a physician of the patient’s choice. 

(c) The pharmacist is certified in smoking cessation therapy by an organization recognized by the board. 

(d) The pharmacist completes one hour of continuing education focused on smoking cessation therapy 
biennially. 

(e) The pharmacist shall consult with the patient’s primary care provider before furnishing a smoking cessation 
drug to the patient that may produce serious neuropsychiatric events. 

SEC. 10. Section 4060 of the Business and Professions Code is amended to read: 

4060. No A  person shall not possess any controlled substance, except that furnished to a person upon the 
prescription of a physician, dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to 
Section 3640.7, or furnished pursuant to a drug order issued by a certified nurse-midwife pursuant to Section 
2746.51, a nurse practitioner pursuant to Section 2836.1, a physician assistant pursuant to Section 3502.1, a 
naturopathic doctor pursuant to Section 3640.5, or a pharmacist pursuant to either  Section 4052.1 4052.1, 
4052.2, or 4052.2. 4052.6. This section shall does  not apply to the possession of any controlled substance by 
a manufacturer, wholesaler, pharmacy, pharmacist, physician, podiatrist, dentist, optometrist, veterinarian, 
naturopathic doctor, certified nurse-midwife, nurse practitioner, or physician assistant, when if in stock in 
containers correctly labeled with the name and address of the supplier or producer. 

Nothing in this section authorizes This section does not authorize a certified nurse-midwife, a nurse 
practitioner, a physician assistant, or a naturopathic doctor, to order his or her own stock of dangerous drugs 
and devices. 

SEC. 11. Section 4210 is added to the Business and Professions Code, to read: 

4210. (a) A person who seeks recognition as an advanced practice pharmacist shall meet all of the following 
requirements: 

(1) Hold an active license to practice pharmacy issued pursuant to this chapter that is in good standing. 

(2) Satisfy any two of the following criteria: 

(A) Earn certification in a relevant area of practice, including, but not limited to, ambulatory care, critical care, 
nuclear pharmacy, nutrition support pharmacy, oncology pharmacy, pediatric pharmacy, pharmacotherapy, or 
psychiatric pharmacy, from an organization recognized by the Accreditation Council for Pharmacy Education or 
another entity recognized by the board. 

(B) Complete a one-year postgraduate residency through an accredited postgraduate institution where at least 
50 percent of the experience includes the provision of direct patient care services with interdisciplinary teams. 
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Today's Law As Amended Page 6 of 6 

(C) Have actively managed patients for at least one year under a collaborative practice agreement or protocol 
with a physician, advanced practice pharmacist, pharmacist practicing collaborative drug therapy management, 
or health system. 

(3) File an application with the board for recognition as an advanced practice pharmacist. 

(4) Pay the applicable fee to the board. 

(b) An advanced practice pharmacist recognition issued pursuant to this section shall be valid for two years, 
coterminous with the certificate holder’s license to practice pharmacy. 

(c) The board shall adopt regulations establishing the means of documenting completion of the requirements in 
this section. 

(d) The board shall, by regulation, set the fee for the issuance and renewal of advanced practice pharmacist 
recognition at the reasonable cost of regulating advanced practice pharmacists pursuant to this chapter. The fee 
shall not exceed three hundred dollars ($300). 

SEC. 12. Section 4233 is added to the Business and Professions Code, to read: 

4233. A pharmacist who is recognized as an advanced practice pharmacist shall complete 10 hours of continuing 
education each renewal cycle in addition to the requirements of Section 4231. The subject matter shall be in 
one or more areas of practice relevant to the pharmacist’s clinical practice. 

SEC. 13. No reimbursement is required by this act pursuant to Section 6 of Article XIIIB of the California 
Constitution because the only costs that may be incurred by a local agency or school district will be incurred 
because this act creates a new crime or infraction, eliminates a crime or infraction, or changes the penalty for a 
crime or infraction, within the meaning of Section 17556 of the Government Code, or changes the definition of a 
crime within the meaning of Section 6 of Article XIIIB of the California Constitution. 
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July 19, 2013 

The Honorable Ed Hernandez 

State Capitol, Room 2080 

Sacramento, California 95814 

RE: SB 493 (Hernandez)
 
CMA Position: Neutral as proposed to be amended
 

Dear Senator Hernandez: 

The California Medical Association (CMA), representing more than 37,000 physician members, has 

moved from and oppose to a neutral position on SB 493 (Hernandez) which, as introduced, would have 

expanded the scope of practice for pharmacists to include administering drugs and biological products 

that have been ordered by a prescriber and expanded other functions pharmacists are authorized to 

perform.  These functions include, among other things, the furnishing of specified drugs including 

prescription smoking-cessation drugs; ordering and interpreting tests for the purpose of monitoring and 

managing the efficacy and toxicity of drug therapies, and to independently initiate and administer routine 

vaccinations. The introduced version of the bill also specified additional functions that may be performed 

by an advanced practice pharmacist, including performing physical assessments, and certain other 

functions. 

