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ACTION 

ACTION ITEM 1 

That the Board of Pharmacy consider the request from USC School of Pharmacy to amend 
16 CCR § 1728 to allow up to 400 additional hours that an intern can earn for pharmacy
related experience outside a pharmacy. 

Discussion 
Pharmacy students from USC and other pharmacy schools presented a proposal requesting that 
the Board of Pharmacy amend its regulations to allow up to 400 hours that an intern can earn for 
pharmacy-related experience (under the supervision of a pharmacist) outside a pharmacy. Under 
current law, an intern must earn a minimum of900 hours of pharmacy experience under the 
supervision of a pharmacist in a pharmacy. The board has the discretion to grant a maximum of 
600 hours for other experience substantially related to the practice ofpharmacy. California 
pharmacy students earn the 600 hours for school required experiential training (clinical 
clerkship). (Attachment A) 

Therefore as proposed, an intern would only need to earn a minimum of 500 hours in a pharmacy 
and could earn a maximum of 1,000 hours of experience substantially related to the practice of 
pharmacy under the supervision of a pharmacist. 

It was noted that opportunities for pharmacists has expanded beyond the traditional areas of 
community and hospital practice settings. Many students would like the opportunity to gain 
experience in the pharmaceutical industry, managed care, regulatory affairs and association 
managelnent, but are unable to do so because they cannot earn intern hours. As part of the 
pharmacy school curriculum, students complete various rotations in their first and fourth year in 
both community and hospital pharmacy. In the fourth year, pharmacy experience is more 
clinical. It was anticipated that a large percentage ofpharmacy students would still earn the 
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majority of the intern hours in a pharmacy. This option would be for those students that show 
proficiencies in the pharmacy settings and would like to expand their experience in other areas. 

The National Oncology Alliance, Inc. (NOA) spoke in support of the proposal and gave a 
presentation on opportunities that it has for interns outside a licensed pharmacy and under the 
supervision of a pharmacist. The intern would assist the NOA clinical team to prepare clinical 
summaries of articles in the medical literature, collect data about the status of drug approvals as 
it applies to NOA treatment guidelines and assist with the development and yearly revision of 
NOA treatment guidelines. NOA advocated that patient care activities meet the Accreditation 
Council for Pharmacy Education (ACPE) criteria and content outline of the California Pharmacy 
Jurisprudence Examination (CPJE). (Attachment B) 

Dean Koda-Kimble from the UCSF, School of Pharmacy submitted a letter expressing concern 
over the proposal and urged the board not to amend the regulation. (Attachment C) 

The Licensing Committee did not make a recommendation on this proposal. The committee 
discussed the board's responsibility to protect the public. It is important that an intern 
pharmacist is capable of performing the core competencies ofpharmacy practice. An intern has 
the authority to perform all the duties of a pharmacist under the supervision of a pharmacist. 
There was concern that a minimum of 500 hours of intern experience in a pharmacy is not 
sufficient to assure adequate public safety and the experience necessary to perform the duties of 
a pharmacist. It was not clear how experience with a pharmaceutical manufacturer, in regulatory 
affairs or association management would provide an intern with the skills critical to the practice 
of pharmacy. The core functions ofpharmacy include patient consultation and quality 
assurance, key skill areas and knowledge that an intern can only gain in real life experience and 
daily practice in a pharmacy. 

ACTION ITEM 2 

That the Board of Pharmacy re-approve for 3 years the Accreditation Commission for 
Health Care, Inc. (ACHC) and Community Health Accreditation Program (CHAP) as 
accreditation agencies for pharmacies that compound injectable sterile drug products. 

Discussion 
B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a 
license from the board. In order to obtain such a license the pharmacy must first be inspected by 
the board and found in compliance with board standards for sterile compounding. The law 
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of 
Healthcare Organizations or other accrediting agencies approved by the board from the license 
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with 
board regulations regarding sterile injectable compounding, but do not have to obtain a separate 
license. 

The board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity 
in April 2003. The board granted this approval for 3 years. At that time, ACHC accredited both 
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home infusion phannacies and specialty phannacies that deliver biotech drugs and other 
specialty products. Recently ACHC has been reviewed by the Center for Medicare and Medicaid 
Services (CMS) and granted Deeming Authority for Home Health Medicare. (Attachment D) 

In July 2003, the board approved Community Health Care Accreditation Program (CHAP) as an 
accreditation agency. CHAPS is a national non-profit accreditation organization established in 
1965 to accredit community-based health care organizations. Currently, one California is CHAP 
accredited and two phannacies have applied. There are 63 CHAP accredited phannacies in 23 
states and 16 phannacies that have applied for accreditation. (Attachment E) 

Supervising Inspector Dennis Ming reported that the board has not found any compliance issues 
with either ACHC or CHAP accredited phannacies 

In 2003, the Licensing Committee developed criteria for the evaluation of applications by 
accrediting entities for board approval. It was decided that the evaluation of accrediting agencies 
for board approval under Business and Professions Code section 4127.1 should be based on the 
accrediting agency's ability to evaluate the pharmacy's conformance with California law and 
good professional practice standards and the following factors. 

1. 	 Periodic inspection - The accrediting entity must subject the phannacy to site inspection and 
re-accreditation at least every three years. 

2. 	 Documented accreditation standards - The standards for granting accreditation and scoring 
guidelines for those standards must reflect both applicable California law and sound 
professional practice as established by nationally recognized professional or standard setting 
organizati ons. 

3. Evaluation of surveyor's qualifications - The surveyors employed to perfonn site 
inspections must have demonstrated qualifications to evaluate the professional practices 
subject to accreditation. 

4. Acceptance by major California payors - Recognition of the accrediting agency by major 
California payors (e.g., HMOs, PPOs, PBGH, CaIPERS). 

5. 	 Unannounced inspection of California accredited sites - The board must conduct 
unannounced inspections of two or more accredited sites and find those sites in satisfactory 
compliance with California law and good professional practice. 

6. 	 Board access to accreditor's report on individual pharmacies. 
7. 	 Length of time the accrediting agency has been operating. 
8. 	 Ability to accredit out-of-state pharmacies. Non-resident phannacies are eligible for 

licensure under the sterile compounding statutes and accreditation should be equally 
available to both resident and non-resident phannacies. 

ACTION ITEM 3 

That the Board of Pharmacy develop a regulation on the process and criteria to approve 
accreditation agencies for pharmacies that compound sterile injectable sterile drug 
products. 
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Discussion 
B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a 
license from the board. In order to obtain such a license the pharmacy must first be inspected by 
the board and found in compliance with board standards for sterile compounding. The law 
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of 
Healthcare Organizations or other accrediting agencies approved by the board from the license 
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with 
board regulations regarding sterile injectable compounding, but do not have to obtain a separate 
license. 

The board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity 
in April 2003. The board granted this approval for 3 years. In July 2003, the board also 
approved Community Health Care Accreditation Program (CHAP) as an accreditation agency. 

Since both agencies have requested that the Board of Pharmacy approve them again as 
accreditation agencies, and if the approval is granted, it is being recommended that the board 
pursue a regulation to recognize these agencies in regulation as the Joint Commission on the 
Accreditation of Healthcare Organizations is recognized in statute. 

In addition the regulation would include the application and approval process, the evaluation 
factors, require the board's self-assessment form for sterile injectable compounding pharmacies 
as part of the survey process, and that a copy of the survey report be submitted to the board. If 
the board agrees with this recommendation, proposed language will be drafted. 

ACTION ITEM 4 

That the Board of Pharmacy extend the waiver to December 31, 2006 to allow a technician 
to check a technician in the filling of a unit-dose medication system in a hospital inpatient 
pharmacy for the study "Evaluation of the Impact on Pharmacists in the Prevention of 
Medication Errors Associated with Prescribing and Administration of Medications in the 
Hospital Setting" by UCSF School of Pharmacy and Cedars-Sinai Medical Center. 

Discussion 
Peter Ambrose, Professor of Clinical Pharmacy at UCSF and Rita Shane, Director of Pharmacy 
Services for Cedars-Sinai Medical Center requested an extension of the waiver for the study by 
UCSF School of Pharmacy and Cedars-Sinai Medical Center entitled, "Evaluation of the Impact 
of Pharmacists in the Prevention of Medication Errors Associated with Prescribing and 
Administration in the Hospital Setting." In April 2004, the Board of Pharmacy granted a two
year waiver for this study. After board approval, the study was subsequently reviewed and 
approved by the Institutional Review Board at Cedars-Sinai Center and the Committee on 
Human Research at UCSF. In order to complete the data collection, analysis and review the 
results, an extension until December 31, 2006 was requested. 
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This study was a sequel to the successful experimental program that evaluated pharmacy 
technicians checking another pharmacy technician in a unit-dose drug distribution system in a 
hospital pharmacy. 

The purpose of the sequel study is to evaluate the impact ofpharmacists in prevention of 
medication errors associated with prescribing and administering ofmedications as a result of 
pharmacists being re-deployed from unit-dose medication cassette checking to more clinical and 
professional functions. Such functions require special expertise ofpharmacists in the 
management of drug therapy, from which patients will benefit. 

Preliminary data from the study was provided to the board at its July meeting and a summary of 
results from June 21, 2004 - January 1, 2006, is included in this packet. (Attachment F) 

At its last meeting, the board approved a regulation change to allow a specialized trained 
pharmacy technician to check another pharmacy technician in a unit-dose drug distribution 
system in a hospital pharmacy that has a clinical program. The proposed regulation change is 
scheduled for hearing at the April board meeting. If the board approves the proposed regulation, 
it will take approximately 6-9 months before the regulation would become effective. 

NO ACTION 

Meeting Summary of March 22, 2006 (Attachment G) 

Licensing Statistics (Attachment H) 

Competency Committee Report (Attachment I) 

Quarterly Status Report on Committee Goals for 2005/06 (Attachment J) 
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ATTACHMENTA 




State of California 	 Department of Consumer Affairs 

Memorandum 
To: 	 Licensing Committee Date: March 9, 2006 

From: 	 Patricia Harris ~ 
Executive Officer 

Subject: 	 Request to increase the number of intern hours that 
can be earned outside of a pharmacy 

At the February meeting, the board was provided with a proposal from a group of pharmacy 
students representing various schools ofpharmacy requesting an increase in the number of intern 
hours that could be earned outside a pharmacy. Since the proposal was not on the agenda, the 
board could not take action. 

The proposal is now being provided to this committee for consideration. The proposal requests 
that the board allocate up to 400 hours that an intern can earn for pharmacy-related experience 
(under the supervision of a pharmacist) outside a phannacy. The proposal is attached. 

Under current law, an intern must earn a minimum of900 hours of pharmacy experience under 
the supervision of a pharmacist in a pharmacy. The board has the discretion to grant a maxitnum 
of 600 hours for other experience substantially related to the practice of pharmacy. California 
pharmacy students earn the .600 hours for school required experiential training (clinical 
clerkship ). 

Therefore as proposed, an intern would only need to earn a minimum of 500 hours in a pharmacy 
and could earn a maximuln of 1,000 hours of experience substantially related to the practice of 
pharmacy under the supervision of a pharmacist. 

16 CCR § 1728 states in part: 

(a) Prior to receiving authorization from the board to take the pharmacist licensure examinations 
required by section 4200 of the Business and Professions Code, applicants shall submit to the 
board the following: 

(1) Proof of 1500 hours of pharmacy practice experience that meets the following 
requirements: 

(A) A minimuln of 900 hours of pharmacy practice experience obtained in a 
pharmacy. 
(B) A maximum of 600 hours of pharmacy practice experience may be granted at the 
discretion of the board for other experience substantially related to the practice of 
pharmacy. 
(C) Experience in both community pharmacy and institutional pharmacy practice 
settings. 



CD) Pharmacy practice experience that satisfies the requirements for both introductory 
and advanced pharmacy practice eICperiences established by the Accreditation 
Council for Pharmacy Education. 



