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Subject: 	 Prescription Drop Boxes and Automated Self-Use Delivery Devices For 
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16 CCR 16, §1713 


. 	 .' 

 At this meeting the board is conducting a regulation hearing to establish requirements
for prescription drop boxes and automated self-use delivery devices for refill 
prescriptions; proposed amendment to repeal 16 CCR §1717(e) and to add 16 CCR 
§1713. The 45-day notice for the regulation hearing was published on February 24, 
2006. A copy of the original language is in Attachment A. 

The board received seven written comments on the proposed regulation. Upon review of 
the comments received, staff revised the proposed language to incorporate some of the 
recommended changes as well as those discussed at the April 19 Legislation and 
Regulation Committee meeting. The changes are technical in nature and will further 
clarify the meaning of "refill" prescription and the location of the device. A copy of the April 
19, 2006 revised language is in Attachment B. Additions to the regulation are marked in 
double underline and deletions are marked in double strikeout. 

Additional testimony will be taken during the hearing at the board meeting. Upon 
conclusion of the regulation hearing, the board will discuss the proposed regulation and 
determine what action you wish to take. 

The Legislation and Regulation Committee recommends that the board adopt the revised 
regulation language dated April 19,2006. Alternatively, the board may consider the 
revised draft with additional modifications as suggested during the regulation hearing. 

Any changes to the original regulation will require at least a 15-day notice. One thing to 
keep in mind when discussing whether or not to revise the regulation is, that the board has 
used similar language in the regulation to approve the waivers for the use of automated 
delivery devices. While the board has received comments on the regulation, there has 
been no demonstrated need, based on the actual use of the machines, to change the 
regulation. 

Attachment C contains copies of the written comments received by the board. 
Attachment D is the board's response to written comments. 



Attachment A 

Original Language 



Board of Pharmacy 

Specific Language 


Adopt Section 1713 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 

1713. Receipt and Delivery of Prescriptions and Prescription Medications. 

(a) Except as otherwise provided in this Division, no licensee shall participate in any 
arrangement or agreement, whereby prescriptions, or prescription medications, may be 
left at, picked up from, accepted by. or delivered to any place not licensed as a retail 
pharmacy.· . . . 

(b) A licensee may pick up prescriptions at the office or home of the prescriber or pick 
up or deliver prescriptions or prescription medications at the office of or a residence 
designated by the patient or at the hospital, institution, medical office or clinic at which 
the patient receives health care services. In addition, the Board may, in its sole 
discretion, waive application of subdivision (a) for good cause shown. 
(c) A patient or the patient's agent may deposit a prescription in a secure container that 
is at the same address as the licensed pharmacy premises. The pharmacy shall be 
responsible for the security and confidentiality of the prescriptions deposited in the 
container. 
(d) A pharmacy may use an automated delivery device to deliver refilled prescription 
medications provided: 

(1) Each patient using the device has chosen to use the device and signed a 
written consent form demonstrating his or her informed consent to do so. 
(2) A pharmacist has determined that each patient using the device meets 
inclusion criteria for use of the device established by the pharmacy prior to 
delivery of prescription mediation to that patient. 
(3) The device has a means to identify each patient and only release that 
patient's prescription medications. 
(4) The pharmacy does not use the device to deliver refill prescription 
medications to any patient if a pharmacist determines that such patient requires 
counseling as set forth in section 1707.2(a)(2). 
(5) The pharmacy provides a means for each patient to obtain an immediate 
telephone or in-person consultation with a pharmacist if requested by the 
patient. 
(6) The device is located adjacent to the licensed pharmacy counter. 
(7) The device is secure from access and removal by unauthorized individuals. 
(8) The pharmacy is responsible for the prescription medications stored in the 
device. 
(9) Any incident involving the device where a complaint, delivery error, or 
omission has occurred shall be reviewed as part of the pharmacy's quality 
assurance program mandated by Business and Professions Code section 
4125. 



(10) The pharmacy maintains written policies and procedures pertaining to the 
device as described in subdivision (e). 

(e) Any pharmacy making use of an automated delivery device as permitted by 
subdivision (d) shall maintain, and on an annual basis review, written policies and 
procedures providing for: 

(1) Maintaining the security of the automated delivery device and the dangerous 
drugs within the device. 
(2) Determining and applying inclusion criteria regarding which medications are 
appropriate for placement in the device and for which patients, including when 
consultation is needed. 
(3) Ensuring that patients are aware that consultation with a pharmacist is 
available for any prescription medication, including for those delivered via the 
automated delivery device. 
(4) Describing th.e assignment of responsibilities to, .and training of, pharmacy 
personnel regarding the maintenance and filling procedures forthe automated 
delivery device. 
(5) Orienting participating patients on use of the automated delivery device, 
notifying patients when expected prescription medications are not available in the 
device, and ensuring that patient use of the device does not interfere with 
delivery of prescription medications. 
(6)Ensuring the delivery of medications to patients in the event the device is 
disabled or malfunctions. 

(f) Written policies and procedures shall be maintained at least three years beyond the 
last use of an automated delivery device. 

Note: Authority cited: Sections 4005,4075, and 4114 Business and Professions Code. 
Reference: Sections 4005, 4052, 4116 and 4117 Business and Professions Code. 

Amend Section 1717 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 

1717. Pharmaceutical Pharmacy Practice. 

(a) No medication shall be dispensed on prescription except in a nevI container 'Nhich 

conforms with standards established in the official compendia. 

Notwithstanding the above, a pharmacist may dispense and refill a prescription for non

liquid oral products in a clean multiple-drug patient medication package (patient med 

pak), provided: 


(1) a patient med pak is reused only for the same patient; 
(2) no more than a one-month supply is dispensed at one time; and 
(3) each patient med pak bears an auxiliary label which reads, "store in a cool, dry 
place." 

(b) In addition to the requirements of Business and Professions Code Section 4040, the 
following information shall be maintained for each prescription on file and shall be 
readily retrievable: 



(1) The date dispensed, and the name or initials of the dispensing pharmacist. All 
prescriptions filled or refilled by an intern pharmacist must also be initialed by the 
supervising pharmacist preceptor before they are dispensed. 
(2) The brand name of the drug or device; or if a generic drug or device is 
dispensed, the distributor's name which appears on the commercial package label; 
and 
(3) If a prescription for a drug or device is refilled, a record of each refill, quantity 
dispensed, if different, and the initials or name of the dispensing pharmacist. 
(4) A new prescription must be created if there is a change in the drug, strength, 
prescriber or directions for use, unless a complete record of all such changes is 
otherwise maintained. 

(c) Promptly upon receipt of an orally transmitted prescription, the pharmacist shall 
reduce it to writing, and initial it, and identify it as an orally transmitted prescription. If the 
prescription is then dispensed by another pharmacist, the dispensing pharmacist shall 
also initial the prescription to identify him or herself. All orally transmitted prescriptions 
shall be received and transcribed by a pharmacist prior to compounding, filling, 
dispensing, or furnishing. 
Chart orders as defined in Section 4019 of the Business and Professions Code are not 
subject to the provisions of this subsection. 
(d) A pharmacist may furnish a drug or device pursuant to a written or oral order from a 
prescriber licensed in a State other than California in accordance with Business and 
Professions Code Section 4005. 
(e) No licensee shall participate in any arrangement or agreement, 'vA/hereby 
prescriptions, or prescription medications, may be left at, picked up from, accepted by, 
or delivered to any place not licensed as a retail pharmacy. 
However, a licensee may pick up prescriptions at the office or home of the prescriber or 
pick up or deliver prescriptions or prescription medications at the office of or a residence 
designated by the patient or at the hospital, institution, medical office or clinic at 'vA/hich 
the patient receives health care services. The Board may in its sale discretion waive 
this application of the regulation for good cause sho\Nn. 
-fB A pharmacist may transfer a prescription for Schedule III, IV or V controlled 
substances to another pharmacy for refill purposes in accordance with Title 21, Code of 
Federal Regulations, 1306.26. 
Prescriptions for other dangerous drugs which are not controlled substances may also 
be transferred by direct communication between pharmacists or by the receiving 
pharmacist's access to prescriptions or electronic files that have been created or verified 
by a pharmacist at the transferring pharmacy. The receiving pharmacist shall create a 
written prescription; identifying it as a transferred prescription; and record the date of 
transfer and the original prescription number. When a prescription transfer is 
accomplished via direct access by the receiving pharmacist, the receiving pharmacist 
shall notify the transferring pharmacy of the transfer. A pharmacist at the transferring 
pharmacy shall then assure that there is a record of the prescription as having been 
transferred, and the date of transfer. Each pharmacy shall maintain inventory 
accountability and pharmacist accountability and dispense in accordance with the 
provisions of Section 1716. Information maintained by each pharmacy shall at least 
include: 

(1) Identification of pharmacist(s) transferring information; 
(2) Name and identification code or address of the pharmacy from which the 

prescription was received or to which the prescription was transferred, as 

appropriate; 

(3) Original date and last dispensing date; 
(4) Number of refills and date originally authorized; 
(5) Number of refills remaining but not dispensed; 
(6) Number of refills transferred. 



~ ilLThe pharmacy must have written procedures that identify each individual 
pharmacist responsible for the filling of a prescription and a corresponding entry of 
information into an automated data processing system, or a manual record system, and 
the pharmacist shall create in his/her handwriting or through hand-initializing a record of 
such filling, not later than the beginning of the pharmacy's next operating day. Such 
record shall be maintained for at least three years. 

Note: Authority cited: Sections 4005, 4075 and 4114, Business and Professions Code. 
Reference: Sections 4005,4019,4027,4050,4051,4052,4075,4114,4116,4117 and 
4342, Business and Professions Code. 



Attachment B 

Revised Language 
April 19, 2006 



Board of Pharmacy 

Specific Language 


April 19, 2006 


Adopt Section 1713 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 

1713. Receipt and Delivery of Prescriptions and Prescription Medications. 

(a) Except as otherwise provided in this Division, no licensee shall participate in any 
arrangement or agreement, whereby prescriptions, or prescription medications, may be 
left at, picked up from, accepted by, or delivered to any place not licensed as a retail 
pharmacy. 
(b) A licensee may pick up prescriptions at the office or home of the prescriber or pick 
up or deliver prescriptions or prescription medications at the office of or a residence 
designated by the patient or at the hospital, institution, medical office or clinic at which 
the patient receives health care services. In addition, the Board may, in its sole 
discretion, waive application of subdivision (a) for good cause shown. 
(c) A patient or the patient's agent may deposit a prescription in a secure container that 
is at the same address as the licensed pharmacy premises. The pharmacy shall be 
responsible for the security and confidentiality of the prescriptions deposited in the 
container. 
(d) A pharmacy may use an automated delivery device to deliver previously dispensed 
Fofillod prescription medications provided: 

(1) Each patient using the device has chosen to use the device and signed a 
written consent form demonstrating his or her informed consent to do so. 
(2) A pharmacist has determined that each patient using the device meets 
inclusion criteria for use of the device established by the pharmacy prior to 
delivery of prescription medication FRodiati@R to that patient. 
(3) The device has a means to identify each patient and only release that 
patient's prescription medications. 
(4) The pharmacy does not use the device to deliver previously dispensed reHU 
prescription medications to any patient if a pharmacist determines that such 
patient requires counseling as set forth in section 1707.2(a)(2). 
(5) The pharmacy provides a means for each patient to request and obtain an 
tmmediate consultation with a pharmacist. either in-person or via telephone. +=Re 
f3haFFRa@y f3F@vidos a FROaRS reF oa@h f3atioRt t@ @l3taiR aR iFRFRodiato tolof3h@RO @F 
iR f30FS@R @@Rsblltati@R '1Jith a f3haFFRa@ist if FO€1blOStod 131' tho f3atioRt. 
(6) The device is located adjacent to the secure pharmacy areali@oRsod 
f3haFFRa@y @@blRtOF. 
(7) The device is secure from access and removal by unauthorized individuals. 
(8) The pharmacy is responsible for the prescription medications stored in the 
device. 
(9) Any incident involving the device where a complaint, delivery error, or 
omission has occurred shall be reviewed as part of the pharmacy's quality 
assurance program mandated by Business and Professions Code section 4125. 
(10) The pharmacy maintains written policies and procedures pertaining to the 
device as described in subdivision (e). 
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(e) Any pharmacy making use of an automated delivery device as permitted by 
subdivision (d) shall maintain, and on an annual basis review, written policies and 
procedures providing for: 

(1) Maintaining the security of the automated delivery device and the dangerous 
drugs within the device. 
(2) Determining and applying inclusion criteria regarding which medications are 
appropriate for placement in the device and for which patients, including when 
consultation is needed. 
(3) Ensuring that patients are aware that consultation with a pharmacist is 
available for any prescription medication, including for those delivered via the 
automated delivery device. 
(4) Describing the assignment of responsibilities to, and training of, pharmacy 
personnel regarding the maintenance and filling procedures for the automated 
delivery device. 
(5) Orienting participating patients on use of the automated delivery device, 
notifying patients when expected prescription medications are not available in the 
device, and ensuring that patient use of the device does not interfere with 
delivery of prescription medications. 
(6)Ensuring the delivery of medications to patients in the event the device is 
disabled or malfunctions. 

(f) Written policies and procedures shall be maintained at least three years beyond the 
last use of an automated delivery device. 
(g) For the purposes of this section only, "previously-dispensed prescription 
medications" are those prescription medications that do not trigger a non-discretionarv 
duty to consult under section 1707.2(b)(1), because they have been previously 
dispensed to the patient by the pharmacy in the same dosage form, strength, and with 
the same written directions. 

Note: Authority cited: Sections 4005, 4075, and 4114 Business and Professions Code. 
Reference: Sections 4005, 4052, 4116 and 4117 Business and Professions Code. 

Amend Section 1717 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 

1717. Pharmaceutical Pharmacy Practice. 

(a) No medication shall be dispensed on prescription except in a new container which 

conforms with standards established in the official compendia. 

Notwithstanding the above, a pharmacist may dispense and refill a prescription for non

liquid oral products in a clean multiple-drug patient medication package (patient med 

pak), provided: 


(1) a patient med pak is reused only for the same patient; 
(2) no more than a one-month supply is dispensed at one time; and 
(3) each patient med pak bears an auxiliary label which reads, "store in a cool, dry 
place." 

(b) In addition to the requirements of Business and Professions Code Section 4040, the 
following information shall be maintained for each prescription on file and shall be 
readily retrievable: 
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(1) The date dispensed, and the name or initials of the dispensing pharmacist. All 
prescriptions filled or refilled by an intern pharmacist must also be initialed by the 
supervising pharmacist preceptor before they are dispensed. 
(2) The brand name of the drug or device; or if a generic drug or device is 
dispensed, the distributor's name which appears on the commercial package label; 
and 
(3) If a prescription for a drug or device is refilled, a record of each refill, quantity 
dispensed, if different, and the initials or name of the dispensing pharmacist. 
(4) A new prescription must be created if there is a change in the drug, strength, 
prescriber or directions for use, unless a complete record of all such changes is 
otherwise maintained. 

(c) Promptly upon receipt of an orally transmitted prescription, the pharmacist shall 
reduce it to writing, and initial it, and identify it as an orally transmitted prescription. If the 
prescription is then dispensed by another pharmacist, the dispensing pharmacist shall 
also initial the prescription to identify him or herself. All orally transmitted prescriptions 
shall be received and transcribed by a pharmacist prior to compounding, filling, 
dispensing, or furnishing. 
Chart orders as defined in Section 4019 of the Business and Professions Code are not 
subject to the provisions of this subsection. 
(d) A pharmacist may furnish a drug or device pursuant to a written or oral order from a 
prescriber licensed in a State other than California in accordance with Business and 
Professions Code Section 4005. 
(e) No licensee shall participate in any arrangement or agreement, "vhereby 
prescriptions, or prescription medications, may be left at, picked up from, accepted by, 
or delivered to any place not licensed as a retail pharmacy. 
Hovvever, a licensee may pick up prescriptions at the office or home of the prescriber or 
pick up or deliver prescriptions or prescription medications at the office of or a residence 
designated by the patient or at the hospital, institution, medical office or clinic at which 
the patient receives health care services. The Board may in its sole discretion lNaive 
this application of the regulation for good cause ShO)ivn. 
-tf) A pharmacist may transfer a prescription for Schedule III, IV or V controlled 
substances to another pharmacy for refill purposes in accordance with Title 21, Code of 
Federal Regulations, 1306.26. 
Prescriptions for other dangerous drugs which are not controlled substances may also 
be transferred by direct communication between pharmacists or by the receiving 
pharmacist's access to prescriptions or electronic files that have been created or verified 
by a pharmacist at the transferring pharmacy. The receiving pharmacist shall create a 
written prescription; identifying it as a transferred prescription; and record the date of 
transfer and the original prescription number. When a prescription transfer is 
accomplished via direct access by the receiving pharmacist, the receiving pharmacist 
shall notify the transferring pharmacy of the transfer. A pharmacist at the transferring 
pharmacy shall then assure that there is a record of the prescription as having been 
transferred, and the date of transfer. Each pharmacy shall maintain inventory 
accountability and pharmacist accountability and dispense in accordance with the 
provisions of Section 1716. Information maintained by each pharmacy shall at least 
include: 

(1) Identification of pharmacist(s) transferring information; 
(2) Name and identification code or address of the pharmacy from which the 

prescription was received or to which the prescription was transferred, as 

appropriate; 

(3) Original date and last dispensing date; 
(4) Number of refills and date originally authorized; 
(5) Number of refills remaining but not dispensed; 
(6) Number of refills transferred. 
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M ilLThe pharmacy must have written procedures that identify each individual 
pharmacist responsible for the filling of a prescription and a corresponding entry of 
information into an automated data processing system, or a manual record system, and 
the pharmacist shall create in his/her handwriting or through hand-initializing a record of 
such filling, not later than the beginning of the pharmacy's next operating day. Such 
record shall be maintained for at least three years. 

Note: Authority cited: Sections 4005,4075 and 4114, Business and Professions Code. 
Reference: Sections 4005,4019,4027,4050,4051,4052,4075,4114,4116,4117 and 
4342, Business and Professions Code. 
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Attachment C 
Comments Received from: 

1. 	 Bob Hansen, PharmD. Vice President Pharmacy Services Asteres Inc. 
2. 	 Kevin N. Nicholson, R.Ph, J.D. and Mary Staples, NACDS 
3. 	 Steven Gray, Pharm. D., J.D., Kaiser Permanente 

(Josh Room, Deputy Attorney General, Letter in response to Mr. 
Gray's letter.) 

4. 	 John Cronin, CPhA 
5. 	 Gary R. Solomon, R.Ph. 
6. 	 Shane Gusman, United Food & Commercial Workers 
7. 	 Fred S. Mayer, R.Ph., M.P.H. President, PPSI 



January 12, 2006 

Patricia Harris 
Executive Officer 
California State Board of Pharmacy 
1625 North Market Boulevard, Suite N219 
Sacramento, CA 95834 

Ms. Harris: 

Asteres Inc. appreciates the on-going interest the Board has had in ScriptCenter@, a 
prescription refill delivery kiosk. We have made efforts to ensure. the Board is 
knowledgeable about the system, including having the Board visit our office for a . 
demonstration back in July of 2004. Additionally, Asteres has solicited guidance from 
the Board to ensure our practices are consistent with your expectations. 

Asteres has gained much experience since the initial installation in December, 2004, 
and believe the technology has performed well in the marketplace. Several State 
Boards have approved the use of ScriptCenter in their states; see attached document 
for details. The time is right for the Board to support the proposed regulation change 
that would allow usage of automated delivery devices without requiring each retailer to 
obtain a waiver. To that end, Asteres will share with the Board a summary of our 
experiences with ScriptCenter thus far. 

• 	 As of the end of 2005, there were seven ScriptCenters installed (Six in California 
and one in Virginia) 

• 	 Almost 5000 people have signed up to use ScriptCenter. 
• 	 Nearly 19,000 individual prescriptions have been delivered by ScriptCenter. 
• 	 Uptime during the first month of usage showed that ScriptCenter was up almost 

990/0 of the time during store hours. 

System performance has been very good, but there have been issues on occasion, 
most commonly: 

Unknown bag 
• 	 Description: ScriptCenter cannot read the bar code on the ScriptCenter bag, 

usually due to a bar code scanner failure. 
• 	 ScriptCenter Action: The bag is moved to a specific tray, and ScriptCenter goes 

out of service. 

Bag stuck on hooks 
• 	 Description: A bag is stuck on the hooks and is not moved to its intended 

location. This is usually due to a bar code scanner failure, though sometimes it is 
a general hardware failure. 



• 	 ScriptCenter Action: The bag is left on the hooks, and ScriptCenter goes out of 
service. 

Failure moving bag: 
• 	 Description: ScriptCenter occasionally fails when moving bags within the 

machine. 
• 	 ScriptCenter Action: ScriptCenter automatically goes out of service and remains 

out of service until the bag in question is removed by the pharmacy staff. 

In each of the cases above, the pharmacy staff must remove the bag before the system 
can go back in service. Asteres treats every system issue very seriously, and continues 
to improve the reliability of ScriptCenter. 

Asteres is very interested in consumer reaction to ScriptCenter. OVer 80 customers 
have completed a survey about ScriptCenter, with the results being very positive. For 
all three of the following questions, the average response was somewhere between the 
two highest measures: 

• 	 How satisfied are you with ScriptCenter? 
• 	 How likely is it that you will use ScriptCenter after hours (when the pharmacy is 

closed)? 
• 	 Would you recommend ScriptCenter to others? 

Customers have included comments on their surveys as well: 

{(This is the best thing Longs could have done. I hope other pharmacies follow. Thank 
you!" 

"New prescriptions, please." 

III have now used the ScriptCenter twice and have found it to be a quick, no-nonsense 
alternative to standing in line for refill prescriptions. " 

ScriptCenter technology has been positively received by both consumers and retail~rs 


alike. While the system has occasional failures, in none of the almost 18,000 

transactions has ScriptCenter delivered a wrong prescription to a consumer. Asteres 

urges the Board to approve the regulation change to prevent barriers to using this 

beneficial new system. 


Sincerely, 

Bob Hansen, PharmD. 

Vice President Pharmacy Services 

Asteres Inc. 




State Board of Pharmacy Approvals and Conditions 

Granted to Asteres Inc. as of December 31, 2005 


Provided to the Board by Bob Hansen, PharmD, Asteres Inc. 


CALIFORNIA: currently granting waivers to allow refill prescriptions not requiring 
consultation. The waiver also allows for prescription pick-up even if the pharmacy is 
closed providing the patient can receive a consultation on his or her medications when 
the pharmacy is closed. 

HAWAII: currently may be used for new or refill, non-scheduled drug prescriptions that 
do not require the offer of consultation (OBRA 90 patients). The machine can only be 
used when the pharmacy is open. 

VIRGINIA: has granted·a orie store pilot to useScriptCenter for refills only. The pilot 
allows for prescription pick-up if the pharmacy is closed provided a patient can receive a 
consultation on his or her medications when the pharmacy is closed. 

NEW YORK: may be used for refill prescriptions of non-scheduled drugs, but only when 
the pharmacy is open. 

OHIO: pending a final inspection ScriptCenter can be used under the following 
conditions: (1) it is to be accessible only when the pharmacy department is open for 
business. (2) Access to the machine by both staff and patients must be in compliance 
with the board's definition of positive identification (4729-5-01 (N)OAC). (3) Controlled 
substances may be included in the medications in the machine. (4) The system may be 
used for both new and refill prescriptions. (5) The system must be physically attached to 
the Pharmacy Department with access only from inside the business. (6) The system 
must comply with all of the Board's record keeping requirements. (7) The offer to 
counsel must occur after the patient selects the products to be obtained. 

MARYLAND: Ahold had requested to be able to use ScriptCenter for all prescriptions 
and to be able to deliver prescriptions only when the pharmacy was open. The Board's 
response was "As long as a pharmacist is present, the ScriptCenter device appears to 
be in compliance with the Maryland Pharmacy Act". 



April 5, 2006 

Patricia Harris 
Executive Officer 
California State Board of Pharmacy 
1625 North Market Boulevard, Suite N219 
Sacramento, CA 95834 

Ms. Harris: 

Asteres Inc. appreciates the on-going interest the Board has had in ScriptCenter@, a prescription refill 
delivery kiosk. We have made efforts to ensure the Board is knowledgeable about the system, including 
having the Board visit our office for a demonstration back in July of 2004. Additionally, Asteres has 
solicited guidance from the Board to ensure our practices are consistent with your expectations. 

Asteres has gained much experience since the initial installation in December, 2004,and believe the 
technology has performed well in the marketplace. Six other State Boards have approved the use of 
ScriptCenter in their states, and additionally three other State Boards are considering new regulations in 
support of ScriptCenter use (see attached document for details). The time is right for the Board to support 
the proposed regulation change that would allow usage of automated delivery devices without requiring 
each retailer to obtain a waiver. To that end, Asteres will share with the Board a summary of our 
experiences with ScriptCenter thus far. 

• 	 As of April 1, 2006, there were nine ScriptCenters installed (eight in California and one in 
Virginia) 

• 	 Over 6,800 people have signed up to use ScriptCenter. 
• 	 Nearly 33,000 individual prescriptions have been delivered by ScriptCenter. 
• 	 Uptime during the first month of usage showed that ScriptCenter was up almost 99% of the time. 
• 	 51 % of prescription pick-ups are between the hours of 3:00 PM and 7:00 PM. 
• 	 56% of the registered users are 51 years of age or older, with 7% over the age of 65. 