The California Medical Association thanks you for your thoughtful consideration and acceptance of 

numerous amendments that ultimately resulted in a bill that has the potential to improve access to 

vaccines for children and access to nicotine based smoking cessation products for adults seeking to end 

their addiction to tobacco products. 

The bill as proposed to be amended also enables pharmacists, with the appropriate education and training, 

to attain an Advance Practice Pharmacist designation. This will help improve the communication and 

coordination between the patient, their physician and their pharmacists. 

If you have any questions, I can be reached at (916) 444-5532 or jthomas@cmanet.org 

Sincerely, 

Juan Thomas, 

Associate Director 

Center for Governmental Relations, California Medical Association 

Cc: Assemblywoman Susan Bonilla, Chair, Assembly Business, Professions and Consumer Protection Committee 

Members of Assembly Business, Professions and Consumer Protection Committee 

Sarah Huchel, Consultant, Assembly Business, Professions and Consumer Protectio n Committee 

Ted Blanchard, Assembly Republican Caucus 

mailto:jthomas@cmanet.org


                                                                                                                                                              
 
 
 
 

 

   

 

 

 

 

 

 
 
 

 
 

July 25, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels  

Dear Ms. Herold: 

On behalf of Center for the Pacific Asian Family (CPAF), I write to express our support for the 
use of translated prescription drug labels. We thank the Board of Pharmacy for efforts to 
promote language assistance for Limited English Proficient (LEP) patients, including requiring 
pharmacies to provide interpretation services. However, LEP patients still experience difficulty 
adhering to their prescribed medications due to the lack of translated prescription drug labels. 
Therefore, we strongly urge the Board to require pharmacies to use the standardized directions 
for use that have been translated into non-English languages provided on the Board’s website.  

Center for the Pacific Asian Family (CPAF) was founded to help address domestic violence 
and sexual assault in the Asian and Pacific Islander communities. Our mission is to build 
healthy and safe communities by addressing the root causes and the consequences of family 
violence and violence against women. 

More than 40 percent of Californians speak a language other than English at home. LEP 
patients are more than twice as likely as English speaking patients to have difficulty 
understanding their medications. The results include an increased risk of adverse drug reactions 
or non-compliance with drug regimens. Providing translated prescription labels can help to 
avoid hospitalizations and improve quality of care by ensuing LEP patients understand their 
medication.  

As California moves forward with the implementation of the Affordable Care Act (ACA), over 
1.5 million individuals who speak English less than very well will be eligible for coverage 
through Covered California or the expansion of Medi-Cal. Now is the time for pharmacies to 
begin providing translated prescription labels. 

Sincerely, 

Debra Suh 
Executive Director  
cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

mailto:Virginia.Herold@dca.ca.gov


Cal-Islanders Humanitarian Association 

July 26, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Via Email: Virginia.Herold@dca.ca.gov 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of Cal-Islanders Humanitarian Association, I write to express our support for the use of 
translated prescription drug labels. We thank the Board of Pharmacy for efforts to promote 
language assistance for Limited English Proficient (LEP) patients, including requiring 
pharmacies to provide interpretation services. However, LEP p~tients still experience difficulty 
adhering to their prescribed medications due to the lack of translated prescription drug labels. 
Therefore, we strongly urge the Board to require pharmacies to use the standardized directions 
for use that have been translated into non-English languages provided on the Board's website. 

Cal-Islanders Humanitarian Association was established in 1994 as a 501 c (3) community based 
organization, CIHA mission is to provide assistance and resources to medical referral in 
Southern California. We also increase awareness and education on health issues to our Pacific 

· Islanders community. 

More than 40 percent of Californians speak a language other than English at home. LEP patients 
are more than twice as likely as English speaking patients to have difficulty understanding their 
medications. The results include an increased risk of adverse drug reactions or non-compliance 
with drug regimens. Providing translated prescription labels can help to avoid hospitalizations 
and imp~ove quality of care by ensuing LEP patients understand their medication; · 

As California moves forward with the implementation of the Affordable Care Act (ACA), over 
1.5 million individuals who speak English less than very well will·be eligible for coverage 

through Covered California or the expansion ofMedi-Cal. Now is the time for pharmacies to 

begin providing translated prescription labels. 