RESOLUTION FOR CONSIDERATION BY THE 

CALIFORNIA STATE BOARD OF PHARMACY 


WHEREAS the scope of practice opportunities in the profession of pharmacy has expanded 
beyond the traditional areas of community and institutional pharmacy, and 

WHEREAS the increased scope of pharmacy based opportunities exist for pharmacy school 
graduates in such areas as the pharmaceutical industry, managed care; regulatory affairs, 
and other pharmacy-related areas to yet be defined, and 

WHEREAS the present existing laws place requirements on both the experience 
expectations and the quantity of time required of students enrolled in California Schools of 
Pharmacy in order for them to satisfy both the board exam and licensure standards as 
stated in the following California statutes and regulations: 

CA Bus. & Prof. Code. Sec. 4200(a)(5): "The board may license as a 
pharmacist any applicant who meets the following requirements ... Has 
completed 1,500 hours ofpharmacy practice experience or the equivalent in 
accordance with Sec. 4209." 

CA Bus. & Prof. Code. Sec. 4209(a)(1)(2): An intern pharmacist shall complete 
1,500 hours ofpharmacy practice before applying for the pharmacist licensure 
examination. This pharmacy practice shall comply with the Standards of 
Curriculum established by the Accreditation Council for Pharmacy Education 
or with regulations adopted by the board. 

Title 16, CA Code of Regulations, Sec. 1728(a): .. . Applicants shall submit to 
the board the following: Proofof1,500 hours ofpharmacy practice experience 
that meets the following requirements: 
(A) A minimum of 900 hours ofpharmacy practice experience obtained in a 
pharmacy. 
(B) A maximum of600 hours ofpharmacy practice experience may be granted 
at the discretion of the board for other experience substantially related to the 
practice ofpharmacy. 
(C) Experience in both community pharmacy and institutional pharmacy 
practice settings. 
(D) Pharmacy practice experience that satisfies the requirements for both 
introductory and advanced pharmacy practice experiences established by the 
Accreditation Council for Pharmacy Education. And 



WHEREAS while the American Council on Pharmaceutical Education (ACPE) does 
support that the Schools of Pharmacy engage students during the experiential portions of its 
academic program in various patient care settings, it also encourages other extended 
boundaries of learning during the experiential portion of the academic program. Under 
Standard No. 14 (Curricular Core: Pharmacy Practice Experiences), Guideline 14.1 it states 
the following: 

"The scope, intensity, and duration ofall ofthe pharmacy practice experiences 
should afford students the opportunity to develop skills consistent with expected 
professional competencies and outcomes. The pharmacy practice experiences 
should ensure that every student has multiple opportunities to perform 
pharmaceuticaVpatient-centered care activities in a variety of settings 
(including acute care, long-term care, home care, community, ambulatory, 
administrative) ... " And 

WHEREAS all students who undergo the pharmacy curriculum at the University of 
Southern California School of Pharmacy have multiple pharmacy-related experiences that 
might include managed care and industrial pharmacy. settings that count toward their 600 
required hours of experiential training, those areas of experiences that are more directly 
patient based are assessed by the use of competency criteria once established by the 
California State Board of Pharmacy for both community and institutional practices. 
Students, based upon those competency standards, must achieve a passing mark on each 
competency stated in order to pass that practice-based course. In passing the practice
based courses, the School is essentially stating that that student is competent to sit for the 
board examination and practice as a competent pharmacist once the student has passed the 
board exam, and 

WHEREAS, at this point in time, only a small contingent of those graduating seek positions 
in the pharmaceutical and managed care industries (perhaps less than 10% of the 
graduating students), their role in being versed in good patient care principles and 
standards of care is not diminished based upon the demands of these entities both directly 
and indirectly being responsible for the assurance that the highest of standards be 
undertaken that all services and/or products rendered or produced shall be of the highest 
quality to the recipients of those services and/or products, and 

WHEREAS it has not been established, as to at least the knowledge of those who have 
created this resolution and recommendation, that 1500 hours of patient-related contact is 
either over or under abundant in assuring that a pharmacist will be minimally competent to 
practice patient-care pharmacy upon being licensed, 

THEREFORE LET IT BE RESOLVEDIRECOMMENDED that the California State Board 
of Pharmacy (Board) recognize that intern experiences in· the areas of pharmaceutical 
industry and managed care can have both a direct and indirect impact on patient care. In 
so recognizing, be it resolved and recommended that the Board allocate up to 400 hours 
from the 900 hour renlainder that does not include tile 600 hours allocated to pharmacy 
school eXI)eriential programming for the purposes of gaining experience in new pbarmacy 
practice related areas such as and not limited to industrial pharmacy and managed care. 



THEREFORE LET IT FURTHER BE RESO"LV"EDfRECOM"M"ENDED as a moditication 
of Title 16, Calif. Code of Regulatiolls, Section 1718[a][lJ/A-D] that presently reads as 
follows: 

(a) 	 Prior to. receiving authorization from the board to take the pharmacist 
licensure examinations required by section 4200 of the Business and 
Professions Code, (lpplicants shall submit to tlte board the following: 

(1) 	 Proof of 1500 hours ofpharmacy practice experience that meets 
the following requirements: 

(A) 	 A minimum of 900 hours of pharmacy practice 
experience obtained ill a pharmacy. 

(B) 	 A maximum of 600 /lours· of pharmacy practice 
experience may be granted at tlte discretion of the 
boardfor other experience substantially related to the 
practice ofplulrmacy. 

(C) 	 Experience ill both comll1,unity pharmacy alld 
institutional pharmacy practice settings. 

(D) 	 Ph(lrmacy practice experience that satisfies the 
requirements for both introductory and advanced 
pltarmacy practice experiences established by the 
Accreditation Council for Plul1.",acy Education. 

TIIAT TIlI~ IVIODIFICATION OF Title 16. Calif. Code of Regulations. Section 
171B/(llfllfA-D[ "BE AS "FOLLOWS: 

(a) 	 Prior to receiving authorizatioll from the board to talle the plwrlllacist 
licellsure examinatio1ls required hy section 4200 of the Business allti 
p1'(~lession.s' Code, applicll1tts shall submit to the board the following: 

(1) 	 Proof of 1500 hours ofpharmacy practice experience that meets 
the followill/? requirements: 
(A) A miniluum (~l 500 hours of' pharmacy practice experience 

must be obUlilled ill. community llnd institutional plUirmacv 
practice settings .• 

(B) A 	 ma~lCimum (~l 1000 hOllrs o( pharmacy-related practice 
experience 11ll!st be obttlilled untler the supervisiott of' (l 

pharmacist. This 1000 !tours may ilwoive, but is not limited 
to the attainment of pltarmacv-relatetl practice experience in 
a c()11111tunitv pharmacv, all. institutional pharmacy setting, a 
managed C(lre orgallization, and a pharmaceutical industrial 
setting. 11te 1()OO "hours shall inclu(ie tlte current 600 hours 
tit at is granted (PI' pharmacy school experielltial 
programming. aud the additional 400 hours for other 
pharmacist SuplwJ'iseti pharmacy-related exeeriences. 

(C) Pharmacy practice experience that sati.~1ies the requirements 
for both introductol:V and" adV(lnCed pharmacy practice 
experienCl!S established by the Accreditation Council for 
Pharmacy Education. . 
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03/14/200603:12 PM 

Dear Patricia, 

Thank you for sending the agenda for the March 22nd meeting. We 
would 
like to present during the first agenda item. I will be 
accompanied by 
my colleague Kimberly Bardel Whitlock, Pharm.D., also a clinical 
pharmacist with the National Oncology Alliance. 

Please find attached supporting documents for our presentation. 
We 
would also like to provide our treatment guideline on larger 11 x 
17 
paper for ease of use. How many copies do you suggest we bring? 

Thank you again, please let me know if there is anything further 
we need 
to do in preparation for March 22nd. 

Cindy 

Cynthia G. Baker, Pharm.D. 
Manager, Clinical Services 
National Oncology Alliance, Inc. 
750 Lindaro St., suite 350, San Rafael, CA 94901 
www.noainc.com 
Direct: 415.526.8137 Fax: 415.482.1683 
Executive Assistant: Jennifer Boss 415.526.8162 
National Oncology Alliance (NOA) provides essential 
clinical and business information, resources and insight 
to help transform the practice of oncology. 

-----Original Message----
From: Patricia Harris@dca.ca.gov 
[mailto:PatricIa_Harris@dca.ca.gov] 
Sent: Friday, March 10, 2006 5:04 PM 
To: Cindy Baker 
Subject: Licensing Committee Meeting 

Attached is the agenda for the March 22nd meeting. 

(See attached file: LicComMar06Agenda.doc) 

- NOA Rx Intern Job Description 2-2006.doc 

- NOA Intern Correlation CPJE Exam Content.doc 

mailto:mailto:PatricIa_Harris@dca.ca.gov
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Job Description 


Position: Pharmacist Intern FLSA Status: Exempt - Part Time 

Department: Clinical ' Location: San Rafael 

Reports to: Kimberly Bardel Whitlock, Pharm.D. Date: 2117/2006 

CA lic. RPH 54164 

Essential Job Functions 

Under the guidance of a NOA Clinical Services team member, the intern will be primarily 
responsible for functions that include the following: 

• 	 Prepare clinical sUmlnaries of articles in the medical literature, using an established 

template, for incorporation into the web-based NOA Compare tool 


• 	 Use the web-based NOA Compare Clinical Maintenance program to enter, review, or 
modify content as appropriate as part of quality control 

• 	 Collect data about the status of drug FDA approval and COlnpendial approval as it applies 
to the NOA Treatment guidelines, and present this information, using an established 
format, for incorporation into the NOA Compare tool 

• 	 Assist team melnbers with other projects such as the NOA Treatment Guidelines or 

Patient Education Teaching sheets, as directed 


• 	 Participate in clinical team meetings to review the status of various projects 

• 	 Perform other duties as assigned 

Required Skills 

Ability to efficiently read and understand scientific literature; familiarity with standard scientific 
literature citation methods; ability to use computer and the PubMed search engine; familiarity 
with word processing and spreadsheet software programs, (Word, Excel). Organizational skills 
and ability to multi-task are essential. 

Required Experience and Education 

Enrolled in a Doctor of Pharmacy program at accredited School of Pharmacy; valid California 
Pharmacist Intenllicense. 

NOA Rx Intern Job Description 2-2006 	 - 1 
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National Oncology Alliance, Inc. (NOA) 
750 Lindaro Street, Suite 350 
San Rafael, CA 94954 
(415) 526-8137 

NOA Intern Activity Correlation with CPJE Exam Content 

Job duties performed by an intern pharmacist employed with the National Oncology Alliance provide 
experience necessary to prepare for CPJE exam. The table below lists intern duties and the specific 
correlating exam content. 

Please note the CPJE content is pulled directly from the content listed on the California State Board of 
Pharmacy website, including the same alphabetical and numerical outline format for ease of comparison. 

NOA Intern Job Duties CPJE Exam Content 
Assist the clinical team with development and 
yearly revision of the NOA Treatment 
Guidelines. 

These 48 evidence-based guidelines cover 
cancer and supportive care treatment topics, 
and include categories of information such as 
diagnostic workup, tumor staging, initial 
treatment, adjuvant treatment, 
recurrent/refractory treatment, and patient 
monitoring and follow up. 

Detailed information regarding regimen 
selection, components, dosing including 
frequency, duration, and administration are 
provided. Drug complications (I.e. adverse 
effects), contraindications, and patient-
specific considerations in choosing drug 
therapy are also addressed in the guidelines. 

Provide Medication to Patients 
A. Organize and Evaluate Information 

1. Interpret prescription/medication order 
2. Obtain information from the patient/ patient's 
representative for patient profile (diagnosis or 
desired therapeutic outcome, allergies, adverse 
reactions, medical history, etc.) 
3. Obtain information from prescriber and/or health 
care professionals for patient profile (diagnosis or 
desired therapeutic outcome, allergies, adverse 
reactions, medical history, etc.) 
4. Assess prescription / medication order for 
completeness, correctness, authenticity, and 
legality 
5. Assess prescription/medication order for 
appropriateness (e.g. drug selection, dosage, drug 
interactions, dosage form, delivery system) 
6. Evaluate the medical record/patient profile for 
any or all of the following: disease states, clinical 
condition, medication use, allergies, adverse 
reactions, disabilities, medical/surgical therapies, 
laboratory findings, physical assessments, and/or 
diagnostic tests 
7. Evaluate the pharmaceutical information needs 
of the patient/patient's representative 

Monitor and Manage Patient Outcomes 
A. Determine a Course of Action and Manage Patient 
Outcomes 

1. Determine desired therapeutic outcomes 
2. Develop a therapeutic regimen for prescription 
medications (e.g., recommend alteration of 
prescribed drug regimen; select drug if necessary) 
3. Determine the need for a referral 
4. Communicate the therapeutic plan to the 
patient/patient's representative, the prescriber and 
other health care professionals 
5. Recommend/order necessary monitoring and 
screening procedures (e.g., blood pressure, 
glucose levels, drug levels) 
6. Communicate results of monitoring to 
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patienUpatient's representative, prescriber and/or 
other health care professionals 
7. Manage drug therapy according to protocols 

Assist the clinical team with development and 
yearly revision of the NOA Patient Education 
handouts. 