Asteres is very interested in consumer reaction to ScriptCenter. Over 80 customers have completed a 
survey about ScriptCenter, with the results being very positive. For all three of the following questions, 
the average response was somewhere between the two highest measures: 

• 	 How satisfied are you with ScriptCenter? 
• 	 How likely is it that you will use ScriptCenter after hours (when the pharmacy is closed)? 
• 	 Would you recommend ScriptCenter to others? 

Customers have included comments on their surveys as well: 

"This is the best thing Longs could have done. I hope other pharmacies follow. Thank you!" 

1'1 have now used the ScriptCenter twice and have found it to be a quick, no-nonsense alternative to 
standing in line for refill prescriptions. II 

ScriptCenter technology has been positively received by both consumers and retailers alike. In none of 

the almost 33,000 transactions has ScriptCenter delivered a wrong prescription to a consumer. Asteres 

urges the Board to approve the regulation change to prevent barriers to using this beneficial new system. 


Sincerely, 


Bob Hansen, PharmD. 

Vice President Pharmacy Services 

Asteres Inc. 




NATIONAL ASSOCIATION OF 

CHAIN DRUG STORES 


Ii 13 North Lc't:' Stret:'t 

P.O. [3ox 1417-D49 

Alc'xandria, Virginia 

22313-1480 

(703) 549-3001 

Fax (703) 836-4869 

www.nacds.org 

April 14,2006 

N1s. Patricia Harris 
California State Board ofPhannacy 
1625- North Market Blvd, Suite N219 
Sacramento, CA 95834 

Dear N1s. Harris: 

RE: Proposed Regulation Section 1713, Receipt and Delivery of Prescriptions 

On behalf of our 31 member companies operating approximately 3,122 chain phannacies 
in the State of California, the National Association of Chain Drug Stores (NACDS) 
appreciates the opportunity to submit comments for the Board of Phannacy's ("Board") 
consideration on the amended proposed Title 16, Section 1713 regulation on receipt and 
delivery of prescriptions. 

Under proposed new Section 1713, the Board aims to allow a patient to deposit a 
prescription in a secure container for retrieval by pharmacy personnel, and to allo·w a 
phatmacy to use an automated device to dispense refilled prescriptions so long as certain, 
specific conditions are met. 

We applaud the Board's proposal. Prescription volume continues to grow; however, the 
number of licensed pharmacists is not keeping pace with the growing demand for 
pharmacy services. Phannacies and pharmacists are seeking ways to meet this increasing 
demand, including using technology solutions. The volume of prescriptions filled by 
community phannacies has risen dramatically over recent years from 2.78 billion in 1998 
to more than 3.2 billion per year in 2004. Prescription volume is expected to continue to 
increase significantly with the new :Nledicare drug benefit law, along with an aging 
population and the expected increased use of prescription drugs in this popUlation. 
Between 2004 and 2010 the supply of all community pharmacists is expected to increase 
only 7.80/0 vs. an estimated 27%> increase in number of prescriptions dispensed, going 
from 3.27 billion in 2003 to over 4.1 billion in 2010. 1 We believe that the Board's 
proposed rule will greatly assist pharmacies and pharmacists in meeting the demand for 
pharmacy services. 

I Source: NACDS Economics Department 

http:www.nacds.org
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We believe the Board's proposed rule will benefit patients, as well. In our busy and 
hectic society, consumers appreciate streamlined services that make the best use of their 
time. Under the Board's proposed rule, patients will be able to drop off prescriptions at 
the pharmacy when it is convenient for them, even when the phannacy is closed. 
Moreover, they will be able to drop off prescriptions without having to wait in line when 
the pharmacy is -open. 

Prescription refills do not usually require patient counseling. Patients picking up 
prescription refills will be able to do so without waiting in line behind patients being 
counseled. They will be able to pick up prescription refills even when the pharmacy is 
closed. Of course, counseling would be provided via telephone upon request. 

For the benefit of both consumers and phannacists, we urge the Board to adopt Rule 
1713. Thank you for your consideration of our comments. 

Sincerely, 

Kevin N. Nicholson, R.Ph, J.D. 
Vice President, PhaID1acy Regulatory AtTairs 

wlary Staples 
Regional Director, State Government Affairs 
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Divisional Pharmacy Operations 
Pharmacy Professional Affairs 
12254 Bellflower Blvd, 2nd floor,
Downey, California 
90242 
March 3, 2006

P"'I 
d.t. KAlSER

PERNlANENTE~ 
Medical Care Program, 
California Division 

Patricia Harris, Executive Officer 
California State Board of Pharmacy 
1625 North Market Blvd. Suite N219 
Sacramento, CA 95834; FAX (916) 574-8618 RE: Proposed Regulation 1713 

Dear Executive Officer Harris 

We respectfully offer the following comments regarding the Proposed new pharmacy regulation 1713. 

1. The proposed language limits the use of an "automated delivery device" [see subsection (d)] to 
"refilled prescription medications" and the term "refill" is used elsewhere in the proposed regulation. It is 
our understandi!lg that the purpose of this limitation is to facilitate the requirement for the pharmacy to 
provide each patient the opportunity for personal consultation with a pharmacist as required by Pharmacy 
Regulation 1707.2. 
In California it is commonly said that such consultation is required whenever there is a "new" prescription 
or when in the pharmacist's professional judgment it is deemed appropriate [subsection (a)(2)] and the 
patient has not refused such consultation [subsection (e)]. However, the term "new" is not used in the 
regulation. When that regulation was adopted the Board was advised and it agreed not to use either the 
terms "new" or "refill/refilled" prescription because those were not only confusing* but were technically 
inconsistent with the fundamental purpose, i.e. to explain to a patient important information about 
medication the patient had not had before. Therefore Regulation 1707.2 (b)( 1) uses the following 
phrases: 

U(A) whenever the prescription drug has not previously been dispensed to a patient; or 
(B) whenever a prescription drug not previously dispensed to a patient in the same dosage form, 
strength or with the same written directions, is dispensed by the pharmacy." 

* The confusion arises out of the common practice of considering any dispensing of medication under a 
"new" prescription number as a "new" prescription even though the patient may have been provided the 
exact same medication, in the exact same strength and dosage form, with the exact same directions for 
use for many, many years. Consequently, a subsequent dispensing that is exactly the same as a 
previous dispensing except for the issuance of a new prescription number should be considered a "refill" 
under the intent and purpose of proposed regulations 1707.2 and proposed regulation 1713. Therefore, 
in order to avoid a legal confusion, we submit that proposed regulation 1713 should have all references 
to refill/refilled prescriptions either removed and SUbstituted with the language above or the proposed 
regulation should define refill for the purpose of this regulation the same as it is defined above in 
regulation 1707.2. 

2. The proposed regulation 1713 uses the phrase "adjacent to the licensed pharmacy counter" in 
subsection 1713( d)(6). The envisioned setting behind this choice of words was probably that of a 
common "chain" store where the licensed pharmacy area is separated by only a "counter" from the rest 
on the retail establishment's common area. The apparent intent is to require placement of the devices 
within a close geographic area under the assumption that closeness facilitates consultation with a 
pharmacist when there is a pharmacist on duty inside the licensed pharmacy area. Closeness is a factor 
but requiring the device to literally be "adjacent" may not be necessary to achieve the goal and may 
interfere with the Board's intent to provide greater patient access. As lack of restrictive wording in the 
proposed regulation demonstrates, the Board intends, and public discussion supported, the ability to 
employ these devices for delivery of medication to patients "after hours", i.e. when the licensed pharmacy 
area is closed and there or no pharmacist on duty. For example, even when under the new legal 
provisions the pharmacist is allowed to leave personnel in the pharmacy while on a 30 minute meal 
break. 

In many medical facilities the general medical reception and waiting area is located just outside the 
licensed pharmacy but not necessarily "adjacent to the licensed pharmacy "counter" because the 
pharmacy's licensed area may include its own small waiting areas or an area for private consultation. 
The device may need to be located at the interface between the general medical reception and waiting 
area and the waiting/consultation area within the licensed pharmacy space. Such interface area is still 
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reasonably close to the pharmacist to allow consultation. The use of the phrase "adjacent to the licensed 
pharmacy counter", or a strict interpretation of its use, may interfere with this appropriate and convenient 
use of the devices in such facilities. If the device is truly "adjacent to the licensed pharmacy counter" and 
therefore within the licensed pharmacy, patients may not be able to use it when the pharmacy is closed. 
We therefore recommend modification of subsection 1713(d)(6) to describe more speCifically the intent of 
the placement rather than only incorporating the phrase "adjacent to the licensed pharmacy counter" in 
such a short description. We suggest the following substitute language. 

"(6) The device is located in the facility as near as possible to the pharmacy counter to provide 
reasonably prompt access to a consulting pharmacist on duty, while, if desired, allowing the device to 
be used in the facility after pharmacy business hours or when no consulting pharmacist is on duty in 
the pharmacy." 

This type of language would also remove ambiguity about the ability to use the device "after hours". 


Steven W. Gray, Pharm.D. 

Divisional Pharmacy Profe lonal Affairs, (562) 658-3663 
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April 10, 2006 

Jan E. Perez 
California Board of Phannacy 
1625 North Market Blvd, Suite N219 
Sacramento CA 95834 
via e-mail 

re: Comments on Proposed Regulation, Section 1713 and 17170f Title 16 

Dear "WIs. Perez: 

Enclosed please find CPhA' s comments on the proposed regulation regarding Prescription Drop 
Boxes and AutOlnated Delivery Devices. 

As noted in the comments, I have also attached a copy of our comments submitted for the 
regulation hearing in October which dealt with the same topic. It is our wish that these earlier 
comments be incorporated by reference so that they are included in the regulation package that will 
be forwarded to the Office of Adminstrative Lavv should this language be adopted by the Board. 

Let me know if you have any questions regarding this submission. I can be reached at (760) 432
0350. 

Sincerely, 


J01m Cronin, Pharm.D., J.D. 

For the California Pharmacists Association 


4030 Lennane Drive Sacramento, CA 95834 • Ph 916.779.14.00 • Fx 916.779.1401 www.cpha.com 

http:www.cpha.com
http:916.779.14.00


Comments on Proposed Regulation 

Sections 1713 and 1717 of Title 16 


Prescription Drop Boxes and Automated Delivery Devices 

Submitted by 


The California Pharmacists Association 

April 10, 2006 


Introduction 
The Board is proposing to amend Section 1717 and add Section 1713. The Amendment to 1717 
essentially removes certain provisions regarding receipt and delivery of prescriptions, which are 
then addressed in the proposed new section 1713. This proposal is the next step in the Board's 
consideration of the use of automated delivery devices in retail pharmacies. These machines are 
intended to be used both when the pharmacy is open and when the pharmacy is closed. In 
recent months, the Board has considered waiver requests from several pharmacies to install 
these devices -to provide patients with access to refilled prescriptions without interaction with 
pharmacy personnel. In sharply divided votes, the Board has granted waiver requests for the use 
of these devices to Longs Drugs, the UCSD Medical Center, Safeway, Walgreens and the White 
Cross Drug Store of San Diego. 

At its October 2005 Board meeting, the Board considered and rejected an earlier regulation 
proposal on the same subject. This proposed regulation represents a modification of the earlier 
language with changes intended to address concerns raised at the October regulation hearing. 

We have provided, as an attachment, CPhA's comments regarding the October 2005 proposal. 
As there is no indication in these regulation materials that our earlier comments will be included in 
this regulation package, we feel it is important that those comments be included here. We 
encourage Board members to re-read those comments as they continue to be relevant to 
consideration of the revised language here. 

General Comments 
CPhA recognizes the need to promote the use of new technologies in the business and 
profession of pharmacy. This has been our position throughout the now lengthy debate about the 
use of automated drug delivery devices. We also agree with the Board that some form of 
regulation is needed to address the administrative burden associated with the waiver process the 
Board has used to deal with requests to use these devices. The question for CPhA is whether 
this regulation language reaches a proper balance of the risks and benefits to consumers and the 
provision of health care associated with the use of this technology. 

- The proposed regulation goes a long way toward addressing the issues that CPhA has raised 
throughout this process. We believe the Board and the manufacturers of these devices have 
made a serious and good faith effort to deal with our concerns. However, we continue to have 
concerns about the impact that the use and potential misuse of these devices will have on the 
proper delivery of health care and the role pharmacists will play in the future. 

Comments on the Board's Proposed Language 
Amendments to Section 1717 
CPhA has no objections to the-proposed amendments to section 1717. We agree that the issues 
being addressed here should be pulled from section 1717 and incorporated into separate new 
regulation sections. 

New Section 1713 

CPhA does not object to the Board's proposed language for sections 1713(a) thru (c), including 

the new subsection (c), which deals with secure containers for depositing prescriptions. 




For the reasons we provided in our comments at the October 2005 regulation hearing, we 
continue to have concerns that the Board's proposed sections 1713(d) and 1713(e) do not strike 
the appropriate regulatory balance. As we did with the prior regulation proposal, CPhA believes 
the Board should require pharmacies to provide more specific statements of how the use of these 
devices will further a high standard of patient safety, promote good patient care and advance 
pharmacist-patient communication. 

The basis of our concern is that a driving force for this regulation appears to be the Board's desire 
for a system to allow use of these devices that reduces the current administrative burden on the 
Board and its staff. As our approach is for a system that requires some review of the request 
prior to approval, we believe that further discussion will not produce any consensus as to 
acceptable language. Should the Board desire to explore this issue further, we will be happy to 
participate. 

Unfortunately, if the concerns we have raised eventually are realized, it will be much more difficult 
for~the Board" to rectify the situ.ation than it is for them to deal with it now. " The Board's reluctance 
to give serious consideration to CPhA's proposals is a source of frustration for us, particularly in 
light of the Board's published Vision Statement, Mission Statement and Strategic Plan. 

Technical changes 
Section 1713(d)(5) reads: 
"The pharmacy provides a means for each patient to obtain an immediate via telephone or in

person consultation with a pharmacist if requested by the patient. 


For clarity, we suggest this be reworded to: 

"The pharmacy provides a means for each patient to request and obtain an immediate 

consultation with a pharmacist, either in-person or via telephone." 


Conclusion 
CPhA recognizes the benefit of new technologies to pharmacy practice and agrees that these 
automated drug delivery devices can provide consumers with safe, convenient and cost effective 
access to their prescription refills. The Board's regulation of the use of these devices should 
promote not only administrative efficiency but also advance public health and consumer safety. 
In our view, this language falls short of that goal. 
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Attachment to CPhA Comments dated April 10, 2006 

Comments on Proposed Regulation 

Sections 1713 and 1717 of Title 16 


Prescription Drop Boxes and Automated Delivery Devices 

Submitted by 


The California Pharmacists Association 

October 7, 2005 


Introduction 
The Board is proposing to amend Section 1717 and add Section 1713. The Amendment 
to 1717 essentially removes certain provisions regarding receipt and delivery of 
prescriptions, which are then addressed in the proposed new section 1713. This proposal 
is the next step in the Board's considerationofthe use ofautomated delivery devices in 
retail pharmacies. These machines are intended to be used both when the pharmacy is 
open and when the pharmacy is closed. In recent months, the Board has considered 
wai ver req uests from several pharmacies to install these devices to provide patients with 
access to refilled prescriptions without interaction with pharmacy personnel. In sharply 
divided votes, the Board has granted waiver requests for the use of these devices to Longs 
Dnlgs, the UCSD ~[edical Center, Safeway, Walgreens and the White Cross Drug Store 
of San Diego. 

History 
In 2004, the Board's Enforcement Committee was asked by Longs Drugs for a waiver 
under section 1717(e) to allow the installation ofa ScriptCenter device in its store in Del 
rvIar, California. The ScriptCenter is developed by Asteres, Inc., which is also located in 
Del Mar and whose founder is Linda Pinney, who happens to be a patron of the Longs 
Pharmacy involved in this initial request. Longs also requested a waiver to allow the use 
of a secure drop-box for prescriptions and refills. At the same meeting, the Board 
unveiled proposed regulation language to allow the use of these devices without having 
to go through the waiver process. 

The California Pharmacists Association (CPhA) was present at this meeting and we 
raised several concerns about this technology and its use that we felt needed to be 
addressed. In particular, we expressed concern about the decreased interaction between 
the consumer and the pharmacist. \Ve noted that the Board has spent considerable effort 
and resources over the last 10 years to promote interaction between consumers and 
pharmacists. In fact, the Board's logo is an image of two people engaged in conversation 
and advises consumers to "Be Aware, Take Care - Talk to your Pharmacist!" These 
efforts have won the Board national recognition in the form of multiple awards from the 
National Association of Boards of Pharmacy. Others at the meeting also raised concerns, 
included one pharmacist who opined that the unregulated use of these devices would be 
the antithesis of everything for which the Board currently stood. 

The Board committee's response was that the Board also wanted to encourage the use of 
new and more efficient technology that could improve the drug delivery process while 



protecting public safety. With that in mind, the committee referred the regulation 

language and Long's request for waiver to the full Board for consideration. 


When considered by the Full Board, Longs had clarified its waiver request to ensure that 
it extended to the entire Longs chain and that request was approved by the Board. The 
Board chose to defer the regulation language until the future, pending collection of 
information about the use and utilization of the ScriptCenter in the Del Nlar Longs. At 
subsequent Board meetings, Safeway, UCSD Medical Center and Walgreens all sought, 
and were granted, waivers to install the ScriptCenter Device and White Cross Dnlg Store 
in San Diego was granted a waiver to install a competing device, made by ddn Corp. 
Throughout this entire process, CPhA continued to raise its concerns about the way the 
Board would oversee the way these devices were being used. Despite our concerns, the 
Board decided to move forward with the same regulatioJ) language that had been 
proposed in 2004. . . 

Shortly after the first request by Longs Drugs, Asteres, Inc. invited CPhA to visit its 
facilities and learn more about the Asteres ScriptCenter. This visit led to a very 
productive exchange between CPhA and Asteres about these devices. Later, CPhA met 
with pharmacy management from the UCSD Nledical Center about their waiver request, 
which ultimately included performance of a study about the use of the ScriptCenter and 
consumer interaction with the device. (The study has not yet been done) CPhA has had 
additional contact with Asteres and UCSD about the regulation and the use of drug 
delivery devices such as the ScriptCenter. 

In general, our improved understanding of the Asteres ScriptCenter and its competitor 
from ddn Corp. have led CPhA to recognize that our concerns are not with the technology 
itself, but with the way the technology could be used. We believe that our initial 
concerns about patient-pharmacist interaction continue to be valid; however, we 
recognize that this technology has a place in the delivery of medications to patients, 
particularly in the current economic environment for healthcare. We believe that our 
ongoing concerns justify a moderate level of regulation of the use of these devices by the 
Board - a level that is higher than that proposed by the Board. 

Comments on the Board's Proposed Language 
Amendments to Section 1717 
CPhA has no objections to the proposed amendments to section 1717. We agree that the 
issues being addressed here should be pulled from section 1717 and incorporated into 
separate new regulation sections. 

New Section 1713 
CPhA does not object to the Board's proposed language for sections 1713(a) thru (c), 
including the new subsection (c), which deals with secure containers for depositing 
prescriptions. CPhA believes the Board's proposed regulation language in 1713(d) does 
not strike an appropriate degree of regulation for drug delivery devices. We proposed 
that the Board's language for section 17l3(d) be amended and that a new section 1713.5 
be added to deal specifically with these drug delivery devices. 
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Proposed Alternative Regulation Language 
(a) New section 1713(d) 
CPhA's proposal takes the Board's proposed new section 1713 and incorporates into it a 
new subsection (d) to retain the waiver system and reference the simplified waiver 
process for drug delivery devices described in our proposed nevv section 1713.5. The 
language proposed by the Board to deal with these devices (contained in the Board's 
proposed 1 713 (d)) is incorporated as part of our section 1 713.5. 

CPhA believes this is necessary to balance the interests of administrative simplicity and 
protection of the public interest. The Board's proposed language clearly favors a system 
that reduces the administrative burden on the Board and its staff. CPhA believes this 
goes too far and risks compromising the public safety in the use of these devices. In 

. reaching this conclusion, we reference many of the media reports abolit these devices and 
note that Business and Professions Code Section 4118 establishes the standard for waiver 
of licensure requirements as: 'a ••• a high standard of patient safety, consistent with good 
patient care ...." CPhA believes that the same standard should apply to use of dnlg 
delivery devices and that the appropriate means to achieve this is through a waiver 
process. 

(b) New Section 1713.5 
At the same time that we propose some form of waiver process as necessary, we 
recognize that the current system, which requires full board action, is overly burdensOlne 
and Lllmecessary. What we propose is a simplified waiver process that will make 
utilization of these devices easier to authorize while maintaining regulatory oversight that 
does not endanger public safety nor compromise good patient care. At the same time, we 
believe the burden imposed by our proposal is both reasonable in its scope and 
reasonably attainable in its execution. 

Our proposal introduces the concept of a "Pharmacy Services Plan," which is a written 
document, submitted by the pharmacy and approved by the Board, and which details hovv 
the device will be used, the impact such use will have on pharmacist-patient contact and 
how the use of the device will contribute to a high standard of patient safety consistent 
with good patient care. [1713.5(a)] The proposal lists components that must be addressed 
in the pharmacy service plan, but does not establish criteria for approval or disapproval 
by the Board. [Proposed 1713.5(b)] 

It is our intent that the pharmacy services plan will provide some clear indicators of how 
the device will be used which will establish parameters for evaluation by the Board in its 
oversight role. Two "requirements" that are incorporated into the proposal at this point 
are that the device must be located "adjacent" to the licensed pharmacy area and that the 
pharmacy is responsible for the prescriptions stored in the device and the generation and 
maintenance of records regarding drugs placed in and removed from the device. These 
requirements should not be controversial as they are either included in the Board's 
proposed language or are a restatement of existing law. 
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Our proposal includes requirements for any pharmacy that employs a drug delivery 
device [1713 .S(c)]. These provisions should not be controversial as they are restatements 
or minor elaborations of provisions in the Board's proposed language. 

Section 1713.5 (d) thru (i) are based on discussions among a small group of stakeholders 
who met to discuss a possible consensus proposal for regulation of these devices. 
Although complete consensus was not reached, these sections reflect areas that all 
involved felt should be addressed in the regulation. 

e 1713.S(d) Addresses the applicability of a pharmacy services plan to multiple 
sites under common ownership. This provision was felt to be reasonable and 
necessary to avoid excessive cost for applicants and the Board. 

e 1713 .S(e) requires the Board to take action on a submitted pharmacy services plan 
within 60 days or have the plan deemed approved. This provision is necessary to 
avoid unreasonable delays in plan approval that may occur due to factors beyond 
the control of the pharmacy submitting the plan. 

e 1713(f) requires the pharmacy to update or affirm the pharmacy services plan at 
least annually or within 30 days of any change that substantially affects the 
standard of patient safety that is required for approval of a waiver. This provision 
is necessary to inform the Board of any issues that may result in an inspection of 
the pham1acy regarding the dnlg delivery device or that would initiate revie\v of 
the waiver. 

• 1713(g) thru (i) are provisions that were felt to be necessary to ensure adequate 
Board oversight of the waiver process and the ongoing use of the devices. 

The advent of these devices may well drive a major reassessment of the role for 
pham1acists in the health care system. The need for devices like the Asteres ScriptCenter 
reflects a greater focus by society in general on reducing the costs associated with the 
provision of prescription medications. However, there is a real risk that this focus may 
reduce the impact 0 f pharmacists on the selection and appropriate Llse of these medicines. 
The Board men1bers should be well aware of the research data in the medical literature 
that supports the value of pharmacists in controlling not only drug costs, but also overall 
medical costs. These savings are realized not only through prudent efforts to control the 
cost of drug delivery to consumers, but also through appropriate utilization of prescribed 
medications. 

It is often said that the most expensive medicine is the one that is never taken. Likewise, 
health care costs escalate when drugs are taken inappropriately. Many pharmacists 
currently playa key role in monitoring the appropriate use of prescription drugs. While 
few in the profession would argue that pharmacists cannot do a better job in this area, the 
reality is that the "job" is currently linked to the drug dispensing and delivery process. In 
considering any effort to deliver drugs more efficiently, the Board needs to consider what 
impact such change will have on the ability of pharmacists to provide their other skills 
and professional expertise to consumers. 
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These drug delivery devices bring to the consumer some added value over the existing 
system of drug delivery. The questions are, of what value and at what cost? The Board, 
in its Initial Statement of Reasons, states: "The board notes that use of self-services 
automated delivery devices has raised concerns among some individuals who see the 
machines being used to replace pharmacists and to reduce pharmacist consultation to 
patient." [sic] This is an overly broad generalization of the comments made by CPhA 
and others on this issue. The risk is not to jobs and consultations; it is to the 
opportunities for pharmacist-patient contact - what pharmacists see, hear and intuit that 
leads to a discussion with the patient about their medication use. Every pharmacist can 
give examples of this type of interaction - and the value of the resulting exchange 
between pharmacist and patient. The Board - consistent with its vision, mission and 
strategic plan - needs to ensure that use of any type of new technology does not 
compromise the opportunity for this type ofinteraction. 

vVithout proper regulation, the use of these devices will be driven by the predominant 
factor in the healthcare marketplace today - cost. The impact could well be to break 
irrevocably the link between the pharmacist and the patient - the dnlg delivery process. 
The loss of that connection carries with it a potentially greater loss - the reduced 
possibility that, within the current healthcare system, phannacists will eventually provide 
a much greater benefit to the overall health of the public. That benefit will come not only 
in the form of cost savings but also in the form of reduced medication side effects and 
better outcOlnes - exactly the ;'high standard of patient safety, consistent with good 
patient care" that should drive the Board's decision here. 