~elyc:jf1
'W:~es ~ 
President 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

Cal-Islanders Humanitarian Association 
······~---··· ~-·----·..--.--.------.. ·---p:e;--Box1"51"2-Garaen Grove, CA 92azro 

Website: www.cal-islanders.org 

http:www.cal-islanders.org
mailto:Virginia.Herold@dca.ca.gov
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July 26, 2013 

Virginia Herold 

Executive Officer 

California State Board of Pharmacy 

1625 N. Market Blvd., Suite N219 

Sacramento, CA 95834 


Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of the American Cancer Society Cancer Action Network (ACS CAN) California, I 
write to express our support for the use of translated prescription drug labels. We thank the 
Board of Pharmacy for efforts to promote language assistance for Limited English Proficient 
(LEP) patients, including requiring pharmacies to provide interpretation services. LEP patients 
still experience difficulty adhering to their prescribed medications however, clue to the lack of 
translated prescription drug labels. We strongly urge the Board to require pharmacies to use the 
standardized directions for use that have been translated into non-English languages and are 
provided on the Board's website . 

ACS CAN advocates for a health care system that provides services in a humane, patient
friendly and culturally appropriate mmmer and where translation services are provided when 
language barriers exist. In this state, more than 40 percent of Californians speak a language 
other than English at home. As California moves forward with the implementation of the 
Affordable Care Act, over 1.5 million individuals who speak English less than very \:Veil will be 
eligible for coverage through Covered California or the expansion of Medi-Cal. 

Prescription drugs play a critical role in cancer treatment. For example, some anti-cancer 
medications can be taken orally. It is critical for patients to carefully adhere to dosage and 
timing instructions for taking oral chemotherapy. Prescription drugs are also used to help 
patients manage cancer pain. Clearly, in a state with such great diversity, having understandable 
and translated medication instructions is vital to cancer patients' health outcomes. 

Thank you for helping to provide LEP patients with medication information they can understand. 

Sincerely, 

~~0~ 
Vice President, Advocacy 

cc: Sarah de Guia, CPEHN, Fax: (916) 447-1292 

California Office 
980 9th Street, Suite 2200 • Sacramento, CA 95814-2742 

t) 916.448.0500 . f) 916.447 .6931 


http:acscan.org


 

 

 

 

 

 
 

 

 

 

 

 

    

 

 

 

 

 

  

 

 

 

 

 

 

 

   

 

 

 

  

 

 

  

 

  

 

                                                 
       

   

 

July 26, 2013 

Via Email: Virginia.Herold@dca.ca.gov 

Virginia Herold 

Executive Officer 

California State Board of Pharmacy 

1625 N. Market Blvd., Suite N219 

Sacramento, CA 95834 

Re: Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

Asian Americans Advancing Justice-Los Angeles, strongly supports SB 204 (Corbett), 

which requires pharmacies to use the standardized medication instructions that have been 

translated into non-English languages provided on the Board of Pharmacy’s website. 

Advancing Justice-Los Angeles is dedicated to providing the growing Asian American, 

Native Hawaiian and Pacific Islander (AANHPI) communities with multilingual and 

culturally sensitive legal services, education, leadership development, and public policy 

and advocacy support.  Its Health Access Project coordinates the Health Justice Network 

(HJN), a statewide collaborative comprised of over 30 community-based organization, 

health care providers, and small business groups.  HJN seeks to address the health care 

needs of the AANHPI communities, to ensure culturally and linguistically competent 

health care services to AANHPI patients, and to increase access to affordable, quality 

health care for AANHPIs through outreach, education, and advocacy. 

We thank the Board of Pharmacy (Board) for efforts to promote language assistance for limited 

English Proficient (LEP) patients, including requiring pharmacies to provide interpretation 

services. However, LEP patients still experience difficulty adhering to their prescribed 

medications due to the lack of translated prescription drug labels. Therefore, we strongly urge the 

Board to require pharmacies to use the standardized directions for use that have been translated 

into non-English languages provided on the Board’s website. 

AANHPIs are comprised of dozens of racially and linguistically distinct groups that face a 

myriad of health disparities.  For example, in 2010, almost 1.7 million Asian Americans in 

California were LEP.  Asian Americans are also the only racial group in California for whom 

cancer is the leading cause of death. Diabetes is the third-leading cause of death among 

Guamanian or Chamorro, Native Hawaiian, and Samoan Americans.
1 

1 
Asian American Center for Advancing Justice, A Community of Contrasts, Asian Americans, Native Hawaiians and Pacific 

Islanders in California, p.72, 2013, available at http://apalc.org/media-center/publications/community-contrasts-asian-americans-

native-hawaiians-and-pacific-islande-0 

1
 

http://apalc.org/media-center/publications/community-contrasts-asian-americans-native-hawaiians-and-pacific-islande-0
http://apalc.org/media-center/publications/community-contrasts-asian-americans-native-hawaiians-and-pacific-islande-0
mailto:Virginia.Herold@dca.ca.gov


 

 

 

 

 

 

             

               

               

               

              

             

             

 

    

 

   

   

  

 

    

  

   

  

 

               

               

                

               

           

               

               

                  

  

  

    

              

    

     

 

 

 

 

 

 
 

 

 

 

 

As California moves forward with the implementation of the Patient Protection and Affordable 

Care Act (ACA), millions of Californians will have increased access to health care coverage and 

prescription drug medications. Among them will be LEP patients who speak English less than very 

well. For example, over 1 million LEP patients will be eligible for coverage through Covered 

California and an additional 500,000 LEP patients will be eligible for coverage through the Medi-

Cal expansion. For prescription drug labels to meet the needs of California’s LEP patients, 

pharmacies must use the translated prescription drug instructions provided by the Board . 