This library of over 125 handouts follow the 
Department of Health and Human Services 
Keystone Guidelines in the provision of 
information about the uses and benefits, 
precautions, drug interactions, adverse 
effects, administration, and storage of 
chemotherapy and supportive care agents. 
The library also covers symptom 
management topics including management 
of neutropenia, anemia, peripheral 
neuropathy, nausea and vomiting, sexual 
dysfunction, sleep disturbance, and others. 

Provide Medication to Patients 
A. Organize and Evaluate Information 

7. Evaluate the pharmaceutical information needs 
of the patienUpatient's representative 

B. Dispense Medications 
6. Select auxiliary labels(s) for container(s). 

Monitor and Manage Patient Outcomes 
A. Determine a Course of Action and Manage Patient 
Outcomes 

2. Communicate the therapeutic plan to the patient 
/ patient's representative, the prescriber and other 
health care professionals 

B. Educate Patients and Health Care Professionals 
1. Assess the patient's understanding of the 
disease and treatment 
2. Counsel patienUpatient's representative 
regarding prescription medication 
5. Counsel patienUpatient's representative 
regarding non-drug therapy 
6. Counsel patienUpatient's representative 
regarding self-monitoring of therapy (e.g., devices, 
symptoms) 

Prepare clinical summaries of studies 
supporting the use of specific chemotherapy 
or supportive care treatment regimens. 

Summaries include a description of study 
design, study population, inclusion and 
exclusion parameters, treatment regimen(s), 
outcomes measures and results, monitoring 
requirements, reported adverse effects, and 
statistical C3nalysis. Summaries are generally 
one page, written for use by oncologists, 
nurses, and pharmacists. 

Provide Medication to Patients 
A. Organize and Evaluate Information 

1. Interpret prescription/ medication order 
2. Obtain information from the patienU patient's 
representative for patient profile (diagnosis or 
desired therapeutic outcome, allergies, adverse 
reactions, medical history, etc.) 
3. Obtain information from prescriber and/or health 
care professionals for patient profile (diagnosis or 
desired therapeutic outcome, allergies, adverse 
reactions, medical history, etc.) 
4. Assess prescription/medication order for 
completeness, correctness, authenticity, and 
legality 
5. Assess prescription /medication order for 
appropriateness (e.g. drug selection, dosage, drug 
interactions, dosage form, delivery system) 
6. Evaluate the medical record/patient profile for 
any or all of the following: disease states, clinical 
condition, medication use, allergies, adverse 
reactions, disabilities, medical/surgical therapies, 
laboratory findings, physical assessments, and/or 
diagnostic tests 
7. Evaluate the pharmaceutical information needs 
of the patienUpatient's representative 

Monitor and Manage Patient Outcomes 
A. Determ ine a Course of Action and Manage Patient 
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Outcomes 
1. Determine desired therapeutic outcomes 
2. Develop a therapeutic regimen for prescription 
medications (e.g., recommend alteration of 
prescribed drug regimen; select drug if necessary) 
3. Determine the need for a referral 
4. Communicate the therapeutic plan to the 
patient/patient's representative, the prescriber and 
other health care professionals 
5. Recommend/order necessary monitoring and 
screening procedures (e.g., blood pressure, 
glucose levels, drug levels) 
6. Communicate results of monitoring to 
patient/patient's representative, prescriber and/or 
other health care professionals 
7. Manage drug therapy according to protocols 

Enter, review, or modify content in the web-
based NOA Compare clinical and 
cost/reimbursement analysis tool with the 
guidance of the clinical staff. 

Information the intern will enter/review/modify 
includes drug therapy regimen components, 
dosing, administration (including associated 
premedications, vehicles, and antiemetics), 
reported adverse effects, and recommended 
monitoring parameterS[CBl][CB2] (e.g. 
laboratory tests). 

Provide Medication to Patients 
A. Organize and Evaluate Information 

1. Interpret prescription/medication order 
2. Obtain information from the patient/ patient's 
representative for patient profile (diagnosis or 
desired therapeutic outcome, allergies, adverse 
reactions, medical history, etc.) 
3. Obtain information from prescriber and/or health 
care professionals for patient profile (diagnosis or 
desired therapeutic outcome, allergies, adverse 
reactions, medical history, etc.) 
4. Assess prescription / medication order for 
completeness, correctness, authenticity, and 
legality 
5. Assess prescription /medication order for 
appropriateness (e.g. drug selection, dosage, drug 
interactions, dosage form, delivery system) 
6. Evaluate the medical record/patient profile for 
any or all of the following: disease states, clinical 
condition, medication use, allergies, adverse 
reactions, disabilities, medical/surgical therapies, 
laboratory findings, physical assessments, and/or 
diagnostic tests 
7. Evaluate the pharmaceutical information needs 
of the patient/patient's representative 

Monitor and Manage Patient Outcomes 
A. Determine a Course of Action and Manage Patient 
Outcomes 

1. Determine desired therapeutic outcomes 
2. Develop a therapeutic regimen for prescription 
medications (e.g., recommend alteration of 
prescribed drug regimen; select drug if necessary) 
3. Determine the need for a referral 
4. Communicate the therapeutic plan to the 
patient/patient's representative, the prescriber and 
other health care professionals 
5. Recommend/order necessary monitoring and 
screening procedures (e.g., blood pressure, 
glucose levels, drug levels) 
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6. Communicate results of monitoring to 
patient/patient's representative, prescriber and/or 
other health care professionals 
7. Manage drug therapy according to protocols 



BREAST CANCER, FEMALE HIGH-RISK ASSESSMENT I 
DiagnOSticW~;

HIglJ..RJskBrwstAssessmenf 
Mammogram 
Obtain famBy history and assess the need for and the appropriateness of 
genetic counselingftestJng. 
Assess patient fer overall risk according to the Gail Model for Risk 
Asses:smenl Risk fadors include the (ollowing. Refer 10 the NCI website for 
further Information. 

- current age 
- age at menarche 
- ag••tfirstU"" birth 

- number of previous breast biopsies 

- presenceafatypk::alhyperpJasia 

- number of first degree relatives 

H'tstory and physical exam 

emerging Issues: 
• Nipple aspirate and ductal lavage for purposes of risk stratification remain 

InvesfIgatlons/affhlstfme 
.. MRJ brusf .sczt!enlng may be used in wry high risk patients such as 


BReA- 1 and -2 mutation carriefs and women with veIY dense breuts as 

sma. studies have shown Jl to be more sensitive than mammography. 


~~-----II-- Staging 

Hbft..RJsk Bre;t$f Assessment 
No diagnosis of cancer but strong 
fllmily histDry Dr BRCA-1/ BRCA-Z 
posttive 

1 I Risk Reduction Intervention 

Hklh-Risk Bl'Nst Assessment
For patients with BRCA -1 and/or - 2 mutations consider. 

Ufesty{emodification
Tamoden 20 mg PO CD x 5 years after discussion of 
prcsandcons
CtinleaJ trials - pJease referto the fonowing website for 
available dlnlcal trials: http://cancertrials.nci.nih.gov/ 

I I Initial Treatment 

Hmf)..R1sk Breast Assessrof!tTt 
Appropriate genetic testing and counseling 
Discuss pros and cons of prophylactic- mastectomy and/or 

prophylactic oophorectomy 
Clinical trials in cancer prevention - Pk!asa refer 10 the 
fonowlng website: http://cancertrtals.nd.nlh.gov/ 


I I Adjuvant Treatment 

WI(l1J..Ris1c Bmast Assessment 

Not Approcable 

II Recu~:~~!r;~:~i-~:~;ment 
HJqh-Rls1c Bmasf Assessment 

Not Applicable 

I[--M~~ri~g/F~II~;-U~~ 
HIgh-Risk BI"east Assessment 

ff<SlDry & physical exam every 6-12 mooths
Annual mammogram If prophylactic mastectomy nat
chosen

Monitor for ovarian cancer if prophylactic
oophOll:lctomy not chosen. This typk::ally indudes the
roDawingeverys..12manths:


- Transvaginal uttrasound 
- CA.125 


Emem/nglssug 
MRI breast .screening may be used In very high risk 
ptJents such lIS BRCA· 1 and·2 mutation camers 
and women with very dense bre;Ists.as- small studies 
have shown It to be more sensitive than 
m;unmography. Some: cJfnfcians InlfY do this 
procedure annuaHy ormayatmmate "VI!IJ' 6-12 
months the MR1 with the mammogram.. 


ExpertPanet 
D_ Tripathy. MD: Director, Knmen Cenlerfor Breast cancer Resean:l1 Unlvarsi!y ofTexas Southwestern Me<f1C31 Center.! Dallas 
Manlyn Leitdl. MD: University of Toxas Southwestern Medical Center at Osl1as 
Unda Bossennan, MD Wilshlm On",klgy Medk:al Group in Rancho Cucamonga. CA 

ITMvt.02DQ5 ANAl updated on 7J111OS .. uplcadttd 0I'l 711812005 "These guidelines ant governed by the Treatment Gukfellne.s Terms of Use found mWW'IIP..noainc.com <htm:ll'V!ww noainc com!> and may not be reproduced In any form without the prior, express written penntsskm of NOA. C 2005 NatJonaJ Oncofogy Alilance.lnc.. All RIghts Reserved 
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-----..-- 
Diagnostic Work-Up 

S!ageO:lC1S 

To make the diagnosis obtain the following: 

• bilateral mammography 
• biopsy of lesion (core. IncisIonal or excislonal) 

Initial work up consists of the following: 
Review pathology results 
Obtain family history and assess Ihe need for and the appropriateness of genellc
counseUngftesting 
Assess patient for avera" risk according to the Gail Model for Risk Assessment 
Risk fadars indude the following. Refer to the Net website for- further Information

• current age 

• age at menarche 

.. age at first Rve birth 
• number-of previous breast 

biopsies 

.. presence of atypical hyperplasia 

.. number of f1rS1 degree relatives 


History and physical exam 

Emerging Issues: 

.. Nipple aspirate and ductal lavage for purposes of risk stratification 


remain Investigational;rl this time 

Staoe 0: DC1S 
To make tl'!e diagnosis obtain the following: 

bilateral mammography 
• biopsy of lesion (c::orn. Incisionsl Of exdsional) 

Inrtial wont up consists of the following: 
Review pathology results 
Obtain family history and assess the need for and the appropriateness of genetIc 
counselingftesting 
Assess patient fur overall risk aCCOftfing to the Gail Model for PJsk Assessment. 
Risk fadors include the following. Refer to the NCI website for further infonnation. 

• current age 
• age at menarche 
• age atfirstrrve birth 
• 	numberofpreviousbreast 


biopsies 

• presence of atypical hyperplasia 
• numberofflrstdegreereJatives 


History and physical exam 


Staging

StageO:lCtS
5yr survival: 98% 

Tls,NO,MO 
(25% chance of developing an invasive 
cancer In either breast within 2S years) 

 TIS: Can:inoma In situ: Intraductal carcinoma. 
lobular carcinoma in situ, Of Pagel'S 
disease of the nipple with no associated 

. tumor ~ass 
NO: No regIOnal lymph node metastasis 

MO; No crlSta"t metastasis 

StageO-DCIS: 

5yrsurvival:98% 


Tis,NO,MO 

GaJtinoma in situ; intraductal 
carcinoma. lobular carcinoma in 
sihI, or Paget's disease of the 
nipple with no associated tumor 
mass 
No regional lymph node 
metastasis 

MQ: No distant metas1asls 

II 

,... BREAST CANCER, FEMALE Stage 0 I 
IF------ --------II First and Subsequent

Recurrent/Refractory Treatment 

Stage 0: 19S , 
If patient develops local Dr Invasive DISease, restage and treat 
accordinglos1age. 