CPhA's view is that the Board is well advised to move cautiously and should itself··Be 
Aware, Take Care" to ensure that consumers will continue to be able to "Talk to your 
Pharmacist." CPhA's proposed alternative provides a realistic alternative to the language 
proposed by the Board - which was drafted prior to having any experience with the use 
of these devices. It is clear that some modification of the Board's language is in order. 
We believe our alternative addresses the needs and concerns of all who have an interest 
in this issue. 

Conclusion 
CPhA recognizes the benefit of new technologies to pharmacy practice. However, the 

Board should not embrace these nevv technologies without considering all the impacts 

that may result. CPhA has proposed alternative language that provides a needed balance 

as this technology develops. It allows the advancement of technology without 

jeopardizing the pharmacist-patient relationship. We urge you to adopt our alternative 

and incorporate a simplified waiver process for pharmacies who want to use drug 

delivery devices. 


Respectfully Submitted, 


John Cronin, Pharm.D., J.D. 

Senior Vice President and General Counsel 
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Alternate Language to that proposed by the Board for use drop off boxes and automated 
drug delivery devices 


(changes to Board language in bold italics) 


Adopt Section 1713 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 
1713. Receipt and Delivery of Prescriptions. 
(a) Except as otherwise provided in this Division, no licensee shall participate in any 
arrangement or agreement, whereby prescriptions, or prescription medications, may be 
left at, picked up from, accepted by, or delivered to any place not licensed as a retail 
pharmacy. 
(b) A licensee may pick up prescriptions at the office or home of the prescriber or pick up 
or deliver prescriptions or prescription medications at the office of or a residence 
designated by the patient or at the hospital, institution, medical office or clinic at which 
the patient receives health care services. 
(c) A patient or the patient's agent may deposit a prescription in a secure container that 
is at the same address as the licensed pharmacy premises. The pharmacy shall be 
responsible for the security and confidentiality of the prescriptions deposited in the 
container. 
(d) The Board may in its sale discretion waive the application of the regulation for 
good cause shown or pursuant to section 1713.5. 

Add a new section 1713.5 

1713.5. Waiver Process for use of Devices to deliver refilled prescriptions; 
pharmacy services plan required. 

A waiver to al/o'vv a pharmacy to use a device to deliver refilled prescriptions shall 
be granted provided the pharmacy complies with the following: 
(a) the pharmacy submits and the board approves a pharmacy services plan 
regarding the location and operation of the device. For the purposes of this 
section, "pharmacy services plan" means a written plan that details how the 
device will be used, the impact such use will have on pharmacist-patient contact, 
and how the intended use of the device will contribute to a high standard of 
patient safety, consistent with good patient care. 
(b) The pharmacy services plan required by this section shall provide, at a 
minimum: 

1. 	 a description of how the pharmacy will determine appropriate patients to 
use the device; 

2. 	 that a pharmacist check the prescription prior to being placed in the 

device; 


3. 	 a description of the means available for the patient using the device to 
obtain a consultation with a pharmacist upon request; 

4. 	 a copy of the notice provided to patients when expected medications are 
not available in the device; 

5. 	 a description of pharmacy personnel that will be involved in (aJ the 
preparation of and (bJ the loading of, prescriptions that are placed into the 
device; 

6. 	 that the device is located adjacent to the licensed pharmacy area; 
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7. 	 that the pharmacy is responsible for the prescriptions stored in the device 
and the generation and maintenance of records of drugs placed in and 
removed from the device; 

(c) 	Any pharmacy that employs such a device shall have and maintain: 
1. 	 Proof of security measures adequate to prevent loss, theft, or 


misdelivery of any drugs maintained in the device; 

2. 	 Procedures for determining which prescriptions are appropriate to be 

placed in the device and for which patients, including whether consultation 
is appropriate; 

3. 	 Procedures to ensure the patient is aware of the availability of 

consultation; 


4. 	 A form, to be signed by the patient, consenting to the use of the device; 
(d) 	 The pharmacy services plan required by this section may be applied to 


multiple locations owned by the same person or entity. Waivers granted 

pursuant to this section may extend to aI/locations covered by an approved 

pharmacy services plan. 


(e) 	 The board shall act to approve or disapprove a pharmacy services plan 
submitted pursuant to this section within 60 days of receipt. Failure by the 
board to take action within 60 days shall be deemed to be approval of the 
pharmacy services plan and the waiver. 

(f) 	 The pharmacy shall update or affirm the pharmacy services plan at least 
annually as part of the permit renewal process or within 30 days of any 
change in plan that substantially affects the high standard of patient safety, 
consistent with good patient care that is required to grant the waiver. 

(g) 	 The pharmacist-in-charge and permit holder shall be jointly responsible for 
compliance with this section. Records of compliance with this section shall 
be maintained for a period of three (3) years from making and may be 
maintained in electronic form provided that they are open to inspection, and 
printing of a hardcopy, at all times during business hours. 

(h) 	 Failure of the pharmacy to ensure use or performance of the device consistent 
with the pharmacy services plan and other provisions of this section shall be 
grounds for rescission of the waiver and disciplinary action. 

(i) 	 the board may refuse to allow a pharmacy to use a device (or more than one 
device) for good cause. 
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From the desk of Gary R. Solomon,R.Ph. 

April 13, 2006 

Jan E. Perez 

California Board of Pharmacy 

1625 North Market Blvd, Suite N 219 

Sacramento, CA 95384 


Re: 	 Proposed Regulation 1713 

Prescription Drop Boxes and Automated Delivery Devices 


Dear Ms. Perez, 

I am writing you as a concerned pharmacist who has spent over 30 years as a Community 
Pharmacist who is opposed to the current regulation but if the majority of the Board is determined 
to approve this regulation then I propose the following modifications as there are too many areas 
that are vague as written and need to be more defined and specific. Every licensed pharmacy 
applying to use these devices shall provide a concise policy and procedure with each application. 
The regulation shall include the following language and each applicants policy and procedure 
shall specifically address this criteria. It is my belief that the regulation's language is too vague 
and interpretation will vary significantly with each applicant's interpretation of this regulation. 
Here are my recommendations for modification and/or addition: 

1713 (d): 

(2) - Upon application, the critieria for patient use shall be specifically spelled out in the policy 
and procedure for operation and/or use of the device) established/drawn up by the pharmacy 
which is submitted and approved by the BOP prior operation of the machine and patient use. 

(3) The policy for carrying out this procedure shall be included in the policy & procedure manual 
and submitted to the Board of Pharmacy with the application for review to insure that all laws and 
regulations are met prior to any approval. 

(4) In addition to the proposed wording: Methodology and procedure for making this 
determination shall be outlined in the P&P and will insure that every refill order is reviewed by the 
pharmacist on duty before the orders can be installed in the device. 

(6) instead of adjacent to the pharmacy: The device shall be located no further than 15 to 25 
feet from the pharmacists filling station or pharmacists counseling station. The device shall be 
operational only during prescription services hours and only when a pharmacist is on duty. 

(7) The policy and procedure manual shall spell out minimum requirements for securing the 
device to insure that it meets current laws and regulation. This will include who has internal 
access to the device, where the keys or lock combination for access are secured. If the device is 
serviced by a central fill or other remote delivery service to the pharmacy is the driver approved 
for access to the device or delivering to the pharmacy and leaving the refill orders in a secured 
lock box. 

http:Solomon,R.Ph
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(8) RESPONSIBILITY - The Board needs to redefine existing laws and regulations. The 
pharmacists on duty should bear responsibility at store level if the supplies come from that store 
and the refill orders are filled with those supplies. If prescription orders come from outside facility, 
such as a central fill facility, there should be shared responsibility if the policy and procedure 
manual requires review of all orders being placed in the device prior to dispensing. If at store 
level the pharmacist staff is excluded from this process then the filling entity and pharmacy 
ownershiG shall bear all responsibility. (If such a policy were to be approved by the Board this 
would negate any chance for clinical intervention by the pharmacist staff thus nullifying the 
Board's intention to increase clinical intervention and patient contact with the pharmacist.) 

. . 

(9) Any incide·nt must be committed ·to writing with in 48 hours of the incident. A report shall be 
made to the Board of Pharmacy within 72 hours if incident caused hospitalization ofthe patient or 
an extreme level of medical intervention. 

1713. (e) (7) Needs the role of the central fill facility included in this part of the operational policy. 

Thank you for your help and consideration with these issues. 

Sincerely, 

Gary R. Solomon, R.Ph. 
Consultant Pharmacist 
25725 Demeter Way, 
Mission Viejo, CA 92691 
949-683-2114 
rxfun@sbcglobal.net 

mailto:rxfun@sbcglobal.net
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April 10, 2006 

Jan E. Perez 
California Board of Pharmacy 
1625 North Market Blvd., Suite N 219 
Sacralnento, CA.. 95384 

SENT VIA FA.CSlM1LE: (916) 574-8618 

Re: 	 Proposed Regulation 

'Prescription Drop Boxes and Automated Delivery Devices-OPPOSE 


Dear :N[s. Perez; 

1 am writing on behalf of the united Food & CO.mmercial Workers (l.J~CW) to oppose 
the above referenced proposed regulation. The "G'FCW~ which represents pharmacists and 
pharma.cy personnel in retail settings throughout California, is very concerned about the 
proposal's potentjal impact on patient safety and creation of liability for pharmacists. 

The Pharmacy Board is charged with protecting the health and welfare of pharmacy 
consumers. It follows that any regulations promulgated by the Board would be guided by 
that purpose. Cnfortunately:. the proposed regulations seem to be driven by economics 
rather than patient health. 

First and foremost, \Ve are concem~ed tha! unlimited use of automated delivery systems 
will result in less interaction benveen the patient and pharmacist. While reducing lines at 
pharmacies is a worthwhi le goaL that benetit hardly outweighs the potential negative 
outcomes when patients have difficulty consulting 'with a pharmacist. Providing the 
patient with a telephone number hardly ensures that there will be somebody else on the 
other line. 

The proposed regulation is much too vague and fails to provide enough guidance in 
several key areas. The regulation should specify at a minhnum what information should 
be provided in the patient' 5 written consent. The regulation should specify what a 
pharmacy should communicate to patients concerning use ofthe machines and 
procedures when the devices mal.function. 

The UFCW is also concerned about the potential licensure liability for pharmacists who 
have these devices where they practice. The devices will be placed in retail pharmacies 
not by the choice of the pharmacists but by the chain drug store management. Store 
managelnent "vill choose where to place the device and which device to use. Yet, if the 
device malfunctions it will be the pharmacist's license that will be on the line. That is 
fundamentally unfair. 

1 127 U th Stret.::t. Suite 501 


Sa(;!'arn~nt(), Co'\. 9.1814 


(t;16) +1-2-.1999 


F.lX (916) 442-3209 
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To address the licensure issue, we suggest two changes to the proposed regulation. First, 
make it clear that the pharmacist has complete discretion over what prescriptions are 
dispensed through these devices. In order to ensure discretion, the pharmacist should be 
protected from discipline or discharge from his or her employer for exercising their good 
faith professional judgment~ There is precedent for this in the Business and Professions 
Code. Additionally, the pharmacist should be expressly immune from licensure sanctions 
if an automated delivery device malfunctions or an error results from the patienf5 use of 
the machlne. 

Thank. you for your consideration ofthese very important issues . 

. Sincerely, . 

~4k.... __-=-...... 
Shane A. Gusman 
Attorney-at-Law 
On Behalf of the 
United Food & 
Commercial 'Yorkers 
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FROM :PPSI 

April 17, 2006 

Patricia Hams, Chief Executi'.E Officer 

California State Board of Pharmacy 

Sacramento, CA 


Dear Patty: 

ForyourinformatioD. please read the following regarding obtaining Rx's from Kiosks: 

PPSI asks the following questions for the next Board of Pharmacy meeting on kiosks which I be/ie\e is n.ext week-

WW there be: 

1. Kiosk retills for C3s, C4s and C5s in kiosks? 

2. Black box 'Naming on Rx's in kiosks? 

3. Discretion of pharmacists - How? When? Where? What means? 

4. A list of what drugs will not be put into kiosks such as InsuIins) restricted drugs, FDA speciaJ warning drugs such as 

Accutane, etc. 


5. A questionnaire orsuf'\ey to patients and to pharmacists who do not wish to ha~ kiosk prescriptions on their watch. If so. 
how will this be done. Please send me a copy of the questionnairelsuMY or information sheet that is between management and 

the practicing pharmacist. 

6. How will consultation issues work for those patients who want further consultation? We understand there wiH be an 800 
telephone number. Who will be answering this phone number? Will someone be available after hours, Sundays, holidays, etc.? 

I would like to attend next week's meeting. Please gi'-te me an approximate time when the kiosk issue will be heard on 
Wednesday, April 26th. Also, I would like to reintroduce all of the testimony from the October, 2005 hearing. in Burlingame as I 
understand you haw new regs and I ha\e to reintroduce this issue so that the Office of Administrati'.<e Law (OAL) can look at it. 
Is this correct? 

Please refer to my .Ietter with exhibits dated Tuesday, October 25, 2005 which was presented at the Cr\own Plaza Hotel in 

Burlingame, California. Perhaps you can reintroduce this for me, print up the packet for the Board of Pharmacy group to make 

comments on prior to the meeting. . 


Also, I will fax you a copy of a March 14th letter from Senator Jackie Speier regarding Senate Concurrent Resolution (SCR 49) 

on prescription drug errors which has been put together by CPhA regarding the increase of Rx ·errors. I notice the California 


. Board of Pharmacy does not ha\e representati'..e. I would like this copied and passed out as PPSI beliews as a nonprofit 
consumer advocacy group that the BOP needs to be represented in the interest of public health safety and harm on this 
m.edication error panel. 

Thanks for your assistance. 

Sincerely. 

Fred S. Mayer, RPh., M.P.H. 

President, PPSI 


\. 
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[ -C '/1-,~~DI is- purrrccists r:bnnirg ~rvCe ire. 
101 	Lucas Valley Rood, Suite 210 • San Rafael. <;:allfornla 94903 
Tel: 	(415) 479·8628 • Fax: (415) 479-8608 • e-mail: pp.sl@aOI.COm 

California Board of Pha~acy Meeting 

Tuesday, October 25,2005; 1:30 p.m. 


Crown Plaza Hotel, 1177 Airport Boulevard, BurJingame,California 


Regulation Hearing - Prescription Drop Boxes and Automated Self-Use 

Delivery Devices for Refill Prescriptions 


Proposed Amendment to Repeal 16 CCR Sec. 1717 and to add 16 CCR Sec. 1713 


Testimony of Fred S. Maycr,R.Ph., M.P.H.,_ President 
Pharmacists Planning SerVice, Inc. (PPSl) 

I am Past President of the California Public Health Association and President of 
Pharmacists Planning Service, Inc. (PPSI), a 501 C (3) nonprofit public health, 
consumer, pharmacy education organization based in San Rafael, California. I 
have been a California licensed practicing pharmacist for over fifty years. I have a 
Masters in Public Health from the University of California, Berkeley. 

1 am presenting testimony for the Board's official record and Office of 
Administration Law (OAL) for not only PPSI but for five PPSI members who could 
not attend this' hearing today, as foUows: 

1. Harry Ambrunu, RPh., 1750 l\tlcdical Center Pharmacy, Burlingame, 

California - Exhibit No. 1. 


2. 	 Bret lVIiller, Phann.D., CPhA Trustee - Exhibit No.2. 

3. 	James Kramme, R.Ph., Exhibit No.3. 

4. 	 Robert A. Reed, Pharm.D., Arroyo Grande, California, Exhibit No.4. 

5. 	Larry Sasich, Pharm.D., MPH, FASHP, PPSI's,Expert in the MedGuide Field 
Public Citizens, and Associate Professor, Lake Erie School of Pharmacy 
Pennsylvania, Exhibit No.5. - - , 

a. 	 F ederaJ regulations with dispensing pharmaCists and specific 

responsibility for distributing medication guides to patients, Exhibit No.6. 

b. 	 "Useful Drug Information: TWenty Years and Still Waiting" article from 
Drug Topics Magazine, July 7, 2003, Exhibit No~ 7. 

c. 	 "Sta~tics on Consumers Mixing Prescription Medicines with Over-the.. 

Counter Drugs and Herbals", Sydney Wolfe M.D. and Larry S · h 

Pha D P bI" c"r I B ' 	 aSIC, rm. ., u IC 1 lZens ook, "Worst Pill Best Pill" (sold 2 2S 'Jr 
copies), Exhibit No.8. 	 " ~ mJ Ion 

, 

. _-- -



. 
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PPSI's testimony and' concerns are as follows: 

1.. Malpractice issues "Pharmacists Can Be Liable for Drug Risks
H

, Exhibit No.9. 

2. 	 Medication Error Study by Diane E. Tobias, Pharm.D., Exhibit No. 10. 

3. 	 Issues of black box warnings/75 plus NSAlDs, Exhibit No.1!. 

4. 	 FDA's restricting imports of ten R,xls from Canada for safety reasons, 

Exhibit No. 12. 

a. 	 Five widely used drugs called' unsafe, Exhibit No. 13. 

h. FDA letter regarding MedGuidcs for all NSAlDs including 
"Cox..2 selective" drugs, Exhibit No. 14. 

5. 	 Day Surgery Patients at Risk for Medication Errors, Pharmacy News, 
Exhibit No. 15. 

· 6. 	 Generic Drugs Sampled Freely in Aetna Test in Kiosks, Exhibit No. 16. 

a. 	Do MD's have to comply with standards for kiosk dispensing?, 
Exhibit No. 17. 

7. 	 Senator Jackie Speier's SCR 49 "Prescription Drug Safety" study, 
Exhibit No. 18. 

, In summation, please notice Exhibit, No. 19, the poster put out by the California 
State Board of Pharmacy, entitled "Notice to Consumers: 'Before taking,any 
prescription medicine, talk to your pharmacist; be sure you know: 

, 	 , 

1. 	Wbat is the name o(thc'Rx and what does it do? 
2. How and when do I take it and for how long" What if I miss a dose? 
3. 	What are the possible side effects? What should I do if they occur? 
4., 	Will the new Rx work safely with other Rx's, OTCs and other herbal 

medicines I am taking? 
5. What foods, drinks or activities should J avoid while taking this Rx? 

~SK.YOUR P~ARMACIST IF YOU HAVE ADDITIONAL QUESTIONS." 

. ~ow do pharmacists do this when the Rx is dispensed from a kiosk? 


Thank you for giving me the opportu'nity to prescnt this testimony. 
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small Dubuque pharmacy suddenly was mailing out huge quantities of 
addicti\,€ drugs to addresses throughout the country. 

InvestIgators raided the pharmacy, then tracked many of the drug orders 
to a Web site called 8uyMeds.com. The site's owners allegedly paid 
physicians to write prescriptions based on electronic questionnaires 
that customers "!fed out from their home computers. Schwab admitted 
authorizing a total of more than 1 million doses of drugs requested v;3 
such Web sites. He admitted appr6~ng up to 200 orders per day, and 
receiving $8 for each one. 

Three Iowa pharmacists surrendered their state licenses, but so far, 
only physicians ha\€ faced criminal charges in the in-....estigation. The 
gO'..emment's broad net represents an increasingly aggressive approach 
against doctors invcb.edinlntemet drug schemes, a national expert 
said, "This is one of the biggest, if not the biggest, case of this kind 
that we'-ve seen," said Dale Austin, senior '-Ace president of the 
Federation of State Medical Boards. 

Stephanie Rose, an assistant U.S. attorney prosecuting the cases, said 
doctors can pro'.l1de a ~neer of legitimacy to unscrupulous Internet drug 
sites. "The hope of the Department of Justice is to stop the fiow of 
legal drugs to the illegal market," she said in an intEH,";ew, "Doctors 
are a big part of the legal market. We want to make sure they're not 


.drawn into the illegal market." 


Authorities say it is illegal for a doctor to prescribe drugs without 

examining patients or ha\ing a legitimate medical relationship with 

them. It also is illegal for consumers to buy such medicine without a 

valid prescription, but consumers rarely are prosecuted for making 

purchases from the growing array of Web sites offering Vicodin, Valium, 

Ritalin and other addicti\e drugs. 


8uyMeds,com, which was owned by a company in the Virgin Islands, no 
longer sells drugs, but many other sites remain in business, 
I ntemet message boards are filled with boastful reports from the 
sites' customers. Here's one posted in 2003 by "Tyler," who related his 
expedence buying the narcotic painkiller hydrocodone on BuyMeds.com. He 
ordered 60 pills on a Sunday night, and recei\ed them by Federal Express 
WedneSday moming, he said. "These will come in useful jf e-...er I should 
run out of the Tylenol 3's my doctor prescribes. I ha-ve to say that out 
of the SIX internet pharmacies I ha\e tried, they ha\e ALL come 
through," 

"Tyler" wrote that he spent $168 for the drugs. If he had brought a 
legitimate prescription for the same piUs into an Iowa phannacy, he 
could have bought them for about $35. 

Urbandale pharmacist John Forbes said the fact that Internet customers 
will pay so much for the drugs implies they ha-....e addiction problems. "It 
runs up a big red flag to me," he said. Forbes applauded authoMties for 
aggressi-...ely prosecuting the current case. "I think they're doing this 
to set an example. They want to put a stop to this.1I 

Rose, the prosecutor, acknowledged that the gO\emment lacks resources 
to prosecute ewry customer who purchases pills illegally. "I don't 
think we're e'.ef going to stop the addicts from wanting to buy them," 
she said. "All we can do is try to shut down the supply." 

http:BuyMeds.com
http:8uyMeds.com
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The leader of Iowa's largest doctors' group said he had no qualms about 
possible imprisonment for physicians in such cases. "This isn't about 
legitimate business. This is about drug-deaJing," said Dr. Stephen 
Richards of Algona, president of the Iowa Medical Society. 

Mudri Associates 
10946 Cross Creek BI\d #210 
Tampa, Florida 33647 
Office- 813-986-7216 
Cell- 813·293../S402 
Fax- 813-986-5776 
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March 14, 2006 

Fred S. Mayer, R Ph., M.P.H. 

PresIdent, Pharmacjsts Planning Services, Inc. 

101 lucas VaHey Road, Suite 384 

San Rafael, CA 94903 


Dear Fred: 

Thank you for your interest in the Medication Errors Panel created by the passage of 
Senate Concurrent Resolution (SCR) 49 which I authored last year. I am pleased to 
provide you with an update about the activiti~s related to the resolution for your 
meeting to be held on March 19,2006. 

The resolution, sponsored by the California Association of Pharmacists, creates a 17
member panel'consisting of representatives of various stakeholder groups and 
members of the legislature, The panel is charged with producing a report· with 
recommendations of ways to reduce the incidence of mediation errors. 

The Speaker of the Assembly recently apPOinted the following persons to serve on 
the panel who represent the organizations or groups as required in the resolution: 

• 	 Assembly Member Wilma Chan, representing the Assembly Democratic 
Caucus; 

• 	 Assembly Member Greg Aghazarian, representing the Assembly. Republican 
Caucus; 

• 	 Brian Alldredge, University of California, San FranciSCO. Professor of CUnical 
, . Pharmacy,. a member of the faculty of a school of pharma.cy; 

• 	 Carlo Michelotti;' representing the California Pharmacists Association; 

t •:':., :·f...."'.·.~.··,.· ..-.', '._ ....... 
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• 	 Carey Cotterell, Kaiser Permanente, Medica! Car~ Progra~f ~harm~cy Quality 
& Patient Safety Leader, representing the Califomla AsSOcIation of Health 

Plans: 
• 	 Merrill Jacobs, representing the Pharmaceutical Research and Manufacturers 

of America (PhRMA); 

• 	 Dr. Gurbinder Sadant a member of the California MedicaJ Association; 
• 	 Ramon CastellbJanch, San Francisco State University, Assistant Professor of 

Health Education, a consumer representative~ 

We are awaiting the Senate Rules Committee to appoint representatives of the 
following e~tities as specified in the resolution: . 

• 	 A representative of the California Retailers Association Chain Drug 

Committee; 


• 	 A member of the California Society of Hospital Pharmacists; 
• 	 A representative of the Generic Pharmaceutical Association; 

• 	 A representative of a public heaith organization; 

• 	 A member of the California Nurses Association; 
• 	 A representative of AARP: 

• 	 A representative of the Consumer Health Care Products Association; 
• 	 A member or representatlve of the Senate Democratic Caucus 
• 	 A member or representative of the Senate Republican Caucus. 

My staff has been working with the sponsor of the resolution, the California 
Pharmacists Association, to ensure that the appropriate funding for the panel is 
secured. As soon as the issues of funding and the appointments of members by the 
Senate Rules Committee are resolved, a meeting of the panel will be scheduled, and 
you and others will be notified about it. 

If you or your colleagues would like additional information about the pane! or want to 
ensure that you are on the list of people to be notified about future panel meetings 
and the work of the panel,· please contact Ronald Spingam at 
Ronald.Spinqarn@sen.ca.gov or (916) 651 -4008. 