Studies have shown that language barriers limit access to quality care at every level, from 

receiving an improper medical diagnosis to understanding how to take their prescription. Many 

AANHPIs lack access to medically trained interpreters and often have to rely on friends or  

family members, even their children. This could be disastrous and potentially fatal if AANHPI 

patients require medications for acute or chronic conditions and do not understand how to 

properly take their needed medications. For example, one 70-year-old monolingual Chinese-

speaking woman with diabetes and thyroid problems who lived alone often has to ask her friends 

at church to read the medication instructions on drug container because it was written in English.  

She did not know if she took her medications correctly because she could not remember the oral 

instructions provided by her doctor and pharmacist. 

Having advocated for a similar bill requiring the use of translated instructions on drug containers a 

few years ago while working at the National Health Law Program, I know that many concerns 

were raised at that time with the Board’s proposed and final regulations issued pursuant to SB 472, 

passed in 2007. As you know, SB 472, by the same author, created a standardized, patient-

centered, prescription drug label on all prescription medication dispensed to patients in California.  

Under that bill, the Board of Pharmacy promulgated regulations in 2010 that took into account the 

needs of LEP patients and created translated “directions for use” in 6 different languages on its 

website for pharmacists to use on January 1, 2011, but did not require their use. SB 204 will 

finally provide LEP patients with prescription drug instructions in a language that they 

understand by requiring pharmacies to use the standardized medication instructions that have 

been translated into non-English languages provided on the Board’s website. It will also ensure 

that uniform translations into different languages will now be used on the drug container label and 

will help LEP patients, such as the 70-year-old Chinese patient mentioned above.  It will not only 

reduce medical errors but also improve quality of care for LEP patients. 

Therefore, we strongly support SB 204 and urge you and the Board to require pharmacies to use 

the standardized directions for use that have been translated into non-English languages provided 

on the Board’s website. Please do not hesitate to contact me if you have any questions.  Thank 

you for your anticipated support. 

Sincerely, 

Doreena Wong, Esq. 

Project Director Health Access Project 

Asian Americans Advancing Justice-Los Angeles  

] 

Cc: Sarah de Guia, CPEHN, (916) 447-1292 
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NAPAfASA ∑ National Asian Pacific American Families Against Substance Abuse, Inc. 

340 E. Second Street, Suite 409, Los Angeles, CA 90012 ∑ (213) 625-5795 ∑ Fax: (213) 625-5796 ∑ www.napafasa.org 

July 26, 2013 

Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 

Via Email: Virginia.Herold@dca.ca.gov 

Re:  Support for Translated Prescription Drug Labels 

Dear Ms. Herold: 

On behalf of NAPAFASA, I write to express our support for the use of translated prescription drug labels. We 
thank the Board of Pharmacy for efforts to promote language assistance for Limited English Proficient (LEP) 
patients, including requiring pharmacies to provide interpretation services. But LEP patients still experience 
difficulty adhering to their prescribed medications due to the lack of translated prescription drug labels. 
Therefore, we strongly urge the Board to require pharmacies to use the standardized directions for use that have 
been translated into non-English languages provided on the Board’s website.  

NAPAFASA is a national organization that prevents and reduces substance use disorders and other addictions 
in Asian American, Native Hawaiian, and Pacific Islander communities through research, advocacy, education, 
and capacity building.  NAPAFASA focuses on parity of substance use disorder prevention, early intervention, 
and treatment in relation to primary care and on ensuring language access and cultural competency in the 
provision of behavioral health care services. 

More than 40 percent of Californians speak a language other than English at home. LEP patients are more than 
twice as likely as English speaking patients to have difficulty understanding their medications. The results 
include an increased risk of adverse drug reactions or non-compliance with drug regimens. Providing translated 
prescription labels can help to avoid hospitalizations and improve quality of care by ensuing LEP patients 
understand their medication.  

As California moves forward with the implementation of the Affordable Care Act (ACA), over 1.5 million 
individuals who speak English less than very well will be eligible for coverage through Covered California or 
the expansion of Medi-Cal. Now is the time for pharmacies to begin providing translated prescription labels.  

Sincerely, 

Myron Dean Quon, Esq. 
EXECUTIVE DIRECTOR 

mailto:Virginia.Herold@dca.ca.gov
http:www.napafasa.org