~ 
The options for recurrent dIsease therapy Include: 

RtHIxcislon followed by radiation (if no prior 
radiation} 
Simple mastectomy which may be fotlowed by 
immediate or delayed reconstruction 
If patient has invasive disease, restage and treat 
acctlftilng to stage 

~isk Reduction Intervention 

~: 
Consider lifestyle modification 
Consider tamoxifen 20 mg PO 00 x 5 years after 
discussion of pros and rons 
Clinical trials - Please refer to the following website for 
available cllnlcallrials: http://cancertrials.ncl.nlh.gov/ 

~ 
Consider rlfestyle modification 
Consider Tamoxifen 2D mg PO CD x 5 years after 
discussion of pros and mns 
Clinical trials - Please refer to the foUowing websfte for 
available clinical trials: http://cam:ertriais.nd.nlh.gov/ 

I Initial Treatment 

StageO:lCIS 
Patients may be considered for: 

Close surveillance is strongly recommended 
Bilateral simple mastectomy/reconstruction (consider 
In women with a strong family history) 
Clinical trials In cancer prevention - Please refer to the 
fonowing website: http://cancartrials.nci.nih.gov/ 

Siage 0 - PCIS 
Patients may be t:Onsidered for mastectomy Of wide excision. The 
treatment dtoice depends upon tumor charaderis1lcs and the patient's 
desire for breast preservation. The survival benefrt Is equivalent for the 
foRowing options if the DCIS can be complelely resected: 

Excision atone with wide negative marslns {ldcany~ fem} for 
smal. low grade tumors 
Specimen radlog1i!phs should be done to ensure removal 
ofdensity and/or calcifications 
!:n~n with negative margins plus radlaUon for high grade 

Simple mastectomy which may be falowed by immediate or 
delayed mconstruction 
Cliolcaltriats - Please refer to the following website for 
avaiiabledlnlcalb'lals:http://cancertrfals.nclnlh.govl 

Notes: 
• Axillary node dissection Is generally not indIcated For DelS 
.. 	 When a mastectomy Is done. SLND should be stt;ongly 

considered as invasive dfsease may be found In the 
mastectomy rmaJ pathology enm. "the breast has been 
removed. SLND Clfnnot be perfonned andALND would be 
requIred for axillary $Dtglng. 

• 	 Ifbreast consetVlng surgery Is performed for high risk 
DOS, SLNO may be done. 

Note: After excision of mammographlc:ally detected DCIS with 
mfCTOCakfflcafJons. obtain a follow-up mammogram If breast 
preservallonchosen. 

I I Adjuvant Treatment 

Stage 0: lClS 
None 

SlageO-OCIS 
Radiation depending on grade, size and 
margins 
Tamoxifen 20 mg PO QD x 5 years in 
honnonfH1!C'fJptor positive patients who 
have undergone bmast conserving 
surgery and ntdlation 
The efficacy of tamoJdfrm without 
radiation in preventing local 
recurrnnce has not been estabOshed 

I II 
Monitoring/Follow-Up 

~ 
History & physical exam every 6 - 12 months 
Annual mammogram 
Patients receiving tamoxifen should have a yearly 
gynecologic e.am (if no prior hysterectomy) and should 
be carefuny questioned regarding vaginal disdlarge or 
bleeding. 

StageO-DeiS 
HIstory & Physical Exam every 6 months 
Mammography every 6 months x 1 year then annually 
thereafter 
Patients rec:eiving lamoxjfen should have a yearly 
gynecologic exam [tf no prior hystaredomy} and should 
be carefuly questioned regarding vaginal discharge Of 

bleeding. 
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,.... BREAST CANCER, FEMALE Stage J I 
------.-... ~ 

Initial Treatment 

~ 
Treatment approach depends upon tumor charaderistics, breast size: and patient's 
deslm to preserve the breasL Assessment ofaxl1laty lymph node.status (or 
d1nieally node negative patients Is recommended by way ofi1 sentinel lymph 
node dJs;secfjon. "SLND is unavailable. an a%illary lymph node dissection may 

""done 

Note:: Qua6ty standanis fornntlnellymph node C£rssection lJave been set 
by the ACOSOG andASBS. Standards Include 3D cases where sentinel 
lymph node has been IdentJrted followed by complete dissection with 85% 
senfin9llymph node (denfirlCation witlJ 9.5% specificity. 

For patients In whom chemotherapy Is not a consideration (e.g. elderly palJentswlth 
very favorable tumors). the elimination ofax.lllary lymph node dissection may be 
considered. 

The survival benefit Is equivalent for the folfowlng 2 options: 
Lumpedomy foDowed by whole breHt radiation. Following excision, the margins 
should be evaluated. 

- If positive maf!Jins are observed, a more extensive excision should be 
performed. 

- If negative margins are not possible. a mastectomy should be performed. 
Modified mdical mastectomy or Simple mastectomy which may be followed by 
Immediate or delayed reconstruction. Patleo1s ¥.:ith positive maru1ns should mceive 
chest wan mdiation. 

Clinical trials - Please refer to tha follCJwjng websl1e ror available dinical trials: 
http://canc:ertrlals.nci.nlh.gov/ 

Emerging Issues: 
Partial breast radiation Is being done. Studies to date have reported low 
meurn!l1co rates In plttients m low risk for IOCIII recurrence. A 
pmspecfive trial Is curronUy underway which may help define the risks 
and benefits ofthis appmaeh.. 

Diagnostic Work-up 

~ 
ToMaketheDiagnosis: 

bilateral mammography 
• 	 biopsyoflesion(c:0n5.indsionalorexcisional) 

("fHal Wotk=uD Consists of the Following: 
History and physicaJ exam 
CSC, Pits & Diff_ Chemis1Jy panel 
CheslX-raylfcfinlcallyindlcatad 
Review pa1l101ogy results 
Scans as clinlc:J11y Indicated 
Baseline MUGA scan or Echo if dlnically indicated fer patients 
recelvinganthracycfineortrastuzumab 
Evsluatethefollowingprognosticfactors: 

- tumor size and grade 
- lymph ncde Involvement 
- age! menopausal status 

ERlPRstatus 
- $.phase may be used to assist In decision making 
- HER~2ineu status should be obtained forfutun! use if 

p.affent Wt!I'1! to I1!lapse but remains controversial for 
guidance In dedsion making for earty..st2ge disease 

Note: The likelihood of metastatic disease detected by radiographic 
means In an asymptomatic indMdual needs 10 be weighed against 
the chance of a false posHive and the evaluation that would ensue. 
RoutIne bone scans In patients with stage Inl disease couJd be 
reserved for those with musculoskeletal symptoms or elevated 
alkaline phosphatase. 

EmWlnqlssues: 
• 	At this time, the optimal method of testing HER 21neu over 

expresslco (lmmunohistochemis1Jy vs. FiSH) remains 
undefined. Some tuperts agree that if HER- 2lneu by 
inmuno--hlstDchemcmy is- O. 1+, or 3+. the results am reIlabfe. 
H_,1f2+,1I1eyrecommendsendlng for FISH. Testing 
should be performed at experienced tes1ing centers. 

.. 	 A new 21..gene assay has shown a high degree of accuracy 
In pn!dIdJng I1!CtJITt!f1C8 risk .nd""nof/t from chemother.rpy 
In patients with node-negative. ER+ breast cancer, however. 
mom varJdation is in progress. To date. the use of1hese 
assays has not been demonstrated to lead to a better 
outcome than conventional staging and grac:fllg. 

J c=stagi~
~:
5yrsurvival:90%
T1,NO,M!l

gl I Adjuvant Treatment 	
~ 
AD tumors < 1 an independent ofother factors-
INote: there have not been adequalely si7ed studJes In this population of oatients to support specific RVidenO!-based treatment mmmmendationsl 
• No Treatment 
.. FoDow treatment recommeodaoons below based upon honnone receptnrstatus, menopausal status, and other patient specific factors 

Hormone mceptor positive om: mf!nopausaJ (tumors> 1c:ml· 
There are multiple different ways in which honnonal thempy and chemotherapy may be combined.. Tmatment opUons include combining 1 or mom 
selections from Ihe hormone column with 1 selectJon from the chemotherapy column_ When chemothempy aod hormonal therapy are both used they 
should be given sequenuany. 

Chemothernpytl: IHoononal Therapy 
b
i -
T

None • Tamoxifen x 5 years. When patients become menopausa/.sn 

9 . 
aromafaselnhibitorshoufdbeaddedforSyeslS. 

eMF x 6 cydes or 8 eyries depending on regimen used .. LHRH Agonist (Goserelin, LeuproUde) 
~ • AC x4 cydes • Oophorectomy 

_ • CAFIFACx6cycies 
~ • FECICEF x 6 cydes Note: In women who am recently nmdernd post-menopausaJ. 

f 
~ 

. 
• AC _ Paditaxel Dr Oocetaxel ovanan ~gen prod,!r::tion maypersl$f therefore estradiol 

f . Oos1!OenseAC-Paditaxel ,::~~~~se:.~~~;::=m::':::=
TAC observed. 

Hormone Raceptor positive [JO$!menopausaJ flumor >1 em) 
There are muftipla different ways In which honnonal therapy and chemotherapy may be combined. T reabnent opmns include 
combining 1 or more selections finm lhe hormone column with 1 selection from the chemotherapy column. When chemotherapy and 
honnonal therapy are both used they should be given sequentially and not concummUy 

i .
Ch~otherapytt 	 Hormonal Therapy 

None • Arom~lnhlb/tor(Aqx5yrws 
l' . CMF x 6 cydes or 8 eycJes depending on mglmen used : ~:==:~~!nowed by an AIx 3 yrs 

a f] •. ACx4cydes • Tamoxifenx5yrs followed byanAlx5yrs 

CAFIFAC x 6 c.ydes Note: No benefit has been seen with continuation of tJinoxifen longer 
Ei • FECICEF x 6 cyctes than 5 yrs. The overaR sutvtval benefit ofusing an AI instead ofOf 

~ 

i .
• AC-PadltaxelorOoceta:xet fclowfngtamoxifenh:Jsnotystbeendomonstr.ded. The use ofanAI 

Oosa Oense AC-+Pacutaxel 
 ::'::~:!~1a.:=:~:;n::=,;:;:!:~ 
! . 

f 
TAC 
 cllag''''''/s. 

...-nNote: In women who are recentJy rendered pos1-menopausaI.
estrogenproducflon mayperslstth_ _ 01 IIM!ls 

with high sensitlvffyassayshould be done to confirm menopausal 
sUdus. A level of< 10 p;eogramsldL should be observed. 

fl
Hormone Receptorneoative pre- and pos1menooausal (rumor> 1anl- hIgh risk node negative dlsoase 

Honnone therapy in this group of patients Is not appropriate. Choose a treatment option from the chemotherapy column. 


i .
Hormonal Thefapy 

Chemothefapytt 
None • None 

~ • eMF x 5 cyde:s or 8 cyeIes depending on regimen used 
~ • ACx4cycfes 

S • CAFIFACx6cycJes 

~ • FEClCEFx6cycJes 
• AC - Pacfrtaxel or OocetaxeJ 

~ • AC_ Pat:6taJreI+ Tr.rstuzumab(forHER2 +p;nients only) 
I 

~ 
.. Dose Dense AC _ Padltaxe! 