Please keep up the good work that you are doing with the Pharmacists Planning 
Services and , look forward to working with you and your colleagues on this and other 
issues in the future. 

All the best, 

JACKIE SPEIER 
State Senator, . 
8~ Senate District 

" 
,.' '" 	 t', '", 
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101 Lucas Valley Road, Suite 210 • San Rafael, California 94903 
Tel: 	(415) 479-8628 • Fax: (415) 479-8608 • e-mail: ppsi@aol.com 

California Board of Pharmacy Meeting 

Tuesday, October 25, 2005; 1:30 p.m. 


Crown Plaza Hotel, 1177 Airport Boulevard, Burlingame, California 


Regulation Hearing - Prescription Drop Boxes and Automated Self-Use 

Delivery Devices for Refill Prescriptions . 


Proposed Amendment to Repeal 16 CCR Sec. 1717 and to add 16 CCR Sec. 1713 


Testimony of Fred S. Mayer, R.Ph., M.P.H., President 
Pharmacists Planning Service, Inc. (PPSI) 

I am Past President of the California Public Health Association and President of 
Pharmacists Planning Service, Inc. (PPSI), a 501 C (3) nonprofit public health, 
consumer, pharmacy education organization based in San Rafael, California. I 
have been a California licensed practicing pharmacist for over fifty years. I have a 
Masters in Public Health from the University of California, Berkeley. 

I am presenting testimony for the Board's official record and Office of 
Administration Law (OAL) for not only PPSI but for five PPSI members who could 
not attend this' hearing today, as follows: 

1. Harry Ambrunn, R.Ph., 1750 Medical Center Pharmacy, Burlingame, 
California - Exhibit No.1. 

2. 	 Bret lYIiller, Pharm.D., CPhA Trustee - Exhibit No.2. 

3. 	 James Kramme, R.Ph., Exhibit No.3. 

4. 	 Robert A. Reed, Pharm.D., Arroyo Grande, California, Exhibit No.4. 

5. Larry Sasich, Pharm.D., MPH, FASHP, PPSI's Expert in the MedGuide Field, 
Public Citizens, and Associate Professor, Lake Erie School of Pharmacy, 
Pennsylvania, Exhibit No.5. 

a. 	 Federal regulations with dispensing pharmacists and specific 
responsibility for distributing medication guides to patients, Exhibit No.6. ( 

b. 	 "Useful Drug Information: Twenty Years and Still Waiting" article from 

Drug Topics Magazine, July 7,2003, Exhibit No.7. 


c. 	 "Statistics on Consumers Mixing Prescription Medicines with Over-the

Counter Drugs and Herbals", Sydney Wolfe, M.D. and Larry Sasich, 

Pharm.D., Public Citizens' Book, "Worst Pill, Best Pill", (sold 2.25 million 
copies), Exhibit No.8. 

mailto:ppsi@aol.com


PPSI's testimony and concerns are as follows: 

1. 	Malpractice issues "Pharmacists Can Be Liable for Drug Risks", Exhibit No.9. 

2. 	 Medication Error Study by Diane E. Tobias, Pharm.D., Exhibit No. 10 . 
• 

3. 	 Issues of black box warnings/7S plus NSAIDs, Exhibit No. 11. 

4. 	 FDA's restricting imports of ten Rx's from Canada for safety reasons, 

Exhibit No. 12. . 


.a. 	 Five widely used drugs called unsafe, Exhibit No. 13. 

b. 	FDA letter regarding MedGuides for all NSAIDs including 

"Cox-2 selective" drugs, Exhibit No. 14. 


5. 	 Day Surgery Patients at Risk for Medication Errors, Pharmacy News, 

Exhibit No. 15. 


6. 	 Generic Drugs Sampled Freely in Aetna Test in Kiosks, Exhibit No. 16. 

a. 	Do MD's have to comply with standards for kiosk dispensing?, 

Exhibit No. 17. 


7. 	 Senator Jackie Speier's SCR 49 "Prescription Drug Safety" study, 

Exhibit No. 18. 


In summation, please notice Exhibit, No. 19, the poster put out by the California 
State Board of Pharmacy, entitled "Notice to Consumers: Before taking any 
prescription medicine, talk to your pharmacist; be sure you know: 

1. 	 What is the name of the Rx and what does it do? 
2. 	How and 'when do I take it and for how long? What if I miss a dose? 
3. 	What are the possible side effects? What should I do if they occur? 
4. 	 Will the new Rx work safely with other Rx's, OTCs and other herbal 


medicines I am taking? 

5. What foods, drinks or activities should I avoid while taking this Rx? 

ASK YOUR PHARMACIST IF YOU HAVE ADDITIONAL QUESTIONS. tt 

How do pharmacists do this when the Rx is dispensed from a kiosk? 

Thank you for giving me the opportunity to present this testimony. 
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"'FROM: HARRY 

I can't be at the Board of Pharmacy public Hearing regarding 
the delivery devices~ I have questions you may want to ask 
unless they already have been addressed. 

The Board says, "automated delivery devices wil~ prov~de 
consumers with greater access to picking ~p the~r ref~ll 
prescriptions by allowing access both dur~ng regular pharmacy 
hours and when the pharmacy is closed". 

a) 	 Does "when the pharmacy is closed" mean~he entire store or 
only the Rx department? If it is the ent~re store and ~he . 
specific conditions state, "The automated delivery dev1ce 1S 
located adjacent to the licenced pharmacy", ~oes that mean 
the device can be located next door at the P1zza Parlor? 

b) 	 If a patient picks up refills when the stor7 is closed, then 
has a question about side effects after hav~ng taken the 
original Rx or finds one Rx is not what the p~ti~nt ordered, 
how does the patient have access to a pharmac1st. 
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This message has been scanned for known viruses. 

From: Rsklotz 
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To: PPSI 

Subject: ~e: Bd. of Pharm.Hearing/Kiosk, Oct. 25th, 9 a.m. - 4 p.m., Crown Plaza, Burl... 

Date: Mon, 3 Oct 20056:55:49 PM Eastern Daylight Time 

oblems/diseases induced .: y drugs. The approach of making much easier for the 
patient to get medications without a professional interaction s40 dramaticall increase my busm~.~ince there will 
probably be a further increase in .~IDru~ Induced Disease". I.w~t to thank everyone invo ve ornelping my consulting 
bll§iness. Also, remember the caveat of "Let The Buyer BeAware". Th~ more prescriptions we fill the greater is the 
0PR0rtunity for adverse reactions. We is everyone going to learn to understand,the true problem is not easy and more 
dispensing of drugs, but the real answer it to use drugs ·more carefully and with a great deal of skill. When I talk to 
physicians groups (surgeons in particular) I exPlain that the "Phannacological Scalpel" must be used with the same 
level of skill that a surgeon uses with a surgical scalpel. 

By the way I just got off the phone with a group that wants be to meet with a Oncology group practice regarding the 
dosing of drugs using pharmacokinetic models. It is interesting that a extremely specialized group of physicians are 
looking for help from a pharmacist arid not to fill more prescriptions. 

Just my thoughts and ravening's. 

RogerKI~
:;:> 
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1.. ________., __________--....:.-:------...-------..-----,.-.--.------.--..__._.___________J 

Pharmacy Board Members, 

As a Pharmacist in charge with 21 years of working the case experience I'm 
quite surprised by the Boards proposed change to add Section 1713 Receipt 
and Delivery ofPresctiptions. I don't foresee any problems with the drop off 
portion of the addition you proposed and in fact it's a needed change. I believe 
that your proposed addition to allow for automated delivery devices on the 
other hand will lead to long term changes in access to pharmacists. In your 
statement of reason your analysis of the impact of these machines I believe is 
flawed. Has the Board considered that centrally filled prescriptions are going 
to be the majority of the prescription placed in these units? The Pharmacist in 
Charge I assume will have liability for these prescriptions and yet a 
Pharmacist at the pick up site will not have been involved anywhere in the 
process of filling or dispensing the prescription. In light of this, how can the 
Board claim that it won't have an impact on either the patient health or on the 
Pharmacy staff level? Interactions with the Pharmacist will be lessened by 
these delivery devices. What about OTC and Rx drug interactions that are 
often discovered when picking up prescriptions? During routine pick up of 
Prescriptions I'm interacting with my Patients, checking there health and in 
general making them feel comfortable interacting with me. When we take 
away this we are creating an impersonal event that weakens Pharmacist care. I 
believe that employers will use the central fill - automated delivery devices to 
cut staff that will further put stress on the pharmacist remaining. Please 
reconsider your proposed addition of Sec. 1713 as I believe it will have a 
negative impact on the general public health and safety which the Board of 
Pharmacy is mandated to protect. 

Bret Miller, Pharm.D. 

~x-hJ~~/ __/_-{f 
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Robert A. R~ Rph, PharmD 

1570 'W. Branch St. 

Anoya Grande, Calif. 93420 

Octobw 10, 2005 

California State Board of Pharmacy 

400 R. Street Suite 4070 

Sacramento. Calif 95814 

Pharmacy Board Mtmber$: 

I have been a 1icen~ed practicing phannacist in California since 1977 and in light of 
my experience wO'uld like to express my concerns regarding your proposed addition 
of Sec. 1713 to the cWTent pharmacy law. Over the years, I have seen our profession 
pulled and tugged in many different directions. In my opinion this proposed change will 
tako our profession in a drnstically new and detrimental heading. I see it warping our 
effectiveness and usefulness in providing quality health care" Patient contact and 
accessibility is pharmacies most distinguishing aspect. We are available to aU by shnply 
nllowing the patient to approach us with questions without a prior appointment and to 
help themselves to our knowledge and professional advice. This is how we are perceived 
and what the public expects from us and it is I be1ieve~ in large part why our profession 
has been held in such high esteem fOT so long by the public. I ask you to consider what is 
the driving force behind this new legislation. Wbo stands to gain? It is certainly not the 
public. The servi.ce they receive wi1l1aclc our personal attention and contact and it will 
increase patient medication errors and dosing errors. 'Pharmacy will certainly not benefit. 
Employers will replace pharmacists with there new mechanized dispensers. Following 
the money trail leads me to believe that the push for this change is being led by those who 
will profit by it, namely the corporations which maintain phan:nacies in there department 
stores such as Longs) Rite-aid, K-mart. CVS, Walgreen's, Casteo and the like. To be 
blunt, I firmly believe that this legislation is being pushed through by ootpOrate greed, 
with no thought of its effects on the quality of patient care or the future ofthe practice of 
our profession. If T were a betting man, regarding the adoption of Sec 1713, I would place 
my wager on the side with the power and the money, and that is untortunate. It is my 
hope you will take these concerns to heart befure you lead the parade over a cUff. 

:e:.~IY'~ I'll J\~DL'A?t1rr 
Robert A. Re , Rpht PbarmD 

http:servi.ce


ANALYZES 538 DRUGS INCLUDING 18:1. PILLS 

YOU SHOULD NOT USE AND SAFER ALTERNATIVES 


Plus the 200 most-prescribed pills in the U.S., 143 new drug listings including 65 new 

DO NOT USE drugs, and a brand-new section on 13 bestselling dietary supplements 


FULLY REVISED AND EXPANDED FOR THE TWENTY-FIRST CENTURY 


Sidney M. Wolfe, M.D.; '\"'m~ Sasich, Pharm.D.pf1.'p.H..; Peter Lurie, M.D., M.P.H.; 
Rose-Ellen Hope, R.Ph.; EIzabeth BarGehenn, 1.0.;15e8nno E. Knapp, Ph.D - ';' 

Ams;r Ardati, M.D.; Sherri Shubin, M.D., M.P.H.; Diana B. Ku, Pharm.D.; ,~ 
and Public Citizen's Health Research Group 
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' "More than 10<l,..QOO people a year die in American hospitals from ~verse reactions to medication, 


maKing drug reactIOns one of the leading causeS of death in this cOUntry." 

, -JoufI!al of the Amer!9.n Medical Association study, as q~oted in the New York Time,§, 


'Itjs increasingly clear that certain drugs may have dang~r9us adverse effects, or that 
--:: 

tw9 relative 
s,afe,drugs, if taken together, can 9ause a fa~al intera9tion. This indispensable, potentipllyUfesaving' "'t' 
book gives you and your family-and your Rnysician~the information you need about your medical;.,:> 

treatment before you fill the prescription. "I","'J.",;;'''~~r:,:)',
"Ii:' ' ,,> 

",~ 
~----------------------------------------------------------------~ " 

~ " 'j".

Patients fjll over l~O rryfllion prescriptions a year for ,-", 
16 drugs ata cost of more than $11 billion! /L~:g~~~, 

.·····1'~~~L~i~Oc:~~e~:~:~~~~:t thSid,~Ynij\:~~~ ~~'in~\~~Censa~I:U:~~~~'II~ ~ include uP-to-the:~~~~~acts 
about the top-selling medicatio s on th'e market today. Worst Pills, Be Pills contains startling information 
about certain well-known drugs th can cause depression, hallucin JOns or psychoses,' sexual dysfunction, 

dementia, auto accidents, insomn parkinsonism, and more. I exposes drugs that simply do not work' 
and other whose risks far outwei the benefits. 

gn alph~s9)~tl~al index t~a~ lists pills by tei: ~ d and ge ric. me~, new informatio~~,9~?ut commonly use9'i:t.~;' 
dr~gs, gUidelines for helping you to say n If you actor rescnbe a drug you or your fa,mlly should not take,'::ji~ 

and safer alternative choices. Worst Pills, B t Pills c elp you to be orne actively involved in your owi1'ihealth.:! 
" 

care by knowing which questions to ask yo ph ic n, your pharma ~ and most important, yourself. 
'\ 
; 

, Caution: Call your docto efore sopping the use of any drug. 

It doesn't stop here! . worstpills. rg brings you this entire book-with frequent 
updates-as a sea~ able database. ou also get: ~: 

· up-to-the-minutrem~i1";lIerts abou newly disc~~ered dr~g d~~g~r~ ,::;i ... 
, . a six-mont,.. wEft) su\b~cription to Wors~ Pills, Best Pills Ne"j's monthIY,~~!lsletter" 
. analyses of pricing,:advertising, a,nd other . ;", ,:,' " 
dru'g:.retated issues'';;'~,'' I';',. :1,'.... $19.95 U.SJ$28.95 Can,
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ADVERSE DRUG REACTIONS 


Hovv Serious, Is the Problem and 
Hovv 6ften and Why Does It OCCUr? 

Although some adverse drug reactions (ADR) 
are not very serious, others cause the death, 
hospitalization, or serious injury of more than 2 
million people in the United States each year, 
including more than 100,000 fatalities. In fact, 
adverse drug reactions are one of the leading 
causes of death in the United States. 1 Most of 
the time, these dangerous events could and 
should have been avoided. Even the less drastic 
reactions, such as change in mood, loss of ap
petite, and nausea, may seriously diminish the 
quality of life. 

Despite the fact that more adverse reactions 
occur in pahents 60 or older, the odds of suffer
ing an adverse drug reaction really begin to in
crease even before age 50. Almost half(49.5%) of 
Food and Drug Administration (FDA) reports 
of deaths from adverse drug reactions and 61% 
of hospitalizations from adverse drug reactions 
were in people younger than 60. 2 Many physical 
changes that affect the way the body can handle 
drugs actually begin in people in their thirties, 
but the increased prescribing of drugs does not 
begin for most people until they enter their 
fifties. By then, the amount of prescription drug 
use starts increasing significantly, and there
fore the odds of having an adverse drug reaction 
also increase. The risk of an adverse drug re
action is about 330/0 higher in people aged 
50 to 59 than it is in people aged 40 to 49.3,.' 

Adv(!!se Reactions to Drugs Cause Hospitalization 
of 1.5 Million Americans Each Year 

An analysis of numerous studies in which the 
cause of hospitalization was determined found 
that approximately 1.5 million hospitalizations 
a year were caused by adverse drug reactions. l 

This means that every day more than 4,000 pa
tients have adverse drug reactions so serious 
that they need to be admitted to American hos
pitals. 

A review of patients admitted to medical 
wards of a hospital foupd that although for 3.8% 
of hospital admissions, adverse drug reactions 
led directly to hospitalization, 57% of these ad
verse drug reactions were not recognized by the 
attending physician at the time of admission. 
As in numerous other studies, many of these ad
missions should have been prevented. In fact, 
18.6% of all drugs prescribed prior to admission 
were contraindicated.5 ' 

Another review of studies of the percentage of 
hospital admissions related to adverse drug re
actions found that up to 880/0 of ADR-related 
hospitalizations in the elderly are preventable. 
In addition, elderly people were four times more 
likely to be hospitalized by ADR-related prob
lems than nonelderly. 6 

Although the rate of drug-induced hospi
talization is higher in older adults (an average ' 
of about 10% of all hospitalizations for older ., 
adults are caused by adverse drug reactions) be-' 
cause they use more drugs, a significant propor- , 
tion of hospitalizations for children are also 
caused by adverse dnig reuctions. 
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Other researchers looked not only at people 
for whom a contraindicated drug was pre
scribed, but also at prescriptions for older peo
ple involving two other categories: questionable 
combinations of drugs and excessive treatment 
duration.. The authors categorized all of this 
as "high-risk prescribing" and limited their 
analysis to just the three classes of drugs most 
commonly causing drug-related illness: car
diovascular drugs, psychotropic drugs (ones 
that act on the mind) such as tranquilizers and 
antidepressant~, and anti-inflammatory drugs. 
They found that 52.60/0 of all people 65 or older 
were given one or more prescriptions for a high
risk drug. 12 Thus, more than twice as many 
older adults were the victims of high-risk pre
scribing when these two additional categories 
were added. 

Nin~,Reasons Why Older Adults 
Are lVlore Likely Than Younger 

Adults to Have Adverse

D.!:y9 Reactions 

Many of the studies and much of the informa
tion concerning the epidemic of drug-induced 
disease focuses on people 60 and over. As we 
have mentioned previously, some of the changes 
that eventually lead to great numbers of ad
verse reactions in older adults (in combination 
with increased drug use) really begin to occur in 
the mid-thirties. In connection with the idea 
that drug-induced disease begins to get more 
common before age 60, it is interesting to note 
that in a number of studies comparing the way 
"older" people clear drugs out of the body with 
the way younger people do, the definition of 
older is above 50, and younger is below 50.3 

1. Smaller Bodies and Different Body Composition: 
Older adults generally weigh less and have a 
smaller amount of water and a larger propor
tion of fat than younger adults. Body weight in
creases from age 40 to 60, mainly due to 
increased fat, then decreases from age 60 to 70, 

with even sharper declines from 70 on. There- . 
fore, the amount of a drug per pound of body 
weight or per pound of body water will often be 
much higher in an older adult than it would be 
if the same amount of the drug were given to a 
younger person. In a~dition, drugs that concen
trate in fat tissue may stay in the body longer 
because there is more fat for them to accumu- , 
late in. 

2. Decreased Ability of the Liver to Process Drugs: ' 
Because the liver does not work as well in older' 
adults, they are less able than younger people to 
process certain .drugs so that they can be ex.;. 
creted from the body. This has important conse
quences for a large proportion of the drugs used 
to treat heart conditions and high blood pres- . 
sure, as well as many other drugs processed by 
the liver. The ability of the body to rid itself of , 
drugs such as Valium, Librium, and many oth
ers is affected by this decrease in liver function .. 

3. Decreased Ability of the Kidneys to Clear Drugs Out 

of the Body: The ability of the kidneys to clear: 
many drugs out of the body decreases steadily' 
from age 35 to 40 on. By age 65, the filtering 
ability of the kidneys has already decreased by 
300/0. Other aspects <?f kidney function also de
cline progressively as people age. This has an 
effect on the safety of a large number of drugs. 

4. Increased Sensitivity to Many Drugs: The prob
lems of decreased body size, altered body com
position (more fat, less water), and decreased 
liver and kidney function cause many drugs to ' 
accumulate in older people's bodies at danger-: 
ously higher levels and for longer times than in 
younger people. These age-related problems are, 
further worsened by the fact that even at "nor
mal" blood levels of many drugs, older adults 

 
 
' 

 

have an increased sensitivity to their effects,
often resulting in harm. This is seen most
clearly with drugs that act on the central ner-
vous system, such as many sleeping pills, al
cohol, tranquilizers, strong painkillers
such as morphine or pentazocine (TAL·, 
WlN), and most drugs that have anti
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cholinergic effects (see Anticholinergic 
in the Glossary, p. 889). This latter group 
includes antidepressants, antipsychotic 
drugs, antihistamines, drugs used to calm 
the intestinal tract (for treating ulcers or 
some kinds of colitis) such as Donnatal, 
atropine, and Librax, antiparkinsonian 
drugs, and other Qrugs such as Norpace. 

For all of the drugs in the above~mentioned . 
groups that are listed in this book, we include 
an "anticholinergic" warning as follows: 

ANTICHOLINERGIC EFFECTS 

WARNING: SPECIAL MENTAL AND 

PHYSICAL ADVERSE EFFECTS 

Older adults are especially sensitive to the harm

ful anticholinergic (see Glossary, p. 889) effects of 

[name of drug class}. These drugs should not be 

used unless absolutely necessary. 

Mental effects: confusion, delirium, short-term 

memory problems, disorientation, and impair~d 

attention. 

Physical effects: dry mouth, constipation, diffi

culty urinating (especially for a man with an en

larged prostate), blurred vision, decreased 

sweating with increased body temperature, sexual 

dysfunction, and worsening of glaucoma. 

Yet another example of the marked increase 
in the sensitivity of older adults to drugs has to 
do with stimulant drugs that are in the same 
family as amphetamines, or "speed." Despite 
the dangers of these drugs for anyone, espe
cially older adults, they are widely promoted 
and prescribed, includ~ng Ornade, Tavist-D, 
Entex LA, and Actifed. All of these contain am
phetamine-like drugs such as pseudoephedrine. 
For any of these drugs discussed in this book, 
most of which are listed as Do Not Use drugs, 
the following warning is given: 

WARNING 

[Name of drug] can cause or worsen high blood 

pressure. It is especially dangerous for people who 

have high blood .pressure, heart disease, diabetes, 

or thyroid disease. People over 60 are more likely 

than younger people to experience effects on the 

heart and blood pressure, restlessness, nerVous

ness, and confusion. 

5. Decreased Blood-Pressure-Maintaining Ability: 

Because older adults are less able to compen
sate for some of the effects of drugs, there is yet 
another reason why they are more vulnerable to 
adverse effects of drugs and more sensitive to 
the intended effects. The most widespread ex
ample of older adults' decreased ability to com
pensate is seen when they get out of bed and/or 
suddenly rise from a seated position. As you 
rise, your blood pressure normally falls, de
creasing the blood flow to your head and result
ing in less blood flow to the brain. Younger 
people's bodies can compensate for this: recep
tors in the neck, sensing that the blood pressure 
is falling as the person rises, tighten up the 
blood vessels in other parts of the body, thus 
keeping the overall blood pressure high enough. 
In older adults, these receptors do not work as 
well. Often, upon standing, older adults feel 
giddy, lightheaded, and dizzy. They may even 
faint because the blood pressure in the head 
falls too rapidly. 

The ability to maintain a proper blood pres
sure is further weakened when you use any of a 
very long list of drugs, the most common ex
amples being high blood pressure drugs. 
Other categories of drugs that cause an 
exaggerated blood pressure drop include 
sleeping pills, tranquilizers, antidepres
sants, antipsychotic drugs, antihista
mines, drugs for heart pain (angina), and 

I' 

I • 

i 



14 WORST PILLS; BEST PILLS . 

antiarrhythmics. (See p. 31 for a full list of 
drugs that can cause this difficulty.) 

This problem of so-called postural hypoten
sion-the sudden fall in blood pressure on 
standing, brought about by a combination of 
aging and drugs-can be catastrophic. The falls 
that often result can end in hip fractures, a 
leading cause of death in older adults, or other 
serious injuries. 

6. Decreased Temperature Compensation: Younger 
adults are more easily able than older people to 
withstand very high or very low temperatures. 
They sweat and dilate (widen) blood vessels 
to get rid of excess heat when it is hot, and 
constrict (narrow) blood vessels to conserve 
heat when it is cold. Older adults' bodies are 
less able to do this. As in the case of blood pres
sure compensation, this "normal" temperature
regulating problem of older adults can be 
significantly worsened by any of a large number 
of prescription and over-the-counter drugs, re
sulting in fatal or life-threatening changes 
in body temperature. Many older adults' 
deaths during heat waves or prolonged 
cold spells can be attributed to drugs that 
interfere with temperature regulation. 
Most of these people did not know they 
were at increased risk. All drugs in this book 
that contain a warning about anticholinergic ef
fects can have this harmful effect on withstand
ing heat waves. 

7. More Diseases That Affect the Response to Drugs: 

Older adults are much more likely than younger 
adults to have at least one disease-such as liver 
or kidney damage (not just the decreased func
tion of older age), poor circulation, and other 
chronic conditions-that alters their response 
to drugs. Little is known about the influence of 
multiple diseases on drug effects in the elderly. 

One well-understood example, however, is 
the effect of heart failure on the way people can 
handle· drugs. When the heart is not able to 
pump as much blood as it used to, the change 
that occurs in heart failure, there is also a de
crease in the flow of blood to the kidneys. For 

the same reasons discussed in reason number 3, 
the reduced flow of blood to the kidneys de
creases the kidneys' ability to rid drugs from the 
blood and excrete them in the urine. 