• TAC 
~I I I I 

tThe more Intenslva chemotherapy regimens are accompanied bygrnatertoxicityand cost and must be balanced byUle patient's 
overaD risk and absolute benefit Higher risk tumors based on size. grade. Iymphovascutar Invasion and other aggregated character
is1Jcs may warrant mom aggressive chemotfJernpy regimens. 
:t Them are Inadequate data 10 draw condusions about the benefit of chemotherapy In women> 70 )'fS. For aU other age groups there is 
evidence of benefil Benerd: from chemotherapy is greater in younger women and steadily decreases with age• 

• Choosing an AI over tamoxffen based on HER~21neu protein overexpression is currenUy under study and should not affect lreabneot decisions at this 
timBo 

Monitoring/Follow-Up 

§1!rut! 
• 	 His1ory/Physical&am 

every 6 months years 1-3 after primary therapy. then every 6-12 months 
years 4-5, then annually thereafter 

Fotfow-up of1he patient should be COOI'tflnated and not duplicated. Continuity of 
care should be amducted by a physician expeneneed In 1I1e surveillance of 
cancer patients. . 
Annual mammogram 
Blood worn, chest X·."y and scans ff clinically Indlcatad 
PatJents receiving tamoxifen shooJd have ~ yearly gynecologic exam [If no prior 
hys1eredomy) and should be carefuny questioned regarding vaginal dlscharge or 
bleeding. 
Patients receiving an aromatase inhibitor shoutd have pertodlc monitoring of bone 
minerai density. Anfi.resorptfve lhempy (prefemble a non..sERM) should be 
considemd If bone mineral density is depressed and all patients should take 
calcium and vitamin D 
The use ofSt!rum markers for follawfog response In patients with recurmnt 
disease should be restricted to patients In whom other objective measures are 
equivocal 
In women who are recentfy renderedpostmenopausal. ovartln estrogen 
production maypemst thenlfore estr.rdlOllevels with high sensitivity assay 
should be done to amrmn menopaual stiItJJS. A level of< fO p/eogr.lms/dL 
should be observed. 
Patients with BRCA-1 and 2 mubrtfoml fbaf. have not elected to und8l!1o 
txHTtralateral pmphytac6c mastectomy. considerannual ftfRl screening 
PafJenl$ mcelvfng trastuzumab shouldhave cardiae monftorlng at. 3. f.i, and 
12 months after beginnIng trastuzumab thenJPY. Trastuzumab therapy 
should"" _held forth. ronowfr>g: 

:> 	 Ifejecfion fraction drnps mont than fa" below the institutIonal 
nannal 
If the EFdrr:Jps morv than f5% olfflltllI 
Clinical CHFwith. documented drop In EF 
IfEF norma1lzes within .. woolrs may consider resuming trasturumab 
therapy

TT'MV1.020Q5RNALupdmedon7n1105-lIp1omfadan1/1B12OO5 These gukfellnes are governed by the Treatment Guklellnes Terms of Use found at wrrw..noainc com <htm-Ilronr rrsm:inc pcml> and may not be reproduced In any form without the prior. express wrltfI'!In pennlsaSan of NOA. C 2DOS National Oncology AlUance. Inc. All Rights Reserved 
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IBREAST CANCER, FEMALE St~g~ II-lilA] 

r-~Di~g~~W~l..Jp --

~ 
To make the diagnosis: 
• 	 bilateral mammography 
• 	 biopsy of lesion (core, fncisional Of exdsklnal) 

Initial Work-up amsists of the foflowing: 
H"lStOry and physical exam 
caC. PHs & Olff_ Chern panel 
Chest X-ray if cfmically Indicated 
Review pathology resuhs 
Scans as cfinicaUy indicated 
Basellna MUGA scan or Echo f( ctlnlcaUy Indated 
for patients receiving anthmcycfine or hen:eptin 
Evaluate 1he fullowing prognostic factors: 

- tumor size and grade 
- $-phase may be USed to assist in decision 

making 
- ERiPRk!vels 

- lymph node Involvement 


menopausal status 
HER-2Ineu status should be obtained for 
future use"patienf were to relapse but 
remains controversial for guidance In 
decision making for earIy..stage disease 

Note: The likeUhood of metastatic cflSeS$8 detected by 

radiographic means In an asymptomatic indMdual 

needs to be weighed against the chance of a false 
positive and the evaluation that would ensue. Routine 
bone scans In patients with stage 1111 disease could be 
reserved for thoSe with muscoJoskeletal symptPtnS or 
elevated aJkafine phosphatase. 

~ 
At this time, the optimal method attesting HER 21neu 

OYef--i!xpresslon frnmunohistDchemistry vs.. FlSH) 

remains undefined. Some experts agree that if HER· 

21neu by immunohistochemistry ls 0,1+, er3+, the 

resutts am reHable. However, if 2+, they recommend 

sending fur FISH. Testing should be perfooned at 

mcperfenced tesUng centers. 


Staging 

~: 
5yr survtval: 75% 
Stage IIA 

TU.Nl.MIl 
T1.Nl.MIl 
T2.NO.MIl 

Stage liB 
T2.Nl.MIl 
T3.NO.MIl 

11- Initial Treatment 

~ 
Treatment approach depends upon tumor charaderistlc:s. breast size end patient's desire to preserve the 
breast. Assessment ofaxillary lymph node status for dfnleally node negative patients Is 
recommended by way ofa senfinellymph node alSSeetion. «SLND Is unavailable. an uilfMy 
lymph node dissection may be done_ 

NeoadJuvant chemotherapy may be conskiered for patients who would benefit from cy1Oreduction and 
in whom chemotherapy win be part of their treabnent regimen. Patients shoukS amtinue to receive 
chemotherapy unUl the complete neoadjuvant regimen is given, until response plateau achieved. or 
until progression. If the patient progresses during chemotherapy, change the regimen. perfonn a 
mocfrlied radical mastedomy. or breast conserving surgery. If feasible. The objective response to 
chemotherapy should be assessed wflh each cycle. Regimens which may be considered for 
neoadjuvaot administration Include: 

Anthracycf1ne-based regimen (AC, FAC. CAF. FEe. CEf) or AC followed by a taxane. 
). HER2 posltille p;rtients may be considered for anthracyr:Hne.based ther2PY 

followed by. comblmdIon atfr.Istuzumab plus pac/lt;uel 

- Docetaxel- Capecitabfne 

- Doxr>rubic1n-Pacrda>rel 

-	 CMF 
- T amoxifen alone can be considered In post-menopausaJ hormone receptor positive women 

and should be added after chemotherapy for pm-menopausal woman. 
)0 	 If tumor reduction Is notsuitable for braast conserving sutgefY. consider modified 

radical mastectomy and axillary node dissecUon if SLND not done fonowed by 
external beam radiatIon to the breast and ncx1al regions. The use ofSLNO folowlng 
neoadjuvant dlemothernpy can be considered. 

}o 	 tftumor size is significantly decreased, considerconservatlve treabnent (e.g., 
quadranmaomy) and axJllary node dis:sedJon (If SLND not done) fonowed by external 
beam radiation to the breast and nodal region. The use of SLNQ following 
neoadJuvant chemotherapy can be considered. 

Lumpedomy followed by rad'13tion if tumor is 5 5 em. Following excisfon. the margins should be 
evaluated. 


- tf positive margins am observed, a more extensive excisfon should be performed. 

- if negative margins are not possible. a mastectomy shouid be performed. 


Modified racftcal mastedomy or simple mastectomy fm women with a negative SLND or in those who 
have already had an axfi1ary lymph node dissection) which may be followed by immeOlate or delayed 
recons1nn:IIon. 

-	 Patients with positive margins orwho have~4 positive lymph nodes should mc:efve radiation 
to the chest wall and draining lymph nodes. 

- COnsider radiation for Stage II. T:, tumors. 
- Radiotherapy may be considered for patients with 1-3 posttlvo nodes partfcularty If unfavorable 

tumor chamcleris1ics. 
-	 Radiation generalty follows chemotherapy. 

OWtfcal trials ~ Please refer to the foflowtng website for availabfe dinlcal trials: 
http-JlcancertJials.nci.nib.govf 

~ 
The use of Iras1u%IImab In the neoadjuvant setting for HER·21neu positive operable 
bn!asf cancerwas associated wi1h a higherpathological complete response rate In 
one small randomized trial. but has not yet been shown to Improve long-term 
outcome. hence this remaIns Investigational. 

1 I 	 Adjuvant Treatment 

~ 
.. An patients who have not received neoadjuvant therapy should receive adjuvant systemic therapy. For patients who have received neoadjuvant chemotherapy, 
additional chemotherapy after surgesy may be considered. Patienls with > 10 positive nodes are considered high-risk fer relapse. Anthmcycflne-based 
chematherapyfor6 cyeSes ora taxane containing regimen is the preferred adjuvamtherapy. 
.. Forpatients thm are HER2 positive who have aiTNdy completed adjuvant chemotherapy. consideration can be given to administering a year of 
trastuzumabtherapy 

Hormone mceptDroosftNe premenopausal (tu'n0tS > 1cml; 
There are multiple different ways in which hormonal therapy and chemotherapy may be combined. Treatment opUons include CIlI'llbining 1 Dr more seJections 
from the honnone cofumn with 1 selection from the chem01herapy column. When chemolherapy and honnonal therapy am both used they should be given 
sequentiany. 

Chemotherapy ts: Honnonal Therapy 

.. None .. T amoxifen x 5 years. When patients become menopausal, an aromatase 
Inhibltorshould be added for 5 year-> 

.. eMF x 6 cyc:Ies or8 c:ydes depending on regimen used .. LHRH Agonist (Gosemlin. Leuprofide) 

:~,:!~"""_ (elderly) • OophorectrJmy 

• CAFiFAC x 6 cydes Note: In women who are recently rendered postmenopausal. ovarian 
.. FECICEF x 6 cydes estrogen producfion may penist. therefore estradiol levels with high 
• AC _ Pacntaxel or Oocetaxel sensitivity assay should be done to comvm menopausal status. A level of< 
• FEC-100x3_Do_x3 10p/cognms/dLshouldbeobsl>nn!d. 
• AC_Pacfrtaxe/+ Trastuzumab(furHER2 +patJents only) 

• Dose Dense AC - Padllaxel 
• TAC 

Honnone ReceptQf' positive tx:!!rlmenopausal ftumor>1cm) 

There are multiple different ways in which hormonal therapy and dtemotherapy may be combined. Treatment options indude combining 1 or mom selections from 

the homlone column with 1 selection from the chemo1herapy cotumn. When chemotherapy and hormonal thetdpy are both used they should be given sequemiaI1y 

and not concurrently. . 


CIlemathernpyjt 	 Hormonal Therapy 

• Aromafase/nhlbltar(AJ)xSyears 
• Tamoxffen x 2 yrs followed by an AIx 3 yrs 

• eMF x 6 cycles or 8 cycles depending on regimen used 	 • Tamoxtfen x 5 yeatS 

• ACx4cyde:s 	 • Tamtntifenx5yr.;followedbyanAJx5yrs 
.. 	 Eplroblcin - t;vnoxJ(en (elderly) Note: No benefit has been seen with continuation of tamoxifen longer than 5 yrs. The 

overall survival benefit of using an PJ instead of or following tamoxifen has notyet been 
• CAFiFAC x 6 cycles demonst:r.rted. The use ofan AI in place of or after 2 yrs. of tamoxifen has demonstrnted 

:~~~~=:tt!x~Oocetaxel ::::::ntbenefft on reatrrence-h"ee survival during the first 10yeatS ~r 
• FEC-100x3-Docetaxelx3 
• 	AC _ plJdIt;u;el + Tr.rsfuzumab (for HER2 + p«tients only) 

In women ,..ho IJt'8 recentty render'edpost-menopausal. ovarim estrogen pmductJon 
• Dose Dense AC -+ Pacfl1a)llel 	 maypersist thereftNe estradioIlevt!ls with high se:nsitivifyassayshould be done to 

confinn menopllusal sbrtlrs-.. A level of< 10p;a,gramsldL shouldbe observed.• TAC 

Hormone Receptor negative pm: and postmenopausal (tumor> 1cm) 

Hormone therapy in this group of patients is nat appropriate. Choose a treatment option from the chemotherapy column. 


Chemothetapyjt Hormonal Therapy 

• None 

• eMF x 6 cydes or Bcycles depending on Teglmen used 
• ACx4cyc1es 

• CAFIFACx6cycles 
• FEClCEFx6cyc1es 
.. AC - Pacfltaxel or Oocetaxef 
.. FEC-100x 3_ Docetaxelx3 
• AC _ PacH-'" + T"'stuzumab (furHER2 +patients on/yj 

.. Oose Dense AC - Padltaxm 
• TAC 

t The mom aggressive chemotherapy regimens are accompanied by greater loxkHy and cost and must be balanced by the patient's ovaraD risk and absolute 
benefiL Higher risk tumors based on size. grade, Iymphovascufar invasion and ather aggregated characteristics may warrant mora aggressive chemotherapy 

regimens. 

~ There are Inadequate data to draw condusions about the benefit ofchemtrtherapy In 'WOmen> 70 yrs. For all other age groups them is gyfdence of benefiL 

Benefit from chemotherapy ts greater In younger women and steadily decreases with age. 


:lnglssues: 

ChoosinQ an At over tamoxifen based on HER~2fneu protein • n is amenUv under sttJdv and should not affect treatment decisions at this time. 


Monitoring/Follow-Up 

~ 
I-flStorylPhyslcal &am 

- every 3-6 mooths )'tlsrs 1~3 after primary therapy, than every (i... 

FoUow-~2;:U:a:!t~~:==~:~~ dupUcated.
Continuity of cam should be conducted by a physician experinnced in the 
surveillance ofcancer patients. 
Annual mammogram 
Blood work. chest X-ray and scans if cfmically indicated. 
Patients receiving tamoxlfen should have a yearly gynecofogic exam {if 
no prior hysterectomy} and should be camfully questioned regarding 
vaginal discharge or bleeding. 
Patients receiving an aromatase Inhibitor should have peOOdle 
monitoring of bone mfneral densfty. A.ntkasocpUve therapy (prefefabty a 
non-SERM) should be consfdered if bone mineral density Is depressed. 
andall pa6etrts should take calcium and vitamin D 
The use ofserum markers rorfulJowmg response in patients with 

recurrent disease should be restricted to patients in whom other 

objectlve measllJ1!S are equtvocat 

In women who if'" recently rendered postmenopaual, ovarian 
estrogen production may petSist therefotTI esITad10lleveis wffh high 
sensitivity assayshould be done to eotrrmn menOl»usal status.. A 
1.".1 of< 10p/cogTamsfdL should be absented. 
Patients with BRCA·1 and 2 mutations that. have not elected to 
undergo con1r.llafef7J1 prophyl..c:t1e ~stecfomy. considerannual 
MRlsetT!ening 
Patients reeelvfng trastuzumab shouldhave cardiac monitoring at 
3, 6. arid 12 months after beginning hsftzzu....b U!<>rapy. 
Ttastuzumab thnrapy shouldbe wIfhheld forthe foIlowfng: 

:> 	 Ifejet::tion fraction droPs mot"e than 10" below the 
institutJonaltJOl'fNl 
If the EFdrops more than 15% 0V'E!I'iI6 
Clinical CHFwIIh a documented drop In EF 

:> 	 IfEFnonnaltzes within" weeks: may aJnsidcr resuming 
fr.Istuzumabtherapy 

lTM vt.O 2005 ANAL updated on 1111JOS - uploaded on 71t6l2OOS These guidelines arB governed by the Treatment GuidellnesTerms of Use found atJVY!W.n08fac.C9:m <httn:NY.'l'tW.ngftinc.caml> and rmay not be rBproduced In any fonn wHhout the prior. express wrtUen pennlsskm of NOA.. C 2005 National Oncology Alliance, Joe. All Rights Reserved 
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I··~BREASTCANCER,-FEMJ\LE-St~g~ IIIBIIIIC I 
[DI89D~stlc;w~~~1 r Staging 

StaoelllS-lllC
(inoperable at time of 
diagnosis)

T4. NO. MO 
T4. N1. MO
T4.N2.MO 

(Illdudes inftammatory
breastcance<) 

SlagelJlC 
Any T. N3. MO 

StagelllBllIlC 
To make the diagnosis; 


bilateral mammography 

biopsy cf lesion (rore. indslonal or 
ex_I) 
Skin biopsy may be needed to confinn 
Inftammatorycancerifcfinicalfeatures 
are equivocal and pathology shOWS" 

tumor cens- in intradermal lymphatics. 

Initial Work-up Consists of the following;, 
• 	 History and physical exam 


cac. Pits & Diff•• Chern panel 

Revl.... pathology results 

Bone scan 

CXR 
Additional scans as cfinicany indicated (such as 

an abdominal CT sam ifLFrs are elevated). 

Baseline MUGA scan or Echo ifclinically 

indicaled fur patients receiving anthracycllne or 

trastuzumeb 

Evaluate the fmJowing prognostic factors: 


- tumor size and grade 

- $-phase may be used to assist In 


declslonmaking 

- ERlPRlevsls 

- lymph node involvement 

- menopausal status 

- HER-2fneu _ should be _/ned 


(orfuturo use IfPJOenf wen! to relapse 
but remains conftoveJ'slai forguJdan~ 
In decision malting for early.-stage 
diseasa 

Ememinglssues: • 
At this time, the optimal method of1esUng HER 

2Jneu over-expression (immunohls1ochemlstry vs, 
FISH) remains undefined. Some e~ agree thai 
if HER· 21neu by immunoh£stochemistry Is 0, 1+, Of 

3+, the Jesuits are reflable. Hcwaver. if 2+, they 
recommend sending for FISH. Testing should be 
perfom1edat.~testlng""ol""'. 

I I Initial Tr~~t 
~ 

Neoadjuvant chemotherapy may be used to attempt and shrink the tumor so 
that it W11l be amenable to resection in patients who are inoperable at '!he 
tine of presentation. Patients should continue to receive chemotherapy until 
the complete neoadjuvant regimen has been given. until response plateau 
achieved or unbl progression. If the patient progresses during 
chemotherapy. change systemic therapy or perform a modified radical 
mastedomy. The objective response to chemotherapy should be assessed 
with each cyde. Regimens that may be considered lndude: 

- Anthrncycfine-bascd regimen (eg, FAC. CAF. FEC, or CEF) or AC 
foDowed by a taxane. 

)- HER.2 poslfJve patients may be consklered for 
anthraeyeHne-based therapy followed by a combination 
of trastuzumab plus paclltaxol 

-	 Docafaxel - Capecitab/ne 
-	 Om:orubic/n - Paclltaxel 
-	 CMF 

T amoxifen alone can be considered in postmenopausal honnone 
receptoc positive women and should be added after chemotherapy 
for premenopausal women. 

> 	1f tumor reduction is not sulblble for breast alnservfng 
surgery. consider modIfied radlca) mastectomy and axillary 
node dissection followed by external beam radiaUon to the 
chest wall and nodal regions. 

> 	 If tumor slz:a is significantly decreased. consider 
conservative tmatment (e.g., quadrantedomy) and ilxillary 
node dissection followed by external beam radiation to the 
breast and nodal region. 

)- If neoadjuvant chemotherapy succeeds in debulking an 
inoperable lumor. surgical resedfon shouJd be attemptecL 

Patients may be considered (0.- modified radical mastedomy inilfally. 
fnDowed by dtemotherapy and radiation. 
Sentinel noda biopsy can b. amside<ed forpa6ents _ cI/nlcally 
negative nodes either pm orpost dJemotberapy. although the f.J/se 
negative rate in this settJng has nat been firmly established 
Patients with N3 disease should be considered for surgical resection and/or 
radiation therapy to the supradavicular lymph nodes. 
For patients who are not surgical candidates initially, the same 
chemotherapy regimens whJch would be used in the first recurrentlrefractory 
treatment setting may be considered. 
O.·dcal trials - Please refer to the following website for avaOable clinical 
trlals:http://cancer1rialS.ncl.nlh.govf 

Adjuvant Treatment ---Hl 
Slag.IlIS-IlIC 
All patients who have not received. neoadjuvant therapy should receive adjuvant systemic therapy. For patients who have received neoadjuvant chemotherapy, addItional chemo-thera.py 
after surgery may be consfdered. Patients with > 10 posttIve nodes are considered higfHis:k for relapse.. Anthracycfine-based chemotherapy for 6 cycles or a taxane c:ontaining regimen Is 
theprefertedadjuvanltherapy. 

For patitmts that.1tt'1! HER2 posi1ive who IMve almady completed adjuV<mf chemotherapy. consideration can be givtm to Mhninlsterlng a yearof trastuzvmab ther.Jpy 

Hormone receptor DOSffiye Pffi- menopausal (tumors> 1cm): 

There are multiple different ways in which hormonal therapy and chemotherapy may be combined. Treatment optbns include combining 1 or more selections from 1he 

hormone column wHh 1 selection from the chemotherapy column. When chemotherapy and hormonal therapy are both used they should be given sequentially. 


C~emolh.rapytt Honnonal Therapy 

~=---------------I 
.. eMF x 6 cydes or 8 cyr;Je$ dependlng en regimen used 
• AC. 4 cycles 
• EpIrubic/n - tamoxifen (elderly) 

• CAFIFAC •• C)des 
• FECiCEF x 6 C)des 
.. AC_PacfrtaxelorDocetax:ef 
.. FEC-100%3 ........ DocetaxeJx3 
.. AC _ Pacl1taxel + Tt2stuzum:;rb (for HER2 + patients only) 

• Tsmoxifen x 5 years. When p;ationts become menopausal, an aromortaso inhibitor 
should be added for5yeo", 
.. LHRH Agonist (Gosererm. LeuproIlde) 
• Oophorectomy 

In women who am recentty rendered postmenopausal. ovarian estrogen production 
may persist thenrf'oce estracrlOllevelS with high sensitivity assayshouldbe done to 
confirm menopausalstafus'. A level of< 10 plcogr.unsldL shouldbe obsetved. 

.. Dose Dense AC _ PaditaxeJ 

• TAC 

Hormone Receptor positive postmenOPausal (tumor >1on) 

There are multiple dIfferent ways in which hom100s1 therapy and dtemotherapy may be combined. T reatmem options lndude combining 1 or more selections from the hormone 

cofumn with 1 selection from the chemotherapycofumn. When chenrolherapy and honnonal therapy are both used they should be given sequentiany and not concurrently. 


b 	 Chemothernpyt:t: Hormonal Therapy 

~ 	 .. None .. Aromatase Inhibitor (AI) % 5 pars

b .. CMF x 6 cydes or 8 cydes depending en reglmon used : ~::;=;!;:a!"owed by itn AIx 3 yrs 

f : ~~~~~famaxlfen (elderly) ~~:n:;:n~:sr:=a:~::!.;.,~:atlon of tammdft!n longer than 5 yrs. The aveRn survival 

§: .. CAF/FACx 6 cycles benefit of using an AI instead ofor following tamOJdfenhasnotyatbeen demonstrated. The use ofan 
g .. FECiCEF x 6 cycles AI In place of Dr after 2 yrs. of tamo"lfen has demonsfntted • signfflant benefit on reculTl!'nee-fi"ee 
~ .. AC _ Pacfitaxel or DocetaxeJ survival during the first 10 yeal'S attar diagnosis.

l : ':::,c::::::::;;;,~:'!b (for HER2 + patients only) In woman who am recentlyrendered postmenopausal, ovarian estrogen production mayperslst
t§.. therefore estradlollevets.nth high sensitMty ass:ay shoukl be done to confirm menopausal 

.. Dose Dense AC _ Paditax:eI status.. A level of< 10picogramsldL should be obsetY1!d.. 
• TAC 

Hormone Receptor negative om: and postmenopausal (tumor> 1cml 

Hormone therapy in this group ofpatlenls is not appropriate. Choose a treatment option from the chemotherapy columa 


~ Chemathempy tt 	 IHonnonaJ Therapy

b .. None 	 I.. None 

~ .. CMF Jt 6 cydas or8 eyeJes depencRng on mglmen used I 
g .. ACJt4c:ydes 

~ .. CAFfFACx6cycJes 

~ .. FECICEF x 6 cydes

;§ • AC_Paditax.lorDocstaxel 

= .. FEC-100x3--Doeetv:el%3

!. .. AC ..... Paclltaxel+Trastuzumab(forHER2+patientsonlyJ 


ti .. Dose Dense AC - PacUtaxel 

~ • TAC 


t The more aggressive chemotherapy regimens am accompanied by greater toxJcity and cost and must be balanced by the patient's overaU risk and absolute benefiL Higher risk tumors 
based on size, grade, tymphovascular invasion and other aggregated dlaracteristfcs may wanaot mOn!! aggressive chemotherapy regimens. 
t There am Inadequate data. to draw conduskms about the benefit ofchemothempy in wamen > 7D )'IS. For alf other age groups there is evidence of benefit. Benefit from chemotherapy 
is greater io younger women and steadily decreases with age. 

lingls$ues: 

ChoosinQ an AI over talllOldfen based on HER-21neu prntoin ova • n is currentlv under study and should not affect traa1ment decisions at this time. 