8. More Drugs and, Therefore, More Adverse Drug 

Reactions and Interactions: Since older adults 
use significantly more prescription drugs than 
younger people, they have greatly increased 
odds of having a drug reaction caused by the 
dangerous interaction between two drugs. 
Often, older adults take one or more over-the
counter drugs in addition to their prescription 
drugs. This further increases the likelihood of 
adverse drug interactions. One of the more com
mon kinds of adverse drug interactions is the 
ability of some drug to cause a second drug to 
accumulate to dangerous levels in the body. At 
the end. of the discussion of each drug in Chap
ters 4 through 28, except for the 181 Do Not 
Use drugs, there is a list of other drugs that can 
cause serious adverse interactions. 

PARTIAL LIST OF DRUG 

INTERACTIONS 

Some of these interactions are life-threatening 

or of great potential harm to patients. (See individ

ual drug profiles for complete lists of interactions.) 
TRICOR with L1PITOR 
INSPRA with potassium 

CELEBREX with warfarin (COUMADIN) 
MEVACOR with LOPIO 

TEOUIN . with BETAPACE 
ALDACTONE with potassium 

PROZAC with DESYREL 
ULTRACET with PAXIL 

insulin with INOERAL 
TEGRETOL with erythromycin 
TAGAMET with DILANTIN 
GEODON with ZAGAM 
INDERAL with TAGAMET 

DEMEROL with NAROIL 
CALAN SR with quinidine 

theophylline with TAGAMET 
warfarin (COUMADIN) with TAGAMET 

LANOXIN with CALAN SR 
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Inadequate Testing of Drugs in Older Adults Before 

lU\nlrnv'AI:. Although older adults use a dispropor
tlOI'llate share of prescription drugs, few of these 

:are adequately tested in older adults be
being approved by the FDA. 
. ·'PeterLamy of the University of Maryland 

s than 
~eased· 

)y the 
irugs. 
r-the-

:

:.
. 

':ti

. ;
"
"

'.i:)CnUUl of Pharmacy has stated, "We test drugs 
people for three months; we give them 

.people for 15 years." The FDA is slowly 
edying this serious problem by requiring 

,that the people on whom a drug is tested be rep
~re8entative of those who will use the drug ifit is 
1'1 . 

j

.) 

approved. Nonetheless, most drugs on the mar
ket today, which are heavily used by older 
adults, were not adequately tested in this age 
group. 

In summary, there are significant differences 
between younger and older patients, often not 
realized by doctors or patients. Increasing 
awareness of these differences will result in the 
prescription of far fewer drugs to older adults, 
and those that are prescribed will be given at 
lower doses in most instances. 
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DRUG-INDUCED DISEASES 


Is the Problem of 

··ar,. more than 9.6 million adverse 
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those that affect the mind or behavior. (For a 
list of drugs that can cause auto crashes, see 
p.34.) , 

• Each J!,ear 32,000 older adults suf&r 
from hip fractures--contributin to more 
than 1,500 eaths-attributable to drzig
in~uced fa!:!:!!-,6 In on.e study, the main c~te
ganes of drugs responslble for the falls leadlng 
to hip fractures were sleeping pil1s and minor 
tranquilizers (30%), antipsychotic drugs (520/0), 
and antidepressants (17%). All of these cate
gories of drugs are often prescribed unnecessar
ily, especially in older adults. (See section on 
minor tranquilizers and sleeping pills, antipsy
chotic drugs, and antidepressants, p. 166.) The 
in-hospital death rate for hip fractures in older 
adults is 4.9%.7 Multiplying this times the 
32,000 hip fractures a year in older adults at 
tributable to drug-induced falls, 1,568 older 
adults die each year from adverse drug reac
tions that cause hip fractures. (For a list of 
drugs that can cause hip fractures because of 
drug-induced falls, see p. 33.) 

• Approximately 1[3,000 older Alneri
cans 	suffer from serious mental impair
- ent (memory loss, dementia) either c!!:l!:.2.edt,r worsened by drugs. 8,9 In a study in the state 

ofWashington, in 46% of the patients with drug-
induced mental impairment, the problem was 
caused by minor tranquilizers or sleeping pills; 
in 14%, by high blood pressure drugs; and in 
11%, by antipsychotic drugs. (For a list of drugs 
that can cause or worsen demeI}tia, see p. 28.) 

• Two million older Americans are ad
dicted or at risk ofaddiction to minor tran
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34 WORST PILLS, BEST PILLS 
y:- =? 

Drugs That Can Cause Falls/Hip Fractures (continued) 

BRAND NAME GENERIC NAME 

Antipsychotics 
~ 	 ABIUFY 


GEODON 

COMPAZINE 

HAlDOL 

MELLARll 

NAVANE 

PROLIXIN 

AISPERDAL 

STELAZINE 

THORAZINE· 


TAIAVIL 


ZYPAEXA 


Barbiturates 
'4tr. 60 ilSOl 

LUMINAL, SOLFOTON 

NEMBUTAL 
Tranquilizers or sleeping pills 

A1VIBIEN 

ATAAAX, VISTAAIL 

ATIVAN 
BUSPAA 
CENTRAX 

DALMANE 
DORIDEN 

HALCION 
LlBAIUM 
MILTOWN, EQUANIL 
NOCTEC 
NOLUDAR 
PLACIDYL 
RESTORIL 
SERAX 
SONATA 

TAANXENE 
VALIUM 
XANAX 

Neurological drugs 
DILANTIN 

KLONOPIN 

LUMINAL, SOLFOTON 

TEGRETOL 

Other drugs 
ZYBAN 

aripiprazole 
ziprasidone 

prochlorperazine 
haloperidol 
thioridazine 
thiothixene 
fluphenazine 
risperidone 
trifluoperazine 
chlorpromazine 

amitriptyline/perphenazine 

olanzapine 

butabarbital 

phenobarbital 
pentobarbital 

zolpidem 

hydroxyzine 

lorazepam 
buspirone 
prazepam 

f1urazepam 
glutethimide 

triazolam 
chlordiazepoxide 

meprobamate 
chloral hydrate 
methyprylon 
ethchlorvyno! 
temazepam 
oxazepam 
zaleplon 

c!orazepate 
diazepam 

alprazolam 

phenytoin 

clonazepam 

phenobarbital 

carbamazepine 

bupropion 

Drugs That Can Cause Automobile Accid 

BRAND NAME GENERICNAf 

Mind-affecting drugs 
Antidepressants 


;;at - ArqAFRANit 


'ASENDIN 

AVENTYL. PAMELOR 
CELEXA 

ELAVll 
LEXAPRO 
LlMBITROL 

LUDIOMIL 
LUVOX 

NORPRAMIN 

PAXIL 

PROZAC, SARAFEM 

SINEQUAN 

SURMONTIL 
TOFRANll 
TRIAVIL 

VIVACTIL 
ZOLOFT 

Tranquilizers and sleeping pills 
'e-- . 	 h\MBIEN 

AT1VAN 
CENTAAX 
Ll8RIUM 
PAXIPAM 
SERAX 
TRANXENE 

VALIUM 
XANAX 
SONATA 

clomipram 
amoxapine 
nortriptyl i 
citalopram 
amitriptylir 
escitalopr& 
amitriptyli 

chlordia 
maprotilin 
fluvoxamir 

desiprami 

paroxetin 

fluoxetint 

doxepin 
trimiprarT 
imiprami 
amitriptYi 

perphe 
protriptyl 
sertraline 

zolpidem 

lorazepar 
prazepar' 
chlordiaz 

halazepa 
oxazepa 
clorazep 

diazepar 
alprazol 
za/eplor. 

Drugs That Can Cause Sexual [ 

BAANDNAME GENERIC 

Antibiotics and other anti-infective ag 
NIZORAL 
TEGISON 

Antichoiinergics 
BANTHINE 
BENTYl 

CANTIL 
DARBID 

DITROPAN 
HOMAPIN 
PAMINE 

PATHILON 

PRO-BANTHINE 

ketocon 

etretina' 

methan 

dicyclo! 

mepem 

isoprop 
oxybut\ 

homatr 

methsc 
tridihe) 

propan 
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Under the regulations the dispensing pharmacist has specific responsibility for distributing 
Medication Guides to patients: 

.. 	 Each authorized dispenser of a prescription drug product for which a Medication Guide is 
required under this part s.b.aJj, when the product is dispensed to a patient (or to a patient/s 
agent), provide a Medicaffffil Guide d~ctly to each patient (or to .the patient's agent) 
unless an exemption applies under 20.8.26. 

EXOGENOUS fACTORS: 
Pollnllal drug Inl.ncllons with warlarla sodium are tlstad bllo'l/ by druo class ,nd by specific drugl. 
Glasses 01 Drugs: 
5·lIpoxygenase Inhibitor Telra~I<lIn.. Gaslrolntesllnal tJarcolics.prolanged
Adrenergic Stimulants. Central Anticoagulants Proklnelic Agenls Nonsleroidal Anli·
Alcohol Abuse Reduclion Antlconvulmlst UlcmUve Colitis Agents InllammalolY Agenls

Preparalions Antldepressantst Gout Treatment Menls Psychosllmu,anls
AnalgeSICS Anlim.larial AQenls HemorrheolOQlc Agents Pymolones
Anesthellcs.lnhalallon Antlneoplastlcsj Hepatoto,icDruqs SallcylatesAntlandrogen Anllp.,lslllc/Anlimlcroblals HyperglycemIC Agenls Selective Selotonin ReupilleAntiarrhylhmic!1 Anliolalelet Drugs/Ellects Hypertensive Emergency Agenls InhibllorsAnllbioticsj AnllihYlolo Olugsl Hvpnolicsi

Aminoglycosldes (oral) Bela·AdlenerglcBlockel Hypohpidemlcsl
Ceph.losporins.pmnletal Gllolelilholyllc Agenrs Bile Acid·Blndtng Resinsl
Macrolides Diabetes Agents. DIal flbric ACid Oellvallves 
Miscellaneous 0IU,,"c5j liMG·CoA Reductas. 
Peolclilins. IOlrav.nous. high fungal MeOIC.llons.lnlravagtnal. InhibUorsl 
dose SystemIc I leUk,otfleneReceptol
Oulnolon.s (lluoloQulnolonesl GaslricAcldlly and PepllclJlw Anl3QDOISI
Sullon.mldes.long aCling Agenlst Monoilmlne OXIdase lnhltlllors 

Specilic Drugs Reoolled
lefl.mlnopnen elollbtal, Iiollamlde 
alcohOlj cyclophosphamIde! Indomelhacln 
allopurinol danalol IOlIuenza vuus vaCCIne 
aminosalicylic acid de,lran Ilraconazale 
amlodaron. HCI dul/olhYlo,,"e 'eloprolen 
aspum diazoXide 'elorol.c 
alorvastalinl dlclol.nac levamisole 
llllhromyclO dicumarol levallo,acln 
capeCllabine diliuntSal levolhyro.me 
celamandole disulfllam liolhyromn. 
celalolln doxycyclin. 10¥allalln 
celoperalone a'lylhtomycln melenamtc lCld 

"Iolelan .Ihacryn.c ,cia melhimazole! 
"Iaxllin lenollbrale melhyldopa 
c,lIm'one lenoprol,n methylpne",Oate 
celecoXlb lIuconazol. metnylsaltcylate Olnlment 
cellv.slalln lIuorouracll (lopic.l) 
chenoolol lIuoxeline melronidazole 
chloramphenicol Ilulamid. mlcon.zole, intr.vaginal. 
chloral hydr.lel lIuvaslalln syslemlc 
chlolpropamlde Ilu,oxamlne mOllci!ln. 
cholostyramlnej gemiliblolli hydrocnlondet 
clmelidln. glucagon nalidl,ic aCId 
clp/ollo,acin halothane naproxen 
clsaprlde hepano neomycin 
clarllhromycln Ibuprolen nOllioxacin 
also: other medicalions ,lIeeling blood ,Iemenls which may modlly hemoslaslS 

dlelarydellclencl.s 
prolonged hal wealher 
unroll able PTIINR delelmlnallons 

!Increased and decreased PTlINR lespooses have been I.ported. 

Sielolds, AorenoCOlilcal1 
Steroldl. Anabolic (17·AI'yt 

TeSlosl"on,Owv"",,)
Thromoolyllcs 
ThyrOid Drugs 
TUberculoslsAQentsl 
U/lcosulICAq!?IIIS 
'Jacclnes 
I/ilamlOsl 

alioxacirl s.ullamelnllolf 
olsalwne sull.melhanzole 
omeprazole sUlllnpyrazone
QxaprOlin luJliso:taWle 
axymelhalone sullndac 
pa/o,"lIne lamo,lIfen 
penicillin G, Intravenous lelracycllne 

~enlo'i!yllin. IhyrOld

pheoylbulalone HCiHCHlIn 
GhenYloint 1ir;lopnlln! 
piperaclilin \Issue plasmtnoQen 
oiro:r.tcam lCllvafor d·PAI 
Gravasl",n, {Q(!)ulilmIOt 

preonl50net tfamatlol 
propalenone Iflmetn0pllml 
PIOPo'YPh,ne sutjam~lnO.ldlOi!! 

propranolol urokinase 
oropyllhloumill valptOall' 
qUInidine vitamin E 
qUlnln. .....arratln o\f!tdOSf 
I.mlldln't zalinuk"l 
rolecoXib zileuton 
mlraline 
slmvaslalin 
II,no!olot 
Itreptoklnase 

Warfarin Sodium 
Tablets, USP 

Larry D. Sasich , Pharm.D" MPH 
LECOM School of Pharmacy 
1858 West Grandview Blvd 
Erie , PA 16509-1025 
Office: 814-866-8467 	
Cell: 703-851-3635 	
E-mail: Isasich@lecom.edu 	

~~·w~J
IDlOfJ® 

(sertrali"ri'8 Hydrocnloride) 
Tablets and Oral Concentrate 

sulcldallty In Children and Adolescenll 

Anlidepre5sanIS Increand Ihe rll~ 01 suicidal thinking and behavior (lui· 

cidallty) In short-term studies In children and adolnclolJ IIIlth MaID~ 

Depressive Disorder (hlOO) and olher psychlBlrlc dllorden. Anyone con 

slderlnQ Ihe use ollOLOFT or any other anlldepressaol In a child or ado

lescent must balance Ihll risk wllh Ihe clinical need. Pallenls who are 
startBd on lherapy should be observad closely lor clinical wmenlnQ. sui
cldallty or unusual changes In behavior. Famlll81 and caregivers Ihould 
be advl~ed ollhe need lor close ob!8rvailon and communlcallon with the 
prescriber. ZOLOFT Is 001 epproved lor use In pedlalrlc pailentl axceptlor 
pallents wllh obsessive compulsive disorder (OeD). (See WARNINGS and 
PAECAUTIOHS: Pedlalrlc Use.) 
Pooled analyses 01 short-term (4to 16 weeks) placebo-controllad trials 01 
9 antidepressant drugs (SSRls and othors) In children and adolescanls 
wllh malar deprBsslve dlsordar (MOO), obsessive compulsive disorder 
(OCO) or olher psychlalrlc disorders (a lotal 01 24 trials Involvlno aver 
4400 ~ailanIS) bave revealed a areeler risk 01 adverte events represent
Ing sulcldalthlnklng or behavior (sulcldallty) during Ihe IIrsllBW monlhs 
oltraatmentln 111011 receiving antldeprenanll. Tho averaqe risk 01 such 
events In patlsllts rlcelvlng anlldepressants was 4'1'., \IIIlcD Ihe placeDO 
risk ot Z"Io. Ho suicides occurnd In the.. trtals. 

WHO SHOULD NOT TAKE 
~ CONTRACEPTIVES 

Cigarette smoking increases the risk of 
serious cardiovascular side effects from oral 
contraceptive use: This risk Increases with 
age and with heavy smoking (15 or more 
cigarettes per day) and Is quite marked in 
women over 35 years of age. Women who use 
orai contraceptives are strongly advised not 
to smoke. 

ZYPREXA® 

Ol~nzafffne Tablets 

ZYPREXA® ZYDIS® 
Olanzapine Orally Disintegrating Tablets 

ZYPREXA® IntraMuscular 
Olanzapine for Injection 

WARNING 

~.<: _,:=Z:= .~. 

increased MortaUty In Elderly Patients wilh Demontis-Re/Dlad PsYchOsis - Elderly patients with 
dementla-retated psychosis treated with atyplcat antipsychotic drugsII ~~ ~\ a7 1~~r:t~~~B~il~~ ~: 
death oompared \0 placebo, Analyses of seventeen placebo·contro era 5 ,m 

6 10 woeks) In these p'stlents reveated a risk of death In the drug-trealed patients o~ be~e~t"di . tf 
1.7 limes that seen hi piacebo-Inlated patients, Over the course of a IYplcaI10.w:e b cor2 ~'Ae I ~~. 
the rate 01 death In drug-treated patients wa.about 4.5%, oompared 10 a rate 0 a o~ 1 ' b· ~th e 

IBeebo rou Although the causel of death were varied, mOlt of the deaths appeare 0 e e or 
~ardtovag8cur~r (e.g., heart failure, sudden death) or Infectious (a.g., pneumonia) In nature. 
ZYPREXA (olanzaplne) Is not approved for the treatment 01 patients with dementia-related 
psychosis (see WARNINGS). 

~GlL~:t! 

}uesday, October 18, 2005 America Online: PPSI 
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Useful drug infonnation: '20 years and still waiting 

Are patients getting 
sound written drug 

infonnation with their 
new prescriptions? This 
issue has been at the cen
ter of a contentious debate 
for lnore than 20 years. 
The divisions have been 
along ideological lines-.
wi th pharmacists and 
their associations favoring 
a "1narketplace for infor
rna tion" and consumers 
preferring a government
regula ted program wi th 
quality standards and 
oversight. 

l11L.issue dates back to 
1979, when the Food & 
Dlu~Adm.inistration pro
poseri the hTSt plan. It was 
killed in the eaTly days of,
the Reagan Administra:
bOIl. In 1982, the l\JatiOfi
a1 Council on Patient 1n
fon;;tion & Education 
(NCrI]) was formed, 
pled~g to meet patients' 
information needs. ' 
~Apro

posed the rvredication 
Guide rule. The &lffie ideo
logical forces that divided 
the FDA's 1979 plan greet
ed this proposal. A com
promise was struck over 
the Medication Guide rule 
with the passage of Public 
Law 104-180 in 1996. This 
law called for the FDA to 
assess the effectiveness of 
current private-sector ap
proaches to providing 
patients with drug infor
mation. If 7~atients
recei~ot
receive useful written 
info~
29~ Department,of 
Health & Human Services 
wouw be required to 

 

 
 

explore other initiatives. 
The HHS Secretary ac
cepted the 1/Action Plan," 
as it was known, on Jan. 
13, 1997. The Action Plan 
stated that drug leaflets to 
patients should be accu
rate, unbiased, sufficiently 
comprehensive, under
standable, timely, and 
useful. 

Next, the FDA granted a 
contract to the University 
of Wisconsin School of 
Pharmacy to conduct a 
na tional assessment of 
patient information leaf
lets. In June 2002, the FDA 
released the results of this 
asseSsment, w hKh covered 
about'1;3oo leaflets diStrib
uted rlaflonally by Eliar
maclsts for a tenolol, ator
vastat~, glybT{~' C}nd 
nitroglycenn.' 1e survey 
fow~while 89% of 
patients received some 
written inforn1ation, the 
informa tion was only 
abou t 50% useful 

To PubTIc Citizen, the 
concept that drug infor
mation can be 50% useful 
is unfathomable. Drug in
formation that contains 
only half of what it $hould 
is misleading, and mis
leading drug information 
is potentially dangerous. 

Based on the survey 
results, FDA concluded 

- that progress has 
'been made in 
meeting the goals 
set under the law. 
The agency said 
it would continue 
to work with pri
vate sector part
ners to improve 
the usefulness of 

patient information and 
meet the goal for the year 
2006, which calls for 95% 
of. patients obtaining new 
prescriptions to receive 
useful written drug infor
mation at the time of dis
pensing. 

Following the FDA's 
decision to delay action 
unti12006, Public Ci~'s
Health Research GrQup 
filed SUIt agaInst th;>e 
agenry this past Fe~ary,
challengIng the FDA's 
failw'e to seek public com
ment as required by the 
law. Negotiations began 
almos t immedia tely, and 
the suit was settled in 
A pril. In the settlement, 
the FDA agreed to hold a 
public Ineeting tllis month 
and to open a docket to 
seek public comment. It is 
expected that some at this 
meeting will raise the 
issue of pharmacist COll[l-
selu1£.and oral informa
tion prOVIded by health 
professionals. 

"Consumer groups are 
strongly supportive of ver
bal interactions between 

.healthcare professionals 
and consumers, but given 
the limited amount of 
drug information' that can 
be communicated to and 
retained by a consumer in 
this type of interaction, 

we continue to 
believe that FDA
approved writ
ten information 
provides patients 
with the, best 
opportuni ty to 
avoid prevent:

\:: 
a,bIe adverse 
drug'reac!igns. 

An~ August 1997 Office of 
Inspector General reRort 
found that enforcement of 
patient counseling laws by 
state pharmacy boards has 
been nurumaI, underscor
ing ffi~neea: for manaato
ry distn6u tion of FDA
approved written drug 
infol111Iftion. .., 

Several. professional 
trade organiza Hons, in
cluding some representing 
pharmacy, have consistent
ly supported the distribu
tion of high-quality drug 
information for consum
ers. However, these sanle 
org~tions also oppose 
FDA oversight of quality 
guidelines such as those 
contaIned In the Action 
Plan. ClaIming support 
wrure opposing regulatory 
oversight is disingenuous 
and does nothing for the 
image of pharmacy as a 
health profession. ]he 
results of the University of 
WiSconsin survey clearly 
show the poor quality' of 
drug iriIonnation that con
sumers can expect wiU10ut 
active FDA overSight of 
quaIity guidelines. 

....WIth the settlement of 
th~ Public Citizen lawsuit, 

,patient information leaf
lets will once again come 

 up for public deba teo 
PhalJ!lary could cultiva te 
sIl).arter patients b~ re
membering tha t vo un
tary progJ;ams have hUlen 
for 20 years andby su~
porting the only viab e 
alternative available-an 
FDA-~gtilated program. 
THE AUTHOR Is a research analyst for 
Health Research Group, a division of 
the consumer advocacy organization 
Public Citizen. 
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Statistics on Consulners' Mixing Prescription Medicines 
with Over-the-Counter Drugs and Herbals 

G---~» 

There are approximately 107,000 deaths each year due to the consumers' mixing of 
prescriptions medicines with OTCs/herbals--study done by Lucien Leppe, M.D., 
Harvard's School of Public Health. 

These deaths are equivalent to people dying from crashes of three 747 airplanes each 
year. The American public never hears about these 107,000 deaths. 

Adverse medication reactions to drugs cause hospitalizations of 1.5 million 
Americans each year - study done by Sidney Wolfe, M.D., Public Citizen, 
Washington, D.C. . 

28 % of all emergency room visits arc medication related including a large 

proportion due to the mixing of medicines. 


Of these, 70 % were preventable if the phannacist adhered to the California Board 
of Pharmacy's rules and regulations regarding pharmacists' consulting with 

patients. 


Research has shown that almost one out of four older adults living at home--6.6 
million people a year--were prescribed a "potentially inappropriate" drug or drugs, 
placing them at risk of such adverse drug effc,cts as mental ilnpainncnt and 
sedation.. 

Seniors (over sixty-five) are 12% of the popUlation but take 42% of prescription 

medicines. 


Kiosks will take away all refills--approximately 500/0 of prescriptions--and place 

them in an ATM machine without a pharmacist's supervision and consultation. 


In the Vioxx issue, which was settled last week for $260 million, over 20 million refill 
prescriptions for Vioxx were dispensed. If these were dispensed from a kiosk, how 
would pharmacists ever know if the patient was experiencing side effects to report to 
FDA? 

Patients want to be able to consult a pharmacist on their prescription medicines. 
The California Board of Pharmacy's three consumer advocates all voted in 
consumer testimony against putting medications in a kiosk. These consumer 
advocates were out-voted by the Board's industry people from Longs, Safeway, and 
Walgreens. Industry and big business want kiosks to save money a~d increase . :- (/j5 profits, never minding about public health and safety. . ~ ht 0c 7--8



Lasfyear the California Board of Pharmacy through its three consumer advocates 
forced the Board to put out a "Special Notice to Consumers" stating: Before taking 
any prescription medicine, talk to your phannacist. Be sure you know the following 
five points: 

1. What's the name of the medicine and what does it do? 
2. How and when do I take it and for how long? What if I mis~ a dose? 
3. What are the possible side effects? What should I do if they occur? 
4. Will tbe new medicine work safely with other medicines and herbals? 
5. What foods, drinks or activities should I avoid while taking this medicine? 

" Ask Your Pharmacist" - If using a kiosk to dispense medications, how does a 
patientask a kiosk any questions? Why bother to waste the taxpayer's money to 
send this sign to all California pharmacies if patients are now going to get their 
information from a kiosk? Why train ~harmacists eight years to get a pharmacy 
degree with another year of internship to receive a pharmacy license for patients to 
get medicines from a kiosk? Does anyone care that 107,000 deat~s arc occurring 
each year? 

Forty-five million seniors under Medicare will be going to the federal government 
under the new Medicare Modernization Act, January 1, 2006, (five months from 
now), to purchase their prescriptions under the new Medicare program. With 
107,000 deaths yearly and three 747s crashing each day, PPSI, a nonprofit, 
consumer, pharmacy education, public health organization predicts that this figure 
will double if the kiosk lawsuit and the consumers' wishes arc not heard. 

PPSI suggests in the interest of consumer health that each consumer obtain FDA's 
brochure "My Medicin:es" to keep a diary on all their nledications, over-the-counter 
drugs and herbals as the kiosk will not be able to speak personally to them about 
their medicines. If interested in receiving this brochure, please send a self-addressed, 
stamped (37 cents) envelope to PPSI, 101 Lucas Valley Road, Suite 210, San Rafael, 
California. 

Also I suggest each consumer purchase Public Citizen's book "Worst PilIlBest Pill", 
a consumer's guide to avoiding drug induced deaths and illnesses, to inform each 
consumer which one of their "kiosk purchased drugs" is dangerous since there will 
be no consultation with a pharmacist. 

~. 
~ .. 
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Generic Fares Well in Big Psychiatry$t1l9Y: 

. - .-. -'. - - ~ . .

W~ightg~l~UJ~.~~ir1~~JJ~ct .. 
wzth brand..nalne;.Zypre~a~ ~." 

~et of dilta that: w:ereo~tained 
. Independently of the pharmaceu
tical industry and in asdentifi-
c~llirigorOll?,"i,Vay," says Je~frey
Llebenn~n~head of psychiatry 
at Colui11biaUniversity and prin
cipal i~yestiga~o.r~ on .the trial, 
known 'a.s CATIE.: 

Schi'zophrenla p-atients in the
. study weri~X·randolnIY. assigned 
i one. of five. ·:drugs·. The older an-
.~ tipsych9tf~ . perphenazine was 

found to be just as eff.e~tive as three newer, 
so~called atypical antlpsychotics: Johnson & 
Johnson's Risperdal, l\$1;i~aZeneca PLC's Sero:
qu~l and Pfizer Ine.'~Geoddh, although each had 
sl~ghtly diff~r.ent ·sf~~·-effect profiles. . . .. 

Eli Lilly & Co. 's Zyprexa was more eff.eGtive 
than the other drugs. But the trial confirmed a 
concern that has emerged in recent years: The 

Please Turn t6 Page D6, Colunln 1 

-

' . - . ......';" j .. - :. :.: .- •• ' • '. . . ":: 

lvewer' Costlier Drugs Have 
, .. .. .' 

Little AdvantagefiorSchizonhrenia·
... Y "' 

C07nparative Data on Side Ef4!ects . 
UJ t 

By: LEILA ABBOUD 

I 
NA SUR:pRISING fiilqing,a government 
study~comparingschizophrenia treatments 
found that an older generic medicine was as 

effective ·as all but one 'of the newer and more-ex-. 
pensive ~r~am~ @ugs wIdely used to tITat 
the devasiating 'mental illness. . 

The $6T'million ·,federallY .funded study also 
exposed just hoV{ poorly ;~eurr~nt: antipsYGho.~ie 
~rugs re.aliY'.work:. Ne II ·thtee- uarters or eo-'

,.pIe trea·~d;·sto· ed.t~ng... the·m~djci.:n,.e~·the· .. ' ..~;
been· '. " . 18 mon s'2'. He' O'SI e'·' .. "or 
poor control.of symptoms;·~The'resUlts, froIp.' the 
expertence of 1,500 pafiefilr,'are to be published in 
this week's New England Journal 'of Medicine. 

fTll,e findings .may have significant implica-
llow doctors treat the 3.2jnillion people· 

:;;;s:::; 

in this country sufferin from 
s The newer, cos 
lie an IPSYC otics mak~ up 9
of the market today. They are
also used for bipWr dis~der, 
and for severe ca~ of depres-
sian, kids~ wIth extrelne behav-
IDr?-l problems, aiid- aelnentiq. 

<Hut psychIatrIsts· fave been 
prescribinglfiese drugs with in-
cOInplete infornlation about the 
benefits and risks of each drug. 
The studies that companies do to 
get d~ugs approved· aren't ae:-
signed to conlpare avallaQle 
treatInents or shed lIght on the 
differences between SImIlar drugs. When cOlnpa-
nies do compare their drugs to others, the stud-
ies have often been s~bject to criticisDl that they 
were designed in favor of a particular drug. ~o 

 psychiatrists have had no head-to~head, inlpar-.·:
tial comparison to help thenl weigh treatlnents. 

Now this trial, part of a six-year push by the 
National Institutes of Health to examine a range 
of psychiatric drugs,· "provides a c0l11prehensive 

 0%- '::' .. i .:>' . ' .... ;' .. 
 . ;<;...;; , 

l 

\ 

. '. 
 ··
 i ·
.. 

.;i  

http:control.of


. ! " 
.\ 

.\ 


'I 
i 
I 
! 
i 
I 

! 

,! .• 

J 
j 

."Ai 
i 

: ",j1 
"'R 

' . 
 

• 
 

ar 
se 
gr 
g1 

cr 
cc 

m 
01 
sl 
T 
s( 

. tJ 

\\
~ 

g 

 

·f 

(.: 

.Older Generic ipr1!g,Fares Well 
'InExter/;sivePsjj~ii}i(dry Study 

, • .. I .. , . 

a~d: B~~toI.~yers Squibb's, newer drUg,',.
.:Abilif'Y,' and the antidepressant Lexapro','_:'" 
. ",·"The new trial aimed to eliminate'some 
,of the guesswork in treatment. In thefirs('

", stage':of the study, if patienf,s 'did well 'on 
' the drug they were assigned, they'stayed 
,on it for the 18-month-long trial. But if the'
 patient felt the drug wasn't working or 
experienced bad side effects, they were 

;. switched to another antipsychotic. 
, The primary measure of the drugs' 
 effectiveness was, how long patien ts 
stayed on them. The researchers chose. 
this somewhat unusual trial design to re-
flect patients' and doctors' overall judg-
mentson· whether the benefits were 
worth any undesirable effects. Most pSY-
chiatric clinical trials measure a drug's 
effectiveness based on whether it re-
Iieves symptoms as measured by ques-
tionnaires and rating scales. 

. Patients on Zyprexa stayed on the drug 
for longest, for a' median of 9.2 months. 
Patients on perphenazine, the older drug, 
stayed'.on for 5.6 months, Risperdal for 4.8 
months, Seroquel for 4.6 months, and Ge-
odon for 3.5 months. Nearly a quarter of
people who stopped taking Seroquel, 
Risperdal, perphenazine and Geodon
stopped because the drug wa~n't working.'

The study found no significant differ
ence' among the drugs in the incidence
of neurologtGal side effects like shaking.
(However, the patients who discontin
ued perphenazine because of side ef
fects were more likely to do so because 
of movement side effects.) The finding 
is notable because it undercuts the pre-
vailing view shaped by drug-company 
marketing that the newer drugs cause 
fewer movement side effects·. The re-
searchers acknowledged that the find-
ing may not represent the whole picture.
since the most serious of side effects 

. can take years to emerge: 
Patients on Zyprexa gained an aver-

age of two pounds per month. One-third 
of patients on Zyprexa gained more then 

.7% of their initial body weight compared 
I!:·with 16% of patients taking Seroquel;-l4o/o-
 taking Risperdal, 12% taking perphena
'zine, and 7% taking Geodon. Patients 
.who discontinued Zyprexa because of 
side effects were more likely- to do so 
becaus-e-ot-welght gam. , 
. The drug makers defended their drugs. 

'Pfizer said Geodon, which has long had 
small market share because. of nagging 
cardiac safety concerns, performed well 
and without weight gain or metabolic side 
effects. Lilly said the results proved that 
Zyprexa was superior to the other drugs, 
while Johnson & Johnson said the study 
didn't adequately reflect Risperdal's 

. strengths because the doses given were too 
low. 'AstraZeneca said that Seroquel bal
anced efficacy and tolerability. 

cines. Zvprexa's manufacturer, Eli Lilly,
had long argued that all the newer "atypI-
cal"'. annpsycnotlcs caused· these. PI 00- "
iems ana the FDA eventuaJ~ mlmd.tEre Ir'" 
wa~n~~or Jfe.,8tX;~*s~ . .t.. 

t ~1!l usn n ner the find-' 
ings will lead psychiatrists' to" cliange "
their prescribing habits .. One . thing to' 
watch is whether public 'programs like 
Medicaid or private insurers use the find-
ings to justify trying older genericimedi-
cines before the new ones. ' 

Although the older drug, perphena-
zine, worked just 'as well as several of the 
newer drugs, some doctors may' resist 
prescribing the older drugs because of 
long-held' fears about side effects: In 

Schizophrenia 
patients frequently 
must hunt for effectiv.e' 
treatments. 

some people they cause involuntary 
movements, jerkiness and tremors. 'In 
the 1990s, drug makers carne out with the 
new atypicals that supposedly caused 
fewer neurological side effects. 

,Backed by huge marketing efforts, 
use of these newer antipsychotic's has 
exploded, reaching $10.1 billion in U.S. 
sales last year, according to 1MS 
Health. But some psychiatrists and re-
searchers have been critical of how 
drug companies developed and pro-
mated the medications. 

Studies done by drug companies are 
too small and short-lived to pick up long-
termsaiety problems, and they often,.·ex'4-~·.
cludr1ne SIckest patients andpeopJe who',J
have_ other diseases in additiorrJ!l..tlllLill-
nessJ2eing treat~. Moreov.er, the compa-. 
nies' studies have generally compared'the 
new drugs to high doses of Haldol, apo~ 
tent bIder antipsychotic available as a ge~ 
neric that is known to cause relatively. 
high rates of movement side effects. 

Schizophrenia patients', frequently 
must hunt for effective treatments. Lisa 
Halpern of Cambridge, Mass;, tried a mul-. 
titude of different drugs. Haldol gave her 
terrible tremors and restlessness. Clozaril 
from Novartls brought her out of the most. 
severe period of her illness, but. .she 
gained nearly 30 pounds anei ,often fell 
asleep. She's now on a cocktail of Seroquel 

http:Moreov.er
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widelyusei,l]lrug~ ~iI'l~d.unsafe 

A 'officer says· 

conflicts 6f interest 
mpromise' agency, 

co

By Marc. Kdllfman . 
.WASIIINGTON POST 

W ASHINCTON - A veteran" 
Food and Drug Administration 
safety officer Thursday told a Sen- .. 
ate hearing inquiring into the 
abrupt recall of the arthritis drug 
Vioxx that five other widely. used 
drugs should be either withdrawn 
or sharply restricted because they: 
have dangerous side. effects... . 

. Descriping the a'geI1cy that he 

'--i---to'r·Doi{:'Sthte·ev~~~~~~~~~!fo~ ~i~g: .. cis~~:~:v:~~~:~e:~~I~~ .tor~:ft";::~~:rit~;~~~~~ 

th~ FDA has not given the compa-
ny any'in~cation ofa major con-

 cern regarding Crestor, and the 
comments ~odayare inconsisterit 
with past'public s, tatements from 
'lh~ FDA."· . 

Abbott·.Laboratori~. isStled a 

~t~t~t defending. ~ts 'weight
'! loss drug·Meridi~:'u6b~;ity r'e
..~~m:-0~e0f.theleadinghealthep
, .ldenucs lI1 the U.S., and Meridia is 

one of the few effeco've drugs that 
are currently available/' it said. 
.' GlaxoSmithKline stood by its 
asthma drug Serevent' saying it was 
"safe and effective when used ap
propriately;" 
.. Pfizer spokeswoman SusanBro 
said its "Cox':'Z ,drug,' Bextra, uhas 
been fopnd sale and effective when 
used as indicated." She noted that 
the c0l'!lpany had :alr~ady "com
mitted to condu<;ting further stud
ies to confirm the longer-term CaI

cliovascularsaIety profile." 
The Associated Pres.~' 

contributed to this reporL 

,
"i 
.  

. .): 

. \vorJ<.s for as in-' . .., .' 
capable'of slop
ping da ngerous 
drugs from com

ing to and stay

ing on the rnar- . 

kel, David Cra- . 

ham, associate':' 

director of the 

O(fice of Drug' 

Safety, told the David Grahnm 
senators that the 
FDA's role in re- . 
viewing and approving new dnlgs 
sometimes conflicted with its duty 
to address safety issues. 

Asked by Sen. Jeff Bingaman, D
N.M., to identify the five drugs, 
Graham hesitated and then listed 
them to the startled hearmg-room~
the popular chol~sterol-Iowering 
drug Crestor,-the weight-loss drug 
l'vleridia, the pa.inkiller Bextra, the 
acne medicationAccutane ;.:md the 
asthma medicatjon Serevent. 

Each poses different issues, Gra'~ 
.ham ;'laid in answer to questions 

from se~ators, but all req~i;.~-~ore
aggressive action by the FDA I· 
"f\.StraZeneca's Crest or, he said, 
poses risks of kidney failure and a 
rare muscle disease; Abbott Labo

. ratories Inc.'s Meridia is of little use 
and has cardiovascular side effects' 
Roche's Accutane can cause birth 
. defects ifused by pregnant women; 
Pfizer's Bextracarries cardiovascu
lar risks similar to those linked to 
Viox:x; and ClaxoSmithKline's Se
revent increases the ris~ of dying of 
astluna, The makers of all five 
drugs later defended their products 
vigorously. 

. . . II d b S . Charles 
Evalmition ~dResearch,"$aid.~e·;. ··.. hearmg·ea1e '. y~ .en·· of the . anagency.alre"dy had taken s,teps to: . Grassl.ey~R: o~~,.c au:n and'an 
alert. consumers. to those' drUgs" ~enate ~mance Co~t~ee : .

. s~{ety' '··concerns. .That",:includes. .mcreasmgly·,~harp, cntIc, of the 
(U'. .. FDA F II G ham s com 

I 

height~ned warnllgs for· Serevent· ", .... 0 owmg. .ra ( . . "G I mted1y warned 
a tougher risk~management plan 
to ensure pregnant. women' don't 
use Accutane and an upcom.i.i1g 
advisory co~tteehearing re
'ardin Bextra. . ; ::,. . 
g :A 2~-year vett~rari of the 'FDA, ~ 

. hId" .... nil' tGraham as p aye a Slg lcan 
role in the' withdrawal of:nine 
drugs 'over the pastdecaQt::~ and hisr~sedb~fore VIOJO(WasWl~dr~::. 

. highly unusual attack .on his own 

agency astonished many' in··~the 

room. He called the FDNs han-., 

,dling of Merck.& Coo's Vioxx -' . 
. whidt he said should have bep,n 

. pu1Tecnrom me milli\el-Y~a.l~ agv 
the most distressing epispde of all 
and a "profound regulatory fail
ure." ' 

III would argue. that the FDA as 
currently conIigmed is incapable 
of protecting America against an
other Viox:x.," Graham said in his 
scathing assessment. "The scientil
ic standards (the FDA) applies to 
drug safety guarantee that unsafe 
and deadly drugs wiU remain on 
the U.S. markel" 

Citing estimates he said were 
based on the results of Merck's own 
clinical trials,. Grahanl said be
tween 88,000 and 139,000 Ameri- 
cans had probably had heart attacks 
or strokes as a result of taking Vioxx, 
and that 30 to 4D percent had prob
ably clied. 

Graham also contended that 
FDA had an inherent conIlict of in
terest that triggered "denial,rejec
tion and heat" when safety ques
tions 'emerged about products it 
had approved. 

Graham's sentiments were en
dorsed at the hearing by two other 
drug safety experts, .but they were 
disputed by a ranking FDA officI'al 
as "not the FDA thatllmow." . 

Sandra Kweder, deputy director 
. 

.0(lheOfficeo(NewDrugs,said the 

, agency was dedicated to protecting 

consumers arid that drug safety was 

at. the heart oUts activities. She ac-· 

lm,owledged;however, that~clear

l1y, there's. concern' by the pubijc 

\ and this committee that.th,~.system 

.' isn't working as well as it shoUld, 

.and we need to address that.n

· . 


Asked a bout the five' dr'ugs that 
Graham identified as needing un·. 
mediate action,. Kweder .said,~l 
don't have reason to believe that set 
of five drugs gives more reason for 
concern than any other set." 

ments, ras~y p~. t d~' lin-
?gency ollic~ s agams ';, lSGIP 

i. ·.mg Grahamlmany.way. . f
. G rassley ,*0 suggested that an· . .

:in~~pendent board'o(drugsaIety, " 
may.be.ne~ded to·ensUI.elhe safety 
of.medications aIter FDA approval. u.: .' . " l fl ,. ". 

. An . awful~.lot .of re . ~gs. were 

. SaI~ Grassley, and. ~~ age cy. 
damed;ratherthan.hstened.to,llS. 
own reviewers. 

,,,-\.. ·:Merck CEO Raymond.Gilmar
.till came to the defense.oUhe FOA . 
"'~ridl-iis-corirpanysactl;~ in.deal-~ 
. ing with. the issues around Vioxx, a 

heaVily advertised and hugely prof
itable drug UIltil it was abrup.tly re
called in September. He'sald the 
company had no scientif}c. reason 
to withdraw the drug untillt heard 
clear negative results reporte~ by 
the safety monitoring comnutt~e 
of a clinical trial. At the t~e, Gll
martinsaid,' l;lis own .wife was reg
ul~ly taking the drug. . . 

"TIuoughout Merck's history, It 
has been our rigorous adherence to . 
scientiiic investigat!9n,_QQeJ.Uless 

-:mdTIHegntythat has enabled uslo 
bring new medicines to people 
who need them," Gilmartin said. UI 
am proud that we followed that 
same rigorous scientific process at 
every step of the way with Vioxx." 

One of, a class of painkillers 
. mown as COX-2 inhibitors that are 
widely used by arthritis sufferers, 

. Vioxx was introduced in 1999. It 
: was withdrawn after researchers 
' halted a clinical trial because pa
; tients taking Vioxx were experienc
.. hIdmg twice as many eart aUac {s an 
. k 't t kin 1 b. stro es as patlen saga pace 0, 


. but' witnesSes testified there .had 

been suggestions of possible caI

. diovascularrisks going back the 

'd 1990 ' 

,ITIl.- . S. ..- -' : 

Offici~ls of the companies 
who~e drugs ~ere cited by Graham. 

.:: all' said' they were-surprised by' his 
·testimony.· . 

Carolyn Glynn.,aspokeswom r 

.for·.Roche, said it had long rec g-
n!zed. that.'Accutane .r~q~e spe-' 
CIal handlmg because of It own . 
connection to birth qefe . 

Worrisome drugs? 
Five drugs cited by a Food and 
Drug Administration official as the 

I worst examples of those that 

remain on the market despite 

safety concerns: 


~ 8..,ccutane, a treatment for 
severe acne linked 'to birth defecls 
and fetal death when used by
pregnant women. 

~ !!e~tbaLa painkiller found' 'In a 
recen s udy to more than double 

I. the risk of heart attacks . 

I and .
k . s t fO es among patients with heart 

dIsease.' .. 
1 

. 

;, , .,.. .
i'" , ~, an anti-cholesterol 
id,r4Qflfilted to a muscle-destroying 
;sIge effect and acute renal failure, 
: t/ fX1 arldW' an. obeSity: treatment 
rfinRe 9 eart problems .and, 
iamong pregnant wcimen stillbirths 
miscarriages.and birth d~fects. 

~,.. Serevent' an as' 'th'm'a d' 
itiott tAatifSi~dy in Engla~ Ii~ck~d' 
ito increased deaths .. , 
ISource: Associated Proess 
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Ph~~~aci~s can be lia~le f~r dtufU!&s/f::tc6Ks,r! ApAssoclotedPress 

By Curt Anderson, Associated Press Writer I June 3, 2005 

MIAMI --A pharmacist can be held responsible for failing to warn about a medication's risks, even when filling 
a doctor's prescription, a Florida appeals court ruled. 

The 4th District Court of Appeal said the duty to warn about using drugs repeatedly or in harmful combinations 
is based in the requirement that pharmacists have "ge'neral knowledge" of medicines they dispense and the 
risks they present. .' 

/ 

The ruling this week lets Robert Powers pursue claims of negligerlce against two pharmacies -- Y~r Druggist 
and The Medicine Shoppe -- that filled his wife Gail's prescriptions for neck and back pain. She died of an 
overdose in October 2002. ' 

~ .._.- _....---..

The pharmacies said they plan to appeal. 
I 

J 

Powers' attorney Peter Herman said the ruling was important for consumers because "a pharmacist is 
probably going to be in the best position to raise a red flag" about potentially harmful drugs. 

Gail Powers, a 46-year-old waitress, had been taking six drugs, including painkillers £?~~yContin and P~t 
and the anti-anXiety drug diazepam. These drugs can be harmful if taken toget~er and some are highly 
addictive with long-term use, according to the Food and Drug Administration. 

The negligence claims Robert Powers 'brought against the pharmacies had been dismissed by a trial judge, 
who said that Under Florida law druggists are not liable if they are filling a doctor's legal prescriptions. 

,- - _. _" ~ __._, ..---'~- .-...-.---._-.s~ 

W~dnesday's appeal~ court ruling re§d that d~sion while .making no decision on the me~of Power].' 
claims, ' - , 
~.......,-

On the Net: 

© Copyright 2005 The New York Times Company 



, 

Dianne E. Tobi,as, Pllarm. D. 
TOBIAS CONSULTING SERVICES 

Carmen Catizons, MS, RPh, DPh· 
Executive Director/Secretary 
NABP Foundation 
700 Busse Highway 
Park Ridge, IL 60068 

June 1,2004 

Dear Carmen; 

Enclosed please find our report for the Medication Error Analysis Proposal which 
was funded by the Foundation. As stated in the report and several emails, our 
original.goals were not able to be realized because of some restrictions to data, 
but we still feel there is value in the effort and results. 

We are seriously considering presenting the data at a national meeting in the 
Fall. Should you want the data presented at a NABP meeting, let me know. 

Thank you again for your support of this project. 

Sincerely, 

Dianne Tobias, Pharm.D., CGP 
Mark Sey, Pharm., CGP 

cc: Patricia Harris L// /.;J. / OS 

SPEED LETTER 

tA~~1a
¥\..~Of 

Consumer 
Affairs 

In the interest ofspeed and 
economy, we are answering 
your inquiry on your letter. 
Ifyou need more informa
tion, please notify us. 

State Board or Pharmacy 

400 R Street. Suite 4070 


Sacramento, Calif. 95814 

(916) 445-5014 


~	~)Av 
·r/u~oC~J-t 

PaPQ 

~kd~yt {O 


P.O. Box 1407 • Davis, California, 95617 
~/7F\q-QR77 • s.~nn.S:;Q-n:.t77 I=:::4V • rlQtnhjQ~ ((i) ~nl I"'("\n'"\ 



Tobias and Say: An Evaluation of the Implementation ofa State-Mandated Medication" 

Error Quality Assurance Program 

Table 3 

Medication Errors from Citation I Fine Data Reports 1999-November 2003 

Medication Error Category 
Number Percent of Total 

Citations 

Wrong Drug 88 45.6% 

Wrong Strength 44 22.8% 

Wrong Instructions 21 10.9% 

Wrong Patient 12 6.2% 

Wrong Medication Quantity 8 4.10/0 

Other Labeling Error 10 5.20/0 

Compounding/Preparation Error 7 3.6% 
. 

Refill Errors (frequency, timeliness) 5 2.50/0 

Other (not listed) 10 5.2% 

Total # Citations for errors (may 

have more than one category listed) 
193 



n.s. food 1nd Orug .~dm(oistr..uU'n 

FDA News 
FOR IMMEDIATE RELEASE 
P02..52 
December 9, 2002 

Media fnquiries: 301-827-6242 
Consumer Inquiries: SB8-INFO-FDA 

FDA STRENGTHENS CONTROLS, ISSUES CONSUMER 

ALERT 


ON IMPORTING CERTAIN PRESCRIPTION DRUGS 


~part of its ongoingeffprts to reduce preventable adverse events from the products it, 
r~u'atas, the Food ang Drug Administration (FDA) today anr:'ounced that it is strengthening. 
the ~ntrQls designed to .prated ~Jlents by restncting imports of cert~in presgjption drugs that 
can be used safely only with specIfied controls in place. 
--------~~~--~-----------~ 

FDA's action involves addIng the drugs to an existing FDA Import Alert, which alerts FDA field 
personnel to the possible importation of these drugs. provides guidance as to their detention 
and refusal of admission into the United States, and also advises United States Customs 
personnel to refer any attempted importation to the local FDA field office. 