--_....... _._

Monitoring/Follow-Up 

5IagelliS-llIG: 
fflStorylPhysIcaIExam 

- every:J...6 months)'Gars 1-3 after primary therapy. then every 6-12 
months years 4-5. then annually lhereafter 

FaIlow-up ofthe patient should be axxdinated and not duplIcaled. 
Continuity of cam should be cooduded by a physic:ia:n experienced In the 
surveiHance of cancer patients. 
Annual mammogram 
Blood wof1<, chest X-ray and scans ff clinIcally Indlcal!!d. 
Patients receiving tamoxlfen should have a year1y m'Tlecologlc exam (if no 
prior hysterectomy) and should bet carefully questioned regarding vaginal 
dIscharge Of bleeding. . 
Patients receiving an aromatase Inhibitor should have periodic monilorlng 
of bone minerai density. AntH'OSorptfve therapy (preferable a non....sERM) 
should be considered If bone mineral density is depressed and IlIi patients 
should taka calcium and vitamin D 
The use ofserum matf(ern for foRawing response in patients with r9QJtTent 

dlsease should be restricted to patients in whom other" (Ibjedive measures 
amequjvol:al. 
In women who am recently rendered postmenopausal. CJV'IfriMt 
estrogen produe1Jon ITJlfY persist therefore estnrdi"r Teve/s with high 
sensitivity assayshould be done to confinn menopausal status. A 
level of< 10 pkogramsidL should be obseved.. 
Patients wffh BRCA--1 and 2 mutations that have nof elected to 
undergo contralateral prophylaetle mastectomy. considerannUiJI MRJ 
s:creet1ing 
PatIents receiving frastuzumab shouldhave cardiac monitoring at 3. 6,. 
and 12 months afterbeginnIng tr.asf.uz:umab thef3py~ Trastuzumab 
therapy shO<J1d be _held forth. following: 

,.. 	 Ifejection (;action drop$ more than 10% below Ute Institutional 
nannal 

,.. 	 If the EF drops more than 15% over.tU 
Clinical CHFwith • documented drop /n EF 
Ira:normanns within .. weeIts may consider resuming 
fTastuzumabthenpy 

lTMV1.02005 FINAL updated on 7111/05- uploadftdon7/1812005 These gukJellnlul are governed by the Treatment Guidelines Terms of Use found at'l\!llYW.nootnc.com <httn:Ilw-Nw_·nudvc com£> and may not be ntpmduced In any fenn without the prior, expresswrltten pennlssion of NOA. C 2005 National Onco~ Alt1ance.lnc.. AI!' Rights Ra.lR!lrved 
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Treatment of First Recurrence (Stages 1 - IIfC) 	

Lccalreeurrence: 	
• 	 Patients who experience 1oc:alll!CUTT13nce after lumpectomy and radiation should undergo a mastectomy_ Reconsider addttional systemic therapy based upon the characteristics of the 

recurrenca and hlstofy of previous trnalmenl 
• 	 Patients who expeI1ence local recurrence affer II mastectomyshould be surgically 1l!5eeted If~menable and should receive lifcrafion to the chest waQ lind lymph nodes, 

Consideradd"lfional systemic therapy. Note: No prospective eRda _ regardlng whkh Fl/ents should recelvu adadJonal therapy; the decision to lrelff should be on 0 case by 
case basis. Post...menopausal pilfJerrts who wen!' Initiallyon talDOJCifen orno honnonal ther.JlPY with ER/PR+ tumOtS should be placed on an .aromat.ase Inhibitor for5 years 

/st:JIated Mstastatic Reeunenees 
Single Isolated Ct1fnlal orpulmonary md:asfases should be t:OIlsldered for surglcall'llSeCfion or radiosurgery [note: radiosurgery does not apply to pulmonary lesions] 
Most patients wfth brain metastases should reeeJve rad/don thentpy 
PtffJents wtth spinal conl comprnssion should reeeJve pallla6ve radl:rtion.. Surgical decompmsslon may be consldared for selected cases 
PatIents with an Isolated bone metastasis may be considered forpalliative ntdlatlon therapy only. 
I/Ioy consider Intrathecal Uposomal Ant-C (DepoCyf), Intrathecal MDt; IIpplOpriate 
Systemic themothrKilpy or"atUiffivv r.trl1atJon fiN patients with meningeal disease. 


Metastaticl"8CU1'T8OC8' 
Note: Patlents with metastatic breast cancer should have their HER-2Ineu status assessed if It was not done at the 1Ime of primary dlagno:sis. The current FDA recommendation is 10 treat 

patklnts who are 2+ or 3+ with trastuzumab. SH "Emerging Issu.es- regarding 2+ HER-2/neu protein overexpresslon. 


Horman@! receptor POSitive and bonelsofl. fu;sue !'!CUrrence ontvi 
- For patients who have had prioranti-estmgen within the past year. strong consideration should be given to additional T" line hormonal therapy_ 
.. ForpaUents who have had no priorantI-estmgen orwhoam more1han 1 yearoffafanantl-estrogen: 

tf pm-menopausal:- Tamoxifen. an LHRH Agonist, an oophorectany or combination of some 
_ . tf post-menopausat tamoxifen. toremifene. or an AI (depend"mg on prevtous treatment) 


.. Clinical trials- Refer-to the foffawing website for available dlnlcal Uials: http://c:ancertrials.nd.nih.gov 	

Honnone meep1Dr pO$ffive with symptomaUc viscera' diseaSe' 
• Patients with ex1ensive visceral or immediate Itfe..threatening crsease might be optimally treated with Initial chemotherapy and then considered for maintenance treatmen1 with honnone 	

therapy. Treatment choices fndude one of the foUowfng: 
CmnbinatIOD Therapy 

AnthraCjdIn..based therapy (AC. FAC. CAF, FEe, CEF. ECl 
_ Doxorubicin - taxane (doxorubicin - pacfitaxel or doxorubicin - docetaxel) 
- CJpecilabine-lar.rne (_ orpaelltaJCel) 
- Gemdfabine- Pacf"daxel 
- CMF 
_ Camoplatin - pae£rtaxel (r.mdomized trials have not been performed with this eomblnaUon) 


Single Agent Therapy (numerous eomblnaf/ons of the following agonts have been studied In phase" trials. Many have shown efficacy but none have shown benefit oversingle 

~ 
- Single-agent taxane lherapy - Gemci1abine - Vinorelblne 
- Slngl..agent anthraCjdlnetherapy - Infuslonal5FU - ""b - pacllta",,' (A/mvr.Jne) 
_ Capedtab!ne - Uposomal dl)l(orublcin 


• CUnlcal trials- Refer to the foIJowing websHe for available cffnlcal trials: http://cancertrlals.nci.nih.gov 	

Hormone receptor neoatlve pre- and postmenopausal Datlents: 
• 	 For paUents who recur following adjuvant chemotherapy. the treatment win depend on a number of factor.;, lnduding time at tect..tm!Oce, previous 

therapy. patient symptoms. PS. and ather patient specif.c consktemtions:. Treatment can include combination Of singJe-agent chemotherapy. 
Cpmbinatinn Tberngy 

Anthracydlne-based therapy (AC, FAC, CAF, FEC. CEF. ECl 

- DaxcnJbidn - taxane (daxnrubidn - pacitaxel or doxorubidn - docetaxef) 

- C<Jpedtablne-laxane (00_ orpaclllaJCel) 

_ Gemcitablne- Paclitaxel 

- CMF 

Bevaclzumab- Paclituel 

CarbopIMJn - Pad1taxel (randomized trilfls have not been perfonned with this combination) 


Singh! Anent Themov (numerous combinations of the (GUowing agents have been studied In phase n trials. Many have shown etlfcacy but nona have shown benefit OV9rsingle 


Itgentthenpy.) 

_ Single-agent taxane therapy - Gemdtabine - Vinoteiblne 

_ Sfngle-agent anthracydine therapy - Infusional5FU - nab - pilClitaxeJ (Abtaxane) 

_ Capedtabfne - Uposomal daxorubicfn 


.. Clinical bials- Refer to the following website for available clinical trials: http://cancertrials.nci.nih.gov 

Her-2Ineu rnremmrnssion (3+ inmuncpgmxidase staining and/or 2+ 3+ by ASH) Patients 
.. Tras1uZUmab combinations are considered optimal first·ine therapy (not for use with anthracycfines)~ Altematfvely, tJastuzumab alone can be given to paUents who are uOWtlfmg or nat 

suitable candidates for chemotherapy. Trastuzumab combtnations Jndude: 
_ TtaStuzUmab-Pacfrtaxel - Ttastuzumab-Vlnorolblne 
_ TrastllZllmab-P_el-Carboplatin Trasluwmab-C<Jpecllabine 
_ Trastuzumab-Oocetaxet - Trastuzumab-Gemcltabtne 

_ Trastuzumab - Docetaxe( - CarbopJatin 


• Clfnical trials -Refer to the following website for available cfinicaJ trials: trttp::I/cancertrials.nci.nih.gav 

General Considerations regarding therapy choices: 

.. Many dlemotherapy combinations have been tested and have shown inproved response rates enmpared to single agents. However. these comblnaoons are generaly more toxic than 


single agent therapy and most have shown no improvement In survival Combination therapy over single agents should be considered in patients wtth good PS and In those with aggresstve 


disease and visceral thrnaL 

If the patient has received prior anthracydtne therapy. furUler anthracycfme 1herapy may be considered if cardiac ejection fraction Is nonnal. Additional opUons to consider include the use 

of a less toxic: anlhrac:ycflne {eg, epirubicin),liposomal doxorubldn. or a cardiopmtectant (dexrazDxane). 

Patients with bone disease (especianyth090 with lytic changes on x-rny) should be considered for bisphosphonate therapy In addition to chemo- or honnonal therapy. EBRT should be 

reserved for painful metastases or for lesions in which pathologic fradtJres are mmlnent or have already occurred.!n general, blsphosphonate therapy 

should continue regardless of changes in a patient's chemothernpy regimen. 

.. Special consideraUons - see last page ofguldenne for treatment of patients with soUtary metastases. spinal cord compression and otherspedatty situations. 

Treatment of Subsequent Recurrences (Stages 1- IIfC) 

Prlorto inillating additional satvagetherapy, assess PS and goal aftherapy. Patients with good PS (ECOG 0-1) who demonstrated a response to the last regimen may be 
considered for additional salvage therapy. It is imperative to took fer evidence of response priorto initiafing each cycle (ego subjective improvement In tumor related 

symptoms). After initiation of therapy, It Is best to admflister at least 2-3 cydes prior to evaluation for response. Scans may be indicated to follow objective response. 