The drugs added to the Import Alert are as follows: 

• Accutane (isotretinoin) - indicated for the treatment of severe recalcitrant ,nodular acne 
" 	Actiq (fentanyl citrate) - indicated for the management of severe cancer pain in patients 

who are tolerant to opioid therapy 
• 	ctozariJ (clozapine) - indicated for the management of severe schizophrenia in patients 

who fail to respond to standard drug treatments for schizophrenia 
" Lotronex (alosetron hydrochloride) .. indicated for the treatment of severe irritable bowel 

syndrome ;n women 
'" Mifiprex (mifepristone or RU-486) - indicated for the medical termination of early 

intrauterine pregnancy 
'" 	 Thalomid (thalidomide) - jndicated for the acute treatment of the cutaneous 


manifestations of moderate to severe erythema nodosum leprosum 

• Tikosyn (dofetilide) - indicated for the maintenance of normal sinus rhythm in patients 

with certain cardiac arrhythmias 
• Tracfeer (bosentan)- indicated for the treatment of severe pulmonary arterial 


hypertension 

• Trovan (trovafloxacin mesylate or alatrofloxacin mesylate injection) - an antibiotic 

administered in in-patient health care settings for the treatment of severe, fife-threatening 
infections 

• Xyrem (sOdium oxybate)- indicated for the treatment of cataplexy in patients 'wftfl 

narcolepsy 


In a related action, FDA today alerted consumers not to buy these drugs over the internet, 

http://www.fda.govlbbs/topicsINEWS/2002INEW09856.html 	 12/18/2002 

I( GiJ~ 
..:~---- -~. J'U .... \..UlfUJlUCU support and interest in PP<;:'T 

http://www.fda.govlbbs/topicsINEWS/2002INEW09856.html


because drugs obtained via websites usually are not accompanied by these safety controls. 
FDA is concemed about the safety risks posed by use of any of these products without the 
specified controts in place. . 

The revised Import Alert and the consumer advisory are available online at 
http.Jlwww.fd~..:.9.Qy'ora/fiars/Q~jro..p.ort ia..~64j.~htmj and 
http://WwW.fda. goylocJpuyonf.ine/CQnsum~ralert120QQ;2. htr:rJ1 
respectively. 

Although these drugs have important benefits for many patients, they have serious known risks 
and so are available in the U.S. only under specially created safety controls, These safety 
controls are bypassed when these drugs are purchased from foreign sources. placing. patients 
who use these imported drugs at higher risk. Therefore, because of this higher risk to patients, 
FDA took action to further curtail the products' availability from foreign sources. The drugs 
purchased from foreign sources are generally not FDA-approved.. 

Controls on these prescription drugs include limiting their distribuUon to specific facHities (such 
as hospitals); limiting their distribution to physicians with special training or expertise; or 
requiring certain medical procedures (such as pregnancy testing or blood testing) with their 
use. 

Commissioner of Food and Drugs Mark B. McClellan, M.D., has set as a major FDA priority the 
reduction of 
preventable adverse events. "The FDA is committed to taking action, through educational 
activrues and other means where necessary, to improve patient safety," said Dr. McCfetian. 
"Use of these FDA-approved products without adequate controls or monitoring, and using 
versions of these products not approved by FDA, increases the risk of. seriqus adverse events 
for patients who might otherwise benefIt from the drugs' use." 

According to a 1999 report by the Institute of Medicine, medical errors in hospitals alone cause 
annually 40.000-98,000 deaths. The 10M has estimated that preventable adverse events cost 
the United States economy $17 billion a year. 

Detailed information for consumers and patients who would like to leam more about how to 
buy preSCription drugs safely may be found in FDAts guide, "Buying prescription Medicines 
Online: A Consumer Safety Guide, It availabJe onlJne at . 
httrIlf'H'HW,fda:gov/~derf.drug/con$umerlbuY9nline.lguide.htm 

Office of Public Affairs 
\lVeb page uproaded by.iro 2002-0EC-09. 

hnp:llwww.fda. govlbbsltopicsINEWSl2002/NEWOO856.html 

http://WwW


DEPARTMENT OF HEALTH &. HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Rockville MD 20857JUL 2 6 2005 

Frederick S. Mayer, R. Ph., M.P.H. 

President/CEO 

Pharmacists Planning Services, Inc . 

.101 Lucas Valley Road, Suite 210 

San Rafael, CA 94903 


Re: Docket No. 2000P-16711CP 1 

Dear Mr. Mayer: 

This letter responds to the citizen petition subn1itted by Phan11acists PlaIu1ing Services, 

Inc., requesting that the Food and Drug Adn1inistration (FDA) issue a patient n1edication 

guide (MedGuide) for distribution with all prescription non-steroidal anti-inflatnlnatory 

drugs (NSAIDs), including the so-called ~~COX-2 selective" drugs, to provide patients 

appropriate warning and risk infonnation relating to gastrointestinal (Gl) bleeding 

associated with the use of these drugs. For the reasons described below, your petition is 

granted. 


On April 7, 2005, FDA issued a Public Health Advisory (PHA) in 'which it alu10unced 

several actions relating to both COX-2 selective and non-selective NSAIDs, including 

plans to issue a 1vledGuide for patients addressing the cardiovascular and GI risks 

associated with the use of prescription drugs in this class. The MedGuide will inform 

patients of the need to discuss with their doctor the risks and benefits of using 

prescription NSAIDs, and the in1portance of using the lowest effective dose for the 

shortest duration possible if treatn1ent with an NSAID is warranted for an individual 

patient. 


. We have attached the PHA and related docUlnents issued by FDA on April 7, and our 
Inelnorandum entitled "Analysis al1d reco1l11nendations for Agency action regarding non
steroidal anti-inflamn1atory drugs and cardiovascular risk." These documents detail the 
scientific and regulatory findings upon which FDA based these actions. 

Accordingly, your petition is granted. Thank you for your continuing interest in 

promoting public awareness of safe use of Inedications. 


Sincerely, 

Steven K. Galson, M.D., M.P.H. 
Acting Director . 
Center for Drug Evaluation and Research 

Attachnlents E::xjl UloL+ (f ® 
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Day Surgery Patients Found 
At Risk for Medication Errors 
HONOLULU-A preliminary Medication Practices (lS:rvlP\ 
study of day-surgery patients repQrted lracev L. Stiere r , MD) 
revealed a high rate ofpotential Dire~or of the Outpatient Sur
ly harmful discharge prescrip gical 'Center ohns Ho kins 
non errors. Me lCal Institutions, timore.I 

J\tlore thfl.l!. ~# of the pre- AcEcirdmg to Dr. Scierer,this 
scriPtions examined were found is the first study to examine 

\ to have errors, based on criteria medication errors among day~set bv the Institute for Safi: surgery patients. "These patients 
see Day Surgery Errors. page 28 ~ 
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ivIEDICATION SAFETY 

Day Surge", Errors 
contin!..!ed from page 1 

arc particularly vulnerabie, because once 
clioCharged t they are no longer unaer ..me 

\ \ surveillance of medical ersonnet" she 
to Pharmacy Practice News. "Children arc 
particularly at risk, because they are fre
quently unable to verbalize that they are 
having a reaction." 

The investigators examined prescriptions 

and discharge forms ofsurgical patients at a 
day surgery facility and conducted a prelim
inary analysis of the :first 75 patients. Data 
were collected over seven days. Errors were 
classified as !Idose errors,'" umissing informa
tion,lt or "patient identification errors." 

Errors were classified as "'potential 
adverse drug events" if the investigators 
determined that the error had the potential 
to injure the patient, Dr. Stierer reported at 
the 2005 annual meeting of the Intema

tiona! Anesthesia Research SocietY. The 
clinical services being observed w~re not 
informed about the study. The anesthesiol
ogy service rewrote any prescriptions that 
contained any errors that would be consid
ered pot~ntial adverse drug events. . 

In all, 75 patients (48 women) were 
studied. The ages ranged fIom 1.3 to 84 
years, with an average of38.5 years; aver
age weight was 71.9 kg, Dr. Stierer noted. 
ADa1ge~ir_'3 were the most commonly pre

1 • d _,-[;506 £88 S! v ssnl:J~~ dI"1"1IHd 
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Generic Drugs 
Sampled Freely 
In Aetna Test 
By SCOTT BENSLEY 
StitftRtpont'r of'11II WALL snUUtT JOUItNAL 
OdQiJlr 11. 2ooS: Page Bl 

.

Movi_llg to trim drug spending, several insurers a.re paying to put 
Am-style machines dispensing generic-drug samples in doctors' 
offices around the countrj. 

Aetna Inc. this week plans to unveil a pilot program in which it wants to place the machines with 
physicians around Philadelphia, in advance of a possible.national rollout. The test, if expanded, 
could represent the largest use ofthe ATM..generic strategy to date. Currently, the machines can 
be found in an estimated 100 physicians' offices from New Jersey tQ Califomiay paid for by 
various insurers or insurer groups. 

~~J..L ,S~~~T:}~B~,~ yt!l_~~___ _ The generic-drug dispensers aim to provide a 
1 COWlterweight to the samples of branded drugs distributedA WSJ'. Seo1! Hensley di.cuss<>s2 freely by sales representatives working for 

~ otrtmng gert9rio-drug $a~ in your phannaceutical companies. La.~ year, doctors received 
doaor's office. Imore than one billion branded drug samples - three for 

every person in the U.S. - valued at nearly $16 billion, 
an 18% increase over 2003: according to data from IMS Health} Fairfiel~ Conn Makers oflQw
priced generic drugs donYt provide samples to doctors, except in rare cases, because of the expense 
and lack ofsales forces. 

The automated dispensers of generics offer some advantages over branded sampies. Samples of 
bnmd..name drugs, for example, usually last only a week or so. The generic-drug machines usually 
dispense 30-day supplies of medication. To use one of the machines, a doctor would punch in a 
security code and receive a packet ofmedicine used for some of the most commonly' treated 
conditions,. su~h as high blood pressure, depression or diabetes. To make the machines easy to use 
and to encourage generic prescribing, Aetna and MedVant< want doctors to dispense appropriate 
generic samples to all patients, regardless of their insurance plan. 

Doctors like drug samples because they help get sick patients started on a course ofmedicine right 
away and boost the likelihood they will see it through. And samples are an opportunity to test
drive a drug for a particular patient before the prescription is filled and paid for. 

But every branded sample is probably a lost opportunity for a doctor to prescribe a cheaper 
generic. The tendency among doctors is to write prescriptions for the medicine samples they have 

TOTI=IL P.02 



on hand. 

The machines in the Aetna pilot will qe installed and supplied with drugs by MedVantxt a closely 
held San Diego company. They stock as many as 20 different generic drugs used in treating nine 
categories of illness, including diabetes~ high blood pressure, heartburn and depression 

Neither MedVantx nor Aetna, ofHartford, Conn., is offering payments or other inducements to 
doctors who agree to accept the machines in their practices. Richard Payne, an Encinitas, Calif., 
family physician, says, ttpatients thank us ifwe can give them a drug that 'Will cost them less. ff His 
six..physici~ group practice has been using the MedVantx system for two years. In addition to 
saving money, he says, the generic samples give him more confidence that his patients take the 
drugs he prescribes. ttl know ifI can give them their medicine free, theytre going to take it,n he 

. says. 

"We're saving patients money)" says JeffTaylor, director ofphannacy for Aetna. Forcommon 
infectionsy the machines would provide a sample adequate to treat the condition - meaning the 
patient's drug cost would be zero. 

At present, about half the prescriptions Aetna processes nationwide are for generic medicines. Mr. 
Taylor says an increase of even a few percentage points 'WOuld be a victory, 

Aetna has tried the MedVantx machines in eight regions so far. The Philadelphia test will be the 
broadest and the most ri..gorously analyzed for its effects on prescribing patterns. 

The challenge for Aetna and other insurers is to identify practices with enough of their own 

insured patients to justify the financial commitment of installing and stocking the machines. 

Eventuaiiy, MedVantx hopes nenvorks of its machines sponsored by insurer groups will 

encourage generic prescribing. 


Financial terms of the relationship between. MedVantx and Aetna haven't been disclosed 

MedYantx, not Ae~ owns the equipment and provides the packets inside. Aetna pays 

MedYantx for the drugs dispensed,. plus a processing fee. 


In the past two years, MedVantx machines installed at more than 100 doctors' offices have 

dispensed more than 111,OQO sampies, the company said. 


Write to Scott Hensley at scott.hensley@WSj.com3 
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Campaign for Patient Safety 

"Don't just swallow it. .. ask firs'l" 

Campaign for Patient Safety (CPS) 


Sunday, March 19,2006; 2 p.m. - 4 p.m. 

Hilton Hotel 


333 O'Farrell Street 

San Francisco, California 


Chairperson 


Lynn Rolston 
CEO, California Pharmacists Association (CPhA) 

'"' Sacramento, California 

Speakers 

lVIichael Cohen, R.Ph., lVIS, DSc 
Institute for Safe Medication Practices 

~ ~ 

Huntingdon Valley, Pennsylvania 


Orriette "Cooky" Quandt, Pharm.D. 

Pharmacy Compliance Manager 


Longs Drug Stores 

Waliut Creek, Califorllia 


Thomas J. McGinnis, R.Ph. 

Depu~Director!l- Food and Drug Administration (FDA) 


Rockville, Maryland 


Jackie Speier, Senator Qnvit~) 
Chairman, California Insurance Committee 

, Sacramento, California 



[. •.,g:>$1  p-Drm:cists pbnnirg servce ire,

101 Lucas Valley Road. Suite 210 • San Rafael. Califo~nia 94903 
Tel: (415) 479-8628 • Fax: (415) 479-8608 • e-moll: ppsl@aol.com 

September 20, 2005 

Patty Harris, CEO 

California State Board of Pharmacy 

400 R Street 

Sacramento, CA 


Dear IVIs. Harris: 

PPSI, a 501 C (3) nonprofit public health, consumer, pharmacy education 

organization has concerns to be presented to the BOP's Licensing Committee 

chaired by David Fong, Pharm.D. at it's upcoming meeting: I am sorry that this 

information was not sent yesterday, but my computer crashed. 


Our issues of concern are: 

1. In the Medication Error Analysis Study from the Cite and Fine Committee of 
the California Board of Pharmacy sent by you to PPSI for the Campaign for Patient 
Safety (CPS) group, documented by Dr. Tobias and lVIark Sey, it states that over 
80% of the medication errors are: wrong drug (45.6 % 

); wrong strength (22.8 % 
); 

wrong instructions (10.90/0); wrong patient (6.2%). lVledication errors are due to 
these categories. 

CPS proposes: that the License Committee look at these issues; institute e-scripts 

for all health care providers (this would put California in compliance with the 

Medicare Modernization Act MMAwhich mandates electronic prescribing, e

. prescribing, to eliminate handwritten Rx's); have the ICD-9 codes listed 'on all Rx's 
which would take care of the 45.6% of the wrong'drug in the wrong bottle; and 
increase the amount of consultation by pharmacists which would take care of the 
above problems. This is not being done at the present time. 

2. PPSI's Citizen's Petition which was approved by FDA after waiting nine years 
(1998-2005) - FDA Docket No. 20000P-1671/CPl-jn a letter dated July 26,2005, 
FDA agreed. to issue a patient medication guide (MedGuide) for distribution with all 
R.'X's nonsteroidal, anti-inflammatory drugs (NSAIDs), including the so-called "Cox
2 selective" drugs, to provide patients appropriate warning and risk information 
relating to gastrointestinal (GJ) bleeding associated with the use of these drugs. 

mailto:ppsl@aol.com


Larry Sasich, Pharm.D., MPH, F ASHP, PPSl's consumer advocate expert in the 
MedGuide field, from Public Citizen and Associate Professor at Lake Eire School of 
Pharmacy in Pennsylvania has documented the following: 

"With respect to your e-mail of September 16, 2005 concerning the value of 
distributing patient safety information and Medication Guides stemming from the 
Entwistle et ale study appearing in the September 2005 issue of the Journal on 
Quality and Patient Safety. Patient safety as used in the context of the study refers 
to medical errors while Medication Guides are Food and Drug Administration 
(FDA) approved drug information written specifically for patients. 

"These should be viewed as two distinctly separate issues: 

1.) preventing medical errors; and 
2.) avoiding preventable adverse drug reactions. 

Estimates suggest that 7,000 patients may die per year from medical errors which 
the estimate is as high as 100, 000 per year from preventable adverse drug 
reactions. The FDA has been involved in setting standards for written drug 
information and conducting research on the quality of information being given by 
pharmacists and physicians for over 25 years. Extensive regulations exist regarding 
the content of Medication Guides and the public did have an opportunity for input 
into the rules.Unfortunately, only 75 drugs are currently required to be dispensed 
with lVIedication Guides. Many feel that the Medication Guide rule should be 
extended to all prescription drugs sold in the U.S." 

Mandatory MedGuides for NSAIDs and SSRIs and anti-psychotics along with the 
75 additional FDA MedGuides are not being distributed by pharmacists in 
California in violation of the FDA laws. PPSI would like the Licensing Committee 
of the California Board of Pharmacy to look into this violation ASAP and inquire 
why this is happening. 

3. In the Medicare Modernization Act (M1VlA) Act of 2003, it specifically states 
that pharmacists should be performing one-on-one patient consultation and drug 
utilization review (DUR). This professional act needs to be increased to decrease 
prescription drug errors. 

In five states (Kentucky, Louisiana, Arkansas, Nebraska and Tennessee) mailorder 
pharmacies and PBMs are required to have pharmacists and pharmacists-in-charge 
(PICs) who are licensed by their respective states in order to fill Rx's and ship into 
the 'five above mentioned states. 



! 

I 

In compliance with MMA, PPSI respectfully requests that the California Board of 
Pharmacy Licensing Committee ask all PBM and mailorder firms, PDPs, etc. who 
ship Rx's into the State of California, have a California licensed pharmacist and 
pharmacist-in-charge (PIC) to be in compliance with the MMA Act of 2003. PPSI 
requests that these pharmacists initiate pro-active consultation to reduce the 80% 
error rate from the Board's study by Tobias/Sey. Pharmacists must also do'cument 

'.' any errors similar to th'c California BOP's quality assurance resp.onsibilities. 

Many, many thanks for presenting these issues to the Licensing Committee 
Chairman, Da 'd Fong, Pharm.D. at the B~r:d ofPhar~acy Licensing Committee 
meeting. -------_ ' - ... ---...--- -'-'" 

ATMs notthe~ari~werfor drug: 

T~e use of automated pre- " 

scription vending machines, 

covered in your December 


issue, regresen ts a way of de
creasing the amount 6f staffing: 
reqUired to help customers in the 
retail settjng Perhaps this will 
h~lp those customers who want 
an' "express" in and out without 
having to stand in long lines at 
the pharmacy. ~~t if there is a 
question ab~t t e medicationt3', 
patients are picking up, won't' 
they have to get into that long 
line again?;.. " , 

~ )here is still a need for someone 
to fill these machines and to verify 
that the medication put into the 
bag is correct. I s~e these machines. 
not~o much asa wa~ to decrease, 
the alDOlJntDt staffin ill the phar:- " 
macy. as to" crea~ a new linefo~ , 
~cuSto~ ", ',' ,: I 

. an:t-Pa~~ts still enjoy)nJgr.:; 
, action- with~e 'pharmacy staff ! 
when they pick up their meqica~,j 
tion. This ,interaction allows'thef" 

, pharm,adst 'and staff toexplain~, 
tha t there has been" a change in ," 
manufacturer, the color o£;"the " 
table! may look differenJ, th~:.C07"" 
pay" has increased; or the)~day , 
suppi~ has been reduced. It IS to 
be ho ed: that these ue ions, 
an Q ers, WI e addressed 
when consumers pick up their 
medicatIon from the machine. If 

'not, tfteS"tate board of ,'Ph;;:rcy 
is neglecting j t,s f1l1r:p9f tn nt:e, 
the consumer. " ' , 
..".:=: 

Whallen Fong 
wh~52@hotrnail.com 
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DRUGIDPICS 
Will A TMs replace you? 

Vending machines for medications may be an idea whose time has come, but they are creating a 
firestorm of controversy among pharmacists 

Oct 10, 2005 
By: ~a.r::tif1§Jp_kQf.f 

Drug Topics 

~~. 
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How the automated kiosks work 

machines," he said. 

 

The beauty of any new technology is in the eye of the beholder. Advocates of 
the medication delivery kiosks that are sprouting up across the cquntry believe 
the ATM-like machines free pharmacists to spend more time with customers, 
and free customers to pick up refills anytime day or night. Opponents say the 
contraptions are dangerous, replacing invaluable human contact with 
impersonal mechanization. 

"They are really no different than the pickup windows at drugstores," said 
Bradley Dayton. R. Ph., director of pharmacy operations for Ahold USA, the 
parent company of supermarkets Giant Food, Stop & Shop, and Tops Markets. 

	 His company is placing an automated drug kiosk in a pilot project in a Reston, 
Va., Giant store by the end of the year. It may also place a machine in 
Maryland soon, pending approval by the Maryland Board of Pharmacy. "These 
machines are only delivery machines, o~ly for refills. They are not dispensing 

Ahold has contracted with Asteres Inc. in Del Mar. Calif., one of two companies manufacturing the kiosks. 
According to Asteres founder and chief business officer Linda Pinney, the machines offer a safe and convenient 
way for customers to pick up their refills. "That's what it is about, convenience," she said. itA lot of grocery stores 
are open all day and night, but the pharmacy closes at five or six. People have very different needs when it 
comes to their work and home life schedules. We address that problem in pharmacy. just as it has been 
addressed in banking and other services." 

Longs Drugs Stores pharmacist Pawny Kelly, R.Ph., in Del Mar, said her customers love the kiosk Asteres 
placed at her Del Mar pharmacy last December. "Everybody does. It's convenient for them, convenient for us," 
she said. "No waiting in line. better control over when they can come in. Lots of customers ask for us to put the 
refill in the machine." 

http://www.drugtopics.com/drugtopics/contenUprintContentPopup.jsp?id= 184114 10111/2005 
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The Asteres machine is called ScriptCenter. The other manufacturer is Distributed 
Delivery Networks Corp. (ddn) in San Marcos, Calif. It calls its machine the 
Pharmaceutical Automated Product Machine, or APM. The cost of the ScriptCenters 
ranges from $65,000 to $95,000 each. The ddn APMs range from $45.000 to $60,000, 
and the company is planning to introduce a smaller-capacity version that would run 
about $39,000. Both machines hold hundreds of refills. 

Proponents say kiosks safe 

Pinney said that contrary to the concerns of critics. the machines are designed to 
encourage consultation. They have a screen that asks consumers whether they have 
questions about their medications. If so-and if the pharmacy is open, of course-the 
consumer can speak directly to the pharmacist. "We do not replace pharmacists," said 
Pinney. "We are pharmacy clerks, definitely not pharmacists." 

Justin Hai, ddn's APM project manager, believes the kiosks actually are safer than "the usual manner of having 
a busy clerk reach for an order on a shelf to hand to a customer. The biggest threat to public safety at the 
pharmacy level comes from human error, not machine error. Our systems have multiple levels of verification 
and safeguards, including bar-code scanners and personal customer codes and passwords to make sure the 
correct medication goes to the correct person." 

"Prescriptions going to consumers is like money going to consumers." Pinney said. "The margin for error is 
zero." 

A different kind of kiosk is being marketed and installed in some drugstores. Those units 
allow customers to talk to pharmacists through video screens. Duane Reade in New York 
has contracted with New Edge Networks in Vancouver, Wash., to install what New Edge 
calls "self-help kiosks" that use a private and secure broadband network and a digital 
subscriber line to carry voice, data, and video without using the Internet. The self-help 
kiosks are available round-the-clock. 

Each kiosk has a flatbed scanner, touch-screen monitor, phone line, and a Web camera 
allowing people to talk live with a pharmacist. Patients can receive free home delivery or 
make arrangements for pickup at any Duane Reade pharmacy. There are currently more 
than 60 self-service kiosks in company locations with 2,000 employees or more, in major 
medical and hospital facilities, at senior care centers, and at Duane Reade stores in the 
New York City metropolitan area. Duane Reade plans to double the number of kiosks 
every 12 months. And DrugMax. a specialty pharmacy and drug distribution company in
Farmington. Conn .• just signed an agreement with Duane Reade to market its products 
 kiosks. 

Another company, MedVantx in San Diego, signed a contract with Blue Cross Blue Shield of North Dakota 
earlier this year to dispense generic drugs in doctors' offices by using devices very similar to the Asteres and 
ddn machines. Called the Generic Delivery Network. the pilot project has been launched in physician offices in 
Fargo and Grand Rapids. The Generic Delivery Network relies on machines that dispense samples of generic 
medications in nine therapeutic categories. The devices are also used by the New Jersey Blues .. 

Each doctor is assigned an identification number. "That number and the patient information [either through the 
patient registration system or by scanning] are entered. This gives the doctor access to the medications in the 
machine. Appropriate labels for the medication and for the medical record are printed after the medication's bar 
code is scanned to confirm that it matches the request." said John Rice, M.D., the plan's medical director. 

Technologies may come together 

These technologies may all merge at one point. say technology experts. It is all part of what they believe is an 
inevitable shift in service. The fact that self-service is encroaching into pharmacy should shock no one, these 
experts say: lilt is not surprising that traditional retail point-ot-sale has evolved beyond checkout,"'said Paula 
Rosenblum, director of retail research at the Aberdeen Group in Boston, in a report titled. "The Empowered 
Point of Service." "Adding self-service touch points throughout the store can help hold the line on payroll while 
improving customer con'venience," she noted. 

Asteres and ddn officials couldn't agree more. "This follows in the tradition of mail order and drive-up windows," 
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said Pinney. In fact, part of the motivation for drugstore chains to install the machines may be a growing need to 
compete with mail order, which accounted for 14% of prescription drug sales last year, up from 10% in 1999, 
according to IMS Health Inc. 

Officials of the two delivery kiosk companies say they are prepared to serve a potentially large and growing 
market. Their two machines are actually quite similar in design and capability. So similar, in fact, that Asteres 
filed a lawsuit last year against ddn, accusing the company of misappropriating trade secrets. The president of 
ddn, William Holmes, denies the accusation. A trial was scheduled for September. 

The lawsuit apparently isn't slowing either company. In addition to California, boards of pharmacy in 
Connecticut, Delaware, Illinois, Maryland, Minnesota, New York, Virginia, and Wisconsin have either given 
permission for pilot installations or are expected to do so soon, according to the manufacturers. Boards in many 
other states are also expected to take up the issue. Several large drugstore chains, supermarkets, and discount 
stores-including Longs, Duane Reade, Safeway, Kmart, and Walgreens-are putting the machines in some of 
their locations. Some smaller regional outlets, such as a White Cross Drug Store in San Diego, are also 
installing the machines. 

At this point, most of the installations are being called pilot 'projects by state boards and. vend.ors. But with new 
customers announced by one or the other of the manufacturers almost monthly, it appears the technology is 
increasingly popular among chains and consumers. As of August, Longs officials said that 700 of its customers 
have signed up at three of its stores, representing about 10% of refills at those stores. 

"There's always been a convenience problem of hours and staffing in community pharmacy," said Mary Ann 
Wagner, senior VP of pharmacy, policy and regulatory affairs for the National Association of Chain Drug Stores. 
"Our members tend to think these machines can be of value if they are monitored properly and if the right 
identification is required." 

The machines are designed to work like the ubiquitous ATMs at banks: In order to receive their medication, 
consumers register with their drugstore and receive identifying information, such as a personal identification 
number. When they want to pick up their medication, they enter the PIN on a touch screen. Then they swipe a 
credit card to pay for the refill. As of now, there's no service fee. Labeled and bagged medication comes out a 
chute. 

The kiosks are stocked by pharmacists during regular working hours, but they are designed to make refill pickup 
available 24 hours a day, seven days a week-an improvement on drive-up windows. They also help eliminate 
the long waiting lines that can plague drugstores customers. That's the good news, at least for consumers. 

Pharmacists concerned over ADEs 

The bad news, according to some pharmacists, is that the machines eliminate them from the actual delivery of a 
refill. "How can they possibly say these machines are safe?" asked Fred Mayer, president of Pharmacists 
Planning Service Inc. (PPSI). a nonprofit organization in San Rafael, Calif., that promotes consumer public 
health education and pharmaceutical information. "How can any machine be as safe as picking up your refill 
from a human being, talking to that person, who can check right there and then that you've received the 
medication you're supposed to receive, or warn you about anything you need to know?" 

Mayer is concerned that the lack of pharmacist involvement in refill delivery could lead to an increase in adverse 
drug events (ADEs). "We already have 107,000 deaths a year from adverse drug reactions and interactions," he 
said. "Do we want more?" He also thinks customers, particularly seniors, could be robbed of their medications, 
depending on where the machines are located. And he's very worried that refills are just the beginning. and that 
it's simply a matter of time before the machines are used to fill first-time orders. He also believes machines 

. simply aren't meant to store and dispense medications. Some drugs, like insulin, are time-sensitive, and others, 
such as the acne drug Accutane (isotretinoin, Hoffmann-La Roche) can pose serious health risks to women who 
are or are about to become pregnant. 

There is support among pharmacists for Mayer's position. PharmacyOneSource, which posts industry news on 
its Web site (~.~.p.h._9.rm§GY.Q.D~§.9JJr..9~ ..G.Q.OJ),·conducted an informal opinion poll between Aug. 28 and Sept. 
2 of pharmacists' reactions to the kiosks. The poll asked readers "How do you feel about the self-service 
prescription medication vending machines being installed in retail pharmacies acro~s the country?" 

Of 149 respondents, 101 (67.8%) were "strongly opposed" to the idea. Another 18 (12.1 %) of respondents were 
"oDDosed." Only 20 (13.4%) either "strongly supported" or "supported" the idea. The rest were indifferent or had 
association's concerns will be addressed. "There is some inevitability to all this," he said. "But that's all the more 
reason to move forward carefully." 



"other" opinions. In anonymous remarks attached to the poll, respondents said things like "With no more 
interaction than patients are getting at this point, wasn't something like this inevitable?" and "First for refills, 
then ????" . 

"Our members are worried about this kind of technology," said John Rector, general counsel for the National 
Community Pharmacists Association. "Medications aren't something like a CD or a book you order from 
Ama:z;ol1:.s;om. They are highly regulated products. Highly regulated transactions should always actively involve 
the physician, pharmacists, and the patient. There should be more patient-pharmacist interaction, not less. 
These vending machines put more distance between them, without any apparent remedy in place if there's a 
mistake." 

"Pharmacist consultation isn't something that should happen just the first time you get your medication," said 
Mayer, pointing out that 58% of the prescriptions filled in this country are for refills. "Every time a person picks 
up a drug, he or she should have the opportunity to talk face-to-face with their pharmacist." 

But NACDS' Wagner said that "as we understand it, the machines do not preclude conversation between 
pharmacist and patient. The machines are not dispensing drugs. They're only for delivery. But no pharmacists 
would ever want to be replaced by a machine, and we are watching this development closely." 

Lawsuit against board . 

Mayer and his group are putting their money where their worries are. Their legal foundation, the Pharmacy 
Defense Fund, filed suit in December to stop the California Board of Pharmacy from waivers allowing the 
instaliation of the kiosks. The suit was filed soon after the California Board of Pharmacy approved waivers to 
pharmacies run by Longs Drug Stores and Safeway supermarkets allowing them to install the Ast~res' 
ScriptCenter kiosks in a couple of their stores. It was dismissed in August on a jurisdictional technicality and 
refiled in a San Francisco court in September. 

The Pharmacy Defense Fund makes two claims in its suit. First, the pharmacists assert that the board lacked 
the authority to approve the machines, primarily because several of the board members "were employed by 
pharmacy entities that had made, were planning to make, or may make application" for installation of the kiosks. 
Second, the plaintiffs claim the board failed to properly follow its own regulatory procedures in approving the 
waivers. 

Notwithstanding the pending litigation, in August the board posted notice of a proposed permanent regulatory 
change that creates criteria for the proper use of the machines. A public meeting on the proposed regulation will 
be held on Oct. 25. "There is some misunderstanding among some pharmacists about these machines," said 
Patricia Harris, the board's executive director. "They are delivery machines, not dispensing machines, for refills 
only. So they are currently in compliance with state regulations. What we are doing is precisely defining how we 
want them used." 

The board proposal contains several specific requirements, including limiting the kiosks' use to refills and 
requiring them to be placed in close proximity to a pharmacy. The regulation, as it is currently written, satisfies 
some of the concerns of the California Pharmacists Association, said John Cronin, senior VP and general 
counsel for the association, adding his initial reaction to the kiosks was pretty negative. "I was at the board 
meeting when the first waivers were granted," he said, "and my reaction was that this was the beginning of the 
slippery slope toward breaking the link between pharmacist and patient." 

But further examination of the issue, and discussions with the vendors, led Cronin to believe there is a role for 
the kiosks-as long as an opportunity exists for consultation. The proposed regulation does not satisfy two 
continuing concerns, however. In an April letter to the California pharmacy board, Cronin asked that pharmacies 
using the kiosks be required to file a "pharmacy services plan" that would clearly demonstrate how it would 
provide for patient consultations once the machines were installed. In addition, "compliance with the plan would 
be monilored by periodic visils by board inspectors. Failure to comply with the proposed pharmacy services 
plan would be a basis for withdrawal of the waivers, or other action by the board." 

"That kind of requirement, a clear outline of how the machines will be used and consultations encouraged, 
would go a long way toward the board's commitment to its mission of encouraging pharmaceutical care," said 
Cronin. He added that the board's current slogan is "Be Aware, Take Care-Talk to Your Pharmacist." 

"There is a place for these machines," Cronin said. "We don't want to see technology suppressed, but we need 
to move cautiously," He said he plans to attend the board's October public meeting to see whether the 

association's concerns will be addressed. ''There is some inevitability to all this," he said. "But that's all the more 
reason to move forward carefully." 

THE AUTHOR is a healthcare writer based in Gettysburg, Pa. 



Dietary Supplement Safety Committee (DSSe) Meeting 
Thursday, October 20, 2005; 10 a.m. - 1:00 p.m. 

,'~, z: Dc - Berkeley '7 iii 
120 Morgan Hall 
Berkeley Campus 

Agenda 

1. 	 Welcome & Introductions - Ed Blonz 

2. 	 Ephedra Moves On - New Ephedra Sales - - - even in California 

Update from June, Ephedra Litigation Conference 


3. 	 UC Extension Course on Dietary Supplements - November 5 

http://www.unex.berkeley.edu/catlcourse905.html 


4. 	 FDA Activities Report - Janet McDonald 

5. 	 FTC's Activities Report - Jerry Wright 

6. 	 Pharmacy Council on Dietary Supplements (PCDS): Status - Fred Mayer 
. ¥ ~ 
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7. 	 Sacramento Update - Sen Speier's office - Prop 37 

8. 	 District Attorneys' Report - Cytodyne 

9. 	 Berkeley Wellness Letter Report 

10. 	Organization - National scan, with local enforcement 

11. Programmatic I CME effort with Amer Pharmacy Association meeting - March, 2006 

Thoughts about our next meeting: March 10 or 24,2006, 

http://www.unex.berkeley.edu/catlcourse905.html


Before tatting any prescription medicine, 

tail( to your pharmacist; be sure you I(now: 
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Ask yourpharmacist if you 
have additional questions. 
At your request, this pharmacy will provide its current retail price of any prescription without obligation. You may request price information 
in person or by telephone. Ask your pharmacist if a lower cost generic drug is available to fill your prescription. Prescription prices for 
the same drug vary from pharmacy to pharmacy. One reason for differences in price is differences in services provided. 
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400 R Street, Syite 4070, Sacramento, CA 95814 

http:to.J!l.ur
http:www.pharmacy.ca.gov


- -

Attachment 0 
Board's Response to Comments , 



Comments from .Bob Hansen, PharmD. Vice President Pharmacy Services Asteres Inc. 
- Staff Response. 

1. Support of Regulation. 
Asteres urges the Board to approve the regulation change to prevent barriers to using this 
beneficial new system. 

Board's Response. 

Thank you for your letter. 


Comments from Kevin N. Nicholson, R.Ph, J.D. and Mary Staples, National Association 
of Chain Drug Stores - Staff Response. 

1. Support of Regulation. . 
For the benefit ofconsumers and pharmacists, we urge the board to adopt Rule 1713. 

Board's Response. 

Thank you for your letter. 


Comments from Steven Gray, Pharm. D., J.D., Kaiser Permanente - Staff Response 

1. The meaning of "Refilled Medications." 
"The proposed language limits the use of an "automated delivery device ll to "refilled 
prescription medications ll and the term refill is used elsewhere in the proposed 
regulation. It is our understanding that the purpose of this limitation is to facilitate the 
requirement for the pharmacy to provide each patient the opportunity for personal 
consultation what a pharmacist as required by Pharmacy Regulation 1707.2" ... "The 
confusion arises out of the common practice of considering any dispensing medication 
under a "new" prescription number as a new prescription even though a patient may 
have been provided the exact same medication, in the exact same strength and dosage 
form, with the exact same usage for many, many years." 

Board Response. 

Josh Room, Deputy Attorney General, reviewed Mr. Gray's comment and has provided 

the board with three options to address Mr. Gray's comments. These options are 

summarized below and are presented in full following Mr. Gray's letter in Attachment D. 


(1) The automated delivery devices can only be used for "refills," as defined by section 
4063 and other sections to mean only those specifically designated in a prescription. In 
other words, only the subsequent fills of a prescription providing for refills may be put 
into the device for automated delivery to the patient. If this is the goal, it is probably not 
necessary to change the regulation, as the meaning should be relatively clear. 

(2) The automated delivery devices can be used for any drug that has already previously 
been dispensed to the patient, assuming there is no change in the drug, dosage, 
strength, or written instructions. This could be accomplished in anyone of several 
different ways. 



(3) Finally, we could settle on some intermediate point, between the more restrictive use 
of "refill" matching its definition elsewhere, and the more inclusive use of the language 
from section 1707.2 regarding the duty to consult. For instance, we could arrive at some 
language allowing for both "refilled" and "renewed" prescription medications to be put in 
the delivery device, but placing some time limit on the interval between prescriptions or 
the total number of dispensing transactions consecutively placed in the device as to 
each drug. Sample language for this alternative could be developed if the board is 
interested in perusing this option. 

2. Use of "Adjacent to the Licensed Pharmacy Counter." 
The proposed regulation 1713 uses the phrase "adjacent to the licensed pharmacy 
counter'in subsection 1713(d)(6). " ... In many medical facilities the general medical 
reception and waiting area is located just outside the licensed pharmacy buy not 
necessarily lIadjacent to the licensed pharmacy counter' because the pharmacy's 
licensed area may include its ownsmall waiting areas or an area for private 
consultation ... We suggest the following substitute language: 

11(6) The devise is located in the facility as near as possible to the pharmacy counter to 
provide reasonably prompt access to a consulting pharmacist on duty, while, if desired, 
allowing the devise to be used in the facility after the pharmacy business hours or when 
no consulting pharmacist is on duty in the pharmacy." 

Board Response. 
Josh Room, Deputy Attorney General, reviewed Mr. Gray's comment and arrived at the 
following conclusions: Mr. Gray is concerned that in some Kaiser facilities there may not 
be a typical pharmacy "counter," and so it is not clear whether those facilities may use 
the devices, or where they would be placed if they did. More likely than not, these case
by-case determinations could be worked out without requiring a general change in the 
regulation, as we have tried repeatedly to perfect the language of this subdivision, each 
iteration has drawn new questions, and we finally settled upon the proposed language 
as the best compromise. However, it may be possible to both address the issue raised 
by Mr. Gray and yet maintain the intention of this subpart by just making a simple 
change of the language to "adjacent to the secure pharmacy area." This would resolve 
the issue of the absence of a "counter," yet still serve the purpose of requiring that the 
devices be installed only inside of the licensed premises, and only where they can be 
secure and within the reasonable control of the pharmacy/pharmacist and where 
pharmacists can be available (and/or visible) to patients for consultations. 

Comments from John Cronin, CPhA - Staff Response 

1. Pharmacy Statement. 
CPhA believes the board should require pharmacies to provide more specific statements 
of how the use of these devices will further a high standard of patient safety, promote 
good patient care and advance pharmacist-patient communication. 

Board's Response. 
There is no precedence for requiring a pharmacy to write a statement on the benefits of 
new technology prior to use, such as a statement on the usefulness and benefits from 
the use of computers in a pharmacy. Requiring a statement from a pharmacy is unlikely 
to result in any tangible benefit such as improved patient care. Consequently, staff 



recommends that the board not incorporate this recommendation into the proposed 
regulation. 

2. Driving Force Behind the Regulation. 
CPhA's concern is that a driving force for this regulation appears to be the Board's 
desire for a system to allow use of these devices that reduces the current administrative 
burden on the Board and its staff. 

Board's Response. 
The board adv()cates the use of technology to improve the quality of pharmacy services 
to patients when the quality and safety of the service does not decrease. Automated 
delivery devices have been used in California pharmacies for a year and a half under 
board waivers and in this time the board has not received any complaints from 
consumers who have used the machines. Consequently, this regulation is being 
proposed to allowth~ use of this technology in pharmacies that choose to use the 
devices. Under the waiver process the board had little authority to enforce conditions of . 
the waivers. This regulation will allow the board greater enforcement authority over the 
use of the devices then it had under the waiver process. 

3. Technical Changes. 

Section 1713(d)(5) reads: "The pharmacy provides a means for each patient to obtain an 

immediate via telephone or in-person consultation with a pharmacist if requested by the 

patient. 


For clarity, we suggest this be reworded to: "The pharmacy provides a means for each 
patient to request and obtain an immediate consultation with a pharmacist, either in-person 
or via telephone." 

Board's Response. 

Recommend that the board accept this technical change. 


Comments from Gary R. Solomon, R.Ph. - Staff Response. 

1. Board Approval of Patient Inclusion Criteria. 
Change 1713(d)(2) to require a pharmacy submit to the board for approval the 
pharmacy's policies and procedures criteria for patients to use the device. 

Board's Response. 
Staff believes that pharmacies with a device and the pharmacist-in-charge that uses the 
device has a vested interest in ensuring that the policies and procedures required in 
1713 will allow for safe and reliable use of the devise. Moving away from issuing 
waivers for use of the devices and to the adoption of a regulation governing the use of 
the device will give the board enforcement authority to ensure that the devices are used 
and operated properly. 

2. Board Approval of Device's Method for Identifying Each Patient. 
Change 1713(d)(3) to require a pharmacy submit to the board for approval the 
pharmacy's policies and procedures for the device's means to identify each patient and 
only release that patient's prescription medications. 



Board's Response. 
The method each device uses to identify an individual is likely to be determined by the 
manufacturer of the technology, not the pharmacy that purchases a device. Section 
1713(d)(3) is sufficient to ensure that a pharmacy purchase a device that can identify 
individual patients. 

3. Board Approval of Policies and Procedures for Placement of Medications in a 
Device. 
Change 1713(d)(4) to require a pharmacy submit to the board for approval the 
pharmacy's policies and procedures for a pharmacist to determine which refill 
medications are not appropriate for dispensing in the device. 

Board's Response. 

The board will rely on a pharmacist to use his or her best professional judgment for 

determining which refill medications are appropriate to be placed in the device. Additionally, 

1713(e) requires a pharmacy to have written policies and procedures for determining which 

medications are appropriate for placement in the device and for which patients. 


4. Location of the Device and Hours of Operation. 
Instead of requiring a device to be located adjacent to a pharmacy, the device should be 
located no further than 15 to 25 feet from the pharmacy's filling station or pharmacist's 
counseling station. The device should be operational only during prescription service hours 
and only when a pharmacist is on duty. 

Board's Response. 

The placement of a device has been discussed at length. Josh Room, Deputy Attorney 

General has reviewed various options placement of a device. These options are discussed 

in Mr. Room's letter in Attachment D. 


This regulation has been developed to allow the use of the devices "after hours." Many of the 

provisions in the regulation are in place specifically to ensure safe use and operation of a 

device after hours and to guarantee that patients are able to receive the same level of service 

and consultation that is available when the device is used during regular business hours. 


5. Central Fill Responsibility. 
If prescription orders come from outside the pharmacYJ such as a central fill facility, there 
should be shared responsibility if the policy and procedure manual requires review of all 
orders being placed in the device prior to dispensing. If at store level the pharmacist's staff is 
excluded from this process then the filling entity and pharmacy ownership should bear all 
responsibility. 

Board's Response. 
The pharmacist-in-charge (PIC) is ultimately responsible for all medications dispensed at a 
pharmacy regardless if those medications were filled at a central fill facility or in-store by 
pharmacy staff. The PIC's responsibility will not change with the addition of an automated 
dispensing device. 

6. Delivery Error Reporting. 
Require that any incident involving the device where a complaint, delivery errorJor omission 
be committed to writing within 48 hours of the incident. Require a pharmacy to make a report 



to the board within 72 hours if an incident causes hospitalization of the patient or an extreme 
level of medication intervention. 

Board's Response. 
Staff does not believe that a device should be held to a higher standard than pharmacy staff. 
Section 1713 (d)(9) would require any incident involving the device where a complaint, 
delivery error, or omission has occurred to be reviewed as part of the pharmacy's quality 
assurance program mandated by Business and Professions Code section 4125. 

Comments from Shane Gusman, United Food & Commercial Workers - Staff Response. 

1. Patient Care. 
We are concerned that unlimited use of automated delivery systems will result in less 

. interaction between the patient and pharmacist. 

Board's Response. 
The board is not aware of any studies that have been conducted on the use of the 
machines and whether on not the use increase or decreases patients' consult with 
pharmacists. However, William Homes, ddn Corporation, manufacturer of the 
Automated Products Machine, stated at the February 1, 2006 board meeting that there is 
antidotal evidence that suggest that use of the machines has increases patients' 
requests for consultation with a pharmacist two to one over picking up medications from 
the pharmacy window, because patients who get their medications quickly feel they can 
use the time they saved not waiting in line to talk with a pharmacist. 

2. Telephone Consult. 
Providing patients with a telephone number hardly ensures that there will be somebody 
else on the other line. 

Board's Response. 
Section 1713(d)(5) of the proposed regulation requires a pharmacy that uses an automated 
delivery device to provide a means for each patient to obtain an immediate telephone or in
person consultation with a pharmacist if requested by the patient. This provision is 
consistent with section 1707.2 Notice to Consumers and Duty to Consult which states 
"When the patient or agent is not present (including but not limited to a prescription drug that 
was shipped by mail) a pharmacy shall ensure that the patient receives written notice: (A) of 
his or her right to request consultation; and (B) a telephone number from which the patient 
may obtain oral consultation from a pharmacist who has ready access to the patient's 
record." Staff does not believe the standards for ensuring consultation should be higher 
than those placed on other methods of medication delivery such as mail order. 

3. Specific Information Provided to Consumers. 
The regulation should specify at a minimum what information should be provided in the 
patient's written consent. The regulation should also specify what a pharmacy should 
communicate to patients concerning use of the machines and procedures when the devises 
malfunction. 

Board's Response. 
The proposed regulation requires that pharmacies maintain written policies and procedures 
to ensure that patients are aware that consultation with a pharmacist is available for any 
prescription medication, including for those delivered via the automated delivery device and 



that participating patients are oriented on use of the automated delivery device, notifying 
patients when expected prescription medications are not available in the device, and 
ensuring that patient use of the device does not interfere with delivery of prescription 
medications. (1713 (e)(3) & (5» Staff believes that the language of the proposed regulation 
is sufficient to ensure that patients are informed on the use of the machines as well as their 
right to consult with a pharmacist. 

4. Pharmacist-in-Charge Responsible for Device. 
The UFCW is concerned about the potential licensure liability for pharmacists who have 
these devices where they practice. Pharmacist will not have a say in the placement of the 
device in their store, yet if the machine malfunctions it will be the pharmacist's license that 
will be on the line. 

Board's Response. 
The pharmacist-in-charge (PIC) is responsible for what goes on in the pharmacy. The 
addition of thedelivery devices will not change that. Fortunately for the PIC, pharmacies that 
have used the device state they have a lower error rate for delivering the wrong prescription 
than pharmacy staff. In the event that an error occurs or the board believes enforcement action 
should be taken from improper use or malfunction of a device, the board will look at the facts of 
the case and determine who is accountable and the appropriate level of enforcement action to 
take. 

5. Make it Clear Pharmacists have Discretion Over Medications Place in Machines. 
Make it clear that the pharmacist has complete discretion over what prescriptions are placed 
in the devices. 

Board's Response. 
Pharmacist's discretion over medications place in a device is covered in 1713 (d)(4) and 
1713 (e)(2), the pharmacy shall have written policies and procedures for determining and 
applying inclusion criteria regarding which medications are appropriate for placement in the 
device and for which patients, including when consultation is needed. 

Comments from Fred S. Mayer, R.Ph., M.P.H. President, PPSI - Staff Response. 

1. Kiosk refills for C3s, C4s and C5s in kiosks? 

Board's Response. 
Schedule lis will not be permitted in the devices since Schedule II drugs are prohibited 
from being refill prescriptions. The placement of C3s, C4s and C5s will be left to the 
discretion of the pharmacist. (1713 (d)(4) and 1713 (e)(2». 

2. Black box warning on Rx's in kiosks? 

Board's Response. 
Pharmacist's discretion over medications place in a device is covered in 1713 (d)(4) and 
1713 (e)(2). If a medication has a black box warning, the board believes that a pharmacist 
will use his or her best professional judgment to determine whether on not a patient 
receiving medication with a black box warning should receive consultation on the 
medication. If consultation is warranted, then a pharmacist will not place the medication in 
the device. 



3. Discretion of pharmacists - How? When? Where? What means? 

Board's Response. 
Pharmacist's discretion over medications place in a device is covered in 1713 (d)( 4) and 
1713 (e)(2). 

4. A list of what drugs will not be put into kiosks such as insulin, restricted drugs, 
FDA special warning drugs such as Accutane, etc. 

Board's Response. 
Pharmacist's discretion over medications place in a device is covered in 1713 (e)(2), the 
pharmacy shall have written policies and procedures for determining and applying inclusion 
criteria regarding which medications are appropriate for placement in the device and for 
which patients, including when consultation is needed. 

-5. A questionnaire or survey to patients and to-pharmacists who do not wish to have
kiosk prescriptions on their watch. 

Board's Response. 
Use of the machines by patients is voluntary. Sections 1713(d)(1) and 1713(d)(2) state that 
"each patient using the device has chosen to use the device and signed a written consent 
form demonstrating his or her informed consent to do so; [additionally] a pharmacist has 
determined that each patient using the device meets inclusion criteria for use of the device 
established by the pharmacy prior to delivery of prescription mediation to that patient." 

6. How will consultation issues work for those patients who want further 
consultation? We understand there will be an BOO-telephone number. Who will be 
answering this phone number? Will someone be available after hours, Sundays, 
holidays, etc.? 

Board's Response. 
Section 1713(d)(5) requires "a pharmacy may use an automated delivery device to deliver 
refilled prescription medications provided that a pharmacy provides a means for each 
patient to obtain an immediate telephone or in-person consultation with a pharmacist if 
requested by the patient. If the device is available for patients to access their medications 
after hours, on Sundays, and holidays then the pharmacy is responsible for ensuring that 
patients that want to consult with a pharmacist can do so immediately through telephone or 
in-person consultation. 