• For patlents who progress on honnonethernpy but showed an InHial response, another endocrine treatment should be considered. Patients with extensive visceral or 
immediate fife threatening disease might be optlmaRy treated with inHiaI chemotherapy and then considered for maintenance treatment with hcnmone therapy. Treatment 
choices rtdude one of the folbwing: 

- if premenopausal 
>- Oophorectomy. (either surgical or mecftcal with a GNRH analog) + tamoxifen. or megeslrol acetate 


- ifpostmenopausal 

,.. Ammatase i"lhibflor (except amiooglutethimide) 

> Faslodex 

,.. Megestrolacetate 


Note: The. suggested order ofsequence Is based upon side effects and response rates. Patients with HER-2/oeu positivo disease are less Iikety to respond to honnone 
therapy and may have a shorter duration of msponse. '" 


• For patlents who recur fonowing adjuvant chemotherapy. the treatment win depend on a number of factors, Including time of recurrence, previous therapy, patient 
symptoms. PS, and other patient specific considerations. Treatment ean Include combination or single-agent chemotherapy: 
Cgmblnatfon Therapy 

:> Anthracycr.,e-based therapy 
>- Doxoruhicin-taxane 

> CapedtJblne-laxane (_rei orpaerdaxe1) 


Gemcifablne-PacJ1taxel 
CiubopIiHin - Paclltaxel (randomized trials have not been perrormed with this combination) 
CMF 

Single-agent Therapy {numerou; entrlblnatfons of the following agents tuwe been studied In phas!! II trials Manr have shown 
efficacy but none haw shown benefit oversingle lItJenf th£!@DYJ 


:>- Slngle-agent trumne therapy 

,.. Single-agent snthracycflne therapy 

,.. Capecitabfne 


f!pOSOOlaldoxorublcfn 

vinomlblne 

gemcitabine 


> lnfusionalSFU 

.. Fer patients with Her-21neu protein overexpresslon (3+ inmunopemlOOase staining andlor FISH+) who have progressed following first-Une transuzumab -chemotherapy, 
it Is controversial whether trastuzumab plus another chemothernpy agent should be used as opposed to using chl!fT1otherapy alone. Trastuzumab alone is FDA approved 
as second line after progression on chemotherapy (without trastuzumab). However, in lodeys cflnical pmctica, most patients receive trnstuzumab initially: 


> Trastuzumab-Pacfrnual 

>- Trastuzumab - Palldlll<el- Cartmplatin 
,.. Trastuzumab - Docetaxel 
,.. Trastuzumab- Docetaxef- Carboplatin 
,.. Tl3sfuzumab - VInore/blne 
>- Ttastu%Umab _ C:lpecftabine 
). Trastuzumab- Gemcitablne 
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BREAST CANCER, FEMALE Stage IV I 
Diagnostic Work-up 

~ 

To make the diagnosis: 
" Illlateral mammogrnphy 

- biopsy of lesion (CUll!. incisional or excisional) 


InitlalWmk-up Consists of the following: 
History and physk:al exam 
CBC, PHs & Oil!, Chern panel 
Review pathology results 
Bone scan 
CXR 
CT scan of abdomen. 
BaseJme MUGA scan or Echo if cfinicahy tndicated for 
patients receMng anthracycfine or trastuzumab 
Check ~ bilserma headMRI orCTscan for patients that 
may reeeive the lHmJcizumab- pacl1taxe/ cnmbination 
Evaluate the following prngnosti: (actor.;: 

- D!:seaseburden 
- ERJPRlevels 
- menopausal status 
- HER-2/neu status (if not done at the time of the 

primary diagnosis). At this lime, the optimal method of 
testing HER- 21nBu overexpression funmtJrlO-. 
histochemistry vs. FISH) remains undefined. Some 
experts agree that if HER-21neu by immuoo-
histochemistryisO.1+or3+, the resuttsarereflabJe. 
However, if 2.... RSH testing Is recommended. 
Te:sUng shouk! be performed at experienced testing 
centers. 

1C-s~-;i~~ 
~: 
5yrsurvival:10%
AnyT,anyN,M1

II Initial Treatment 

toea/Disease 
External beam radiotherapy or a hygienic mastectomy may be recommended to contmllocal disease. 
SIngle Isolated aanfal orpulmonary memstases should be consldemd for surgical reseetJon or 
r.td1osurgery {note: RGIDSUrgcry does not ltppIy to pulmonary lesions1 
Most patients with brain metastases should receive radiation therapy 
Paflents with spinal aJrdcompression should r1!C1!lve' pnlOzrtlve rarJ1a6on. Surgical decompmsslon may 
be consklered forselecfed cases 
PlffIents with an Isolated bone metastasis may be considered for patrJJtWe radiation therapy only. 
Moyconsider1_"",,/Gpo"""",/ Ara--C (DepoCyt), _eea/MIX. appropriate 
Systemic chemotherapy orpalllafJ'11'8 radl4JtJon for patIents; with meningeal iflSease. 

Hennone ReceptorPositive with bone/sot! tissue disease onlY-
Hormone therapy can be considered (except in the event oflife threatening visceral disease). 

- Tamoldfen - aromatase inhibitors (eg, anastrm:ofe, letrozole) 
- Toremifene - Faslodex 
Note: (Als. faslodex & letrazole are For postmenopausal women only) 

oophorectomy is an option for premenopausal women 
GNRH analogs (premenopausal women only) 
Megaee.. 

Hormone Receptor positive with symptomatic viseeral disease: 
PatientS" with extensive visceral or immedialB fife-threatening disease might be optimally treated with Initial 
chemotherapy and then considered fur maintenance treatment with hormone therapy. 

CombinationTher.3py 
- AnlhrnCjcllne-based lhernpy (AC, FAC, CAF, FEC, CEF. Ee) 
- Doxorubicin - Taxane (doxorubicin - pacfitaxel or doxorubidn - docetaxeJ) 

Capecitabine - TadIltt (doctftaxel orpaclifaxel) 
- Gem_blne - "..//tam 

Bcvaclzumab - Pac/itaxel 
- CMF 
- CltrbopIatJn - Pae/1taxel (randomlzsd trials have not been performed with this cnmblnatJon) 

Single Agent Therapy {numerous combinations of the following agents have been studTtJd In Phase II trials 
Manv haVl! shown etfi'c!ey butnone bava shown benefit over slnqle-aqent tlJerapy.} 

- Single-agent tlxane Il1ernpy (padltax9l or docetaxal) 
- Single-agent anthracydlne therapy (doxcrubicin or epirubicin) 

CapedlBbine 
- Vmorelbine 
- Gemcltabine 
- InfusionaiSFU 
- Uposomal doxorubicin 
- nab - pac/it:u1!/ (Abtann.) 
NoIe: Treatment choice will depend on a number of factors, including previous therapy. patient symptrms. 
performance status. and other patient specffic consldera1ions~ 

Hormone reeepfDr negative OR visr;:er.J1 dlseue should receive cbemothernpy as Hsted above.. 

High-Rls" Node Negativu ormlctoscoplca//y /nwo/ved nodes:: 
For pailents with hlgh-risk. node-negative disease or microscopically ",volved nodes [pN1ml or pNO p+)J 
consideration can be given to the use of regimens for nod&positive disease. In general, the benefit is proportional 
to the risk so one must factor In the associated tnxidties and durations of tbernpy. 	

Her.2/neu ov~on (3+ JmmulfO~se stalning andfor2+,J+ by RSH) Pilflents 
.. For patients with Her~21neu protein overeJtp:(eSSion (3+ Immunoperoxk:lase stafnfng andl or FISH+) trasluzumab 

combinations am considered optimal first..lJne therapy (not for use with anthracydines). Alternatively, trastU21lmab 
alone can be given to patients who are unwilling arnot suitable candidates for chemotherapy. : 

- Tras1uzumab-Pacfilaxel 
TrasttmJrnab - Palictaxel- Carooplatfn 
Trastuzumab-Dtx:etmtel 
Trastuzumab - Doc:eIaxel- Carl>op'

- Trastuzumab- VInorelblne 
Trastuzumab - ~pecJtabine 

Note: Patients with meiastatk: breast cancer shooJd have their HER-21neu status assessed If it was not done at 
the time of the primary dfagnosis. The current FDA recommendatkln is to treat patients with a 2+- 01" 3+. See 
"'Emerging Issues" reganllng 2+ HER-2 overexpresslon_ 
Oinical trlaIs· Please referto the folfowing website fm available clinical trials: http://cancertria!s.nctnih.govi 
Best supportive care only and referral to hospice if patient has poor performance status. 

-) [AdF~~ent] Subsequent RecurrentlRefractory Treatment 

~ 
MetastaticrecurT1!nce:
Nate; Patients with metastatic breast cancer should have their HER~21neu status assessed if it was oct done at the time of
primary diagnosis. The current FDA recommendation is to treat patients who are 2+ or3+ with trastuzumab. See "'Emerging 
Issues" regarding 2+ HER·2Jneu ovem~ion.

HannaM receptor oosHfv!: and boneJsoft tiSSUII disease only: 
.. For patients who have had prior anti-estmgen within the past year, strong consideration should be given to addiUonal2"" 

line hormonal1herapy. 
.. For patients who have had no ptioranti--estrogen orwho are more than 1 year off of an anti-estmgen: 

- If pre-menopausal: Tamoxifen. an LHRH Agonist. an oopherectomy or combination of some of these 
-:: If past-menopausal: tamoden, loremifene, or an AI (depending on previous treatmen1) 

.. CUnlcal trials ~ Please referto the following website for avaJJab~ din£cal trials: http://cancertriats.nci.nih.gov/ 

HOrmone receptor POSitive with symptomatic visceral c:il!mue: 
Patients with extBnsiw! visceral or immediale Ufe thmatening disease might be optimally tmated with initial d'lemothernpy 
and then considered for maintenance treatment with honnone therapy. Treatment choices indude one of the foDowing: 
Combination Therapy 
- Anlhmcycflne-based 1hernpy (AC, FAC, CAF, FEC, CEF, EC) 
- Doxorubicin - taxane (doxorubic:in - pactltaxel or doxorubicin - doce1axel)
- CapeciQbino - tJune (docetvnl orpaclitaxe/)
- CMF 

SIngle Agent Therapy 
- Single-agent taxane therapy - Gemcitablne - Vinoretbtne 
- Single-agent anthracydioe therapy - Infuslonal 5FU - nab - pac£ttaxeI (Abr.txane)
- Capecitabine - Iiposomal doxorubidn 

.. Clinical trlas ~ Please refer1D the following website fur available clinical trials: http1Icancertrlafs.nci.nlh.gov/ 

Hormone recoetor negative, p"'" and postmenopausal eaUants:: 
• For patients who progress on chemotherapy, the treatmentwUl depend on a numberoffadors, indudJng previous therapy, 

patient symptoms, PS. and otherpaUent speciftc considerations. Treatment can include combination orslogle-agent 
chemotherapy. 

eombfnafion TOOmov 
- AnthraCjcllne-based thernpy (AC, FAC, CAF, FEC, CEF, EC) 
- Doxorubicin - taxane (domrubfdn - pacfitaxet ordoxarubldn - docetaxel) 
- c..".,cJtabine-taxane(do_orpacJitaxeQ 
- CMF 

Snail! Agent Therapy 
- Single-agent taxane therapy - Gemcitabine - VlflOrelbine 
- Single-agent anthracydlne therapy - Infusional5FU -nab_pacI"_(Abra""ne} 
-Capecitablne - Ilposomal dmtorubldn 

.. Clinical trials ~ Please referto the fuRewing website for availabfe cfInical trials: http://cancertrials.m:i.nih.govl 

Har~2Ineu DV1!f!m!'!!.!:!!kt" 13+ hnmun0D!!OxJdase staining and/or 2+ 3+ by F1SHl Patients 
.. FOI" patients with Her-21nau protein overexpression (3+ immunoperoxldase staining andfor ASH+) who have progressed 

foRewing first...Jlne transuzumab - chemotherapy, it is controversial whethertrastuzumab plus another chemotherapy agent 
should be used as opposed to using chemotherapy alone. Trastuzumab alone is FDA approved as second line after 
progression on chemotherapy (without trastuzumab). However, in todays dirncal practice, most patients Il!C8ive 
trastuzumabfnltlally: 

- Trastu:lumabaJone 
- Trastuzumab-Pacf_el 
- Trastuzumab - Pafictaxel- Carboplatin 
- Trastuzumab - Docetaxel 
- Trastuzumab - Oocetaxel- Carboplatin 
- TRstuZUmab- ymott!lbine 
- Trasfuzumab-CapecJtabine 

.. Clinical trials ~ Pfease refer-to the follOWing webshe foravallabfe clinical trials: http://cancertrials.nd.nih.gov/ 

Monitoring/Follow-Up 

~
tfISttxy and physk::al exam ~iJored to dlsease progression and
therapy chosen. Routine use of X-rays, scans and serum markers in
patients withOut symp1Dms is nat recommended. 
Patients receiving tamoxifen should have a yearly gynecologic exam
flf no priorhysleredOOly) and should be camfully questioned
reganfmg vagloal discharge or bleeding
Patients receiving an aromatase inhibitor should have periOOIC
monitoring of bone mineral density. AntJ-resorptive therapy 
(preferable a non-5ERM) should be considered If bone mineral 
density is depressed and _1/ patients should taka ~/clum and
vifamlnD 
The use ofserum markers fur following response in patients with 
n!CUm!nt disease should be mstrk:ted to pa6ents In whom other 
obJective measures are equivocaJ.
PiltJents receJvfng bevacl:wmab-pacllhaelshouldbe routinely
moniUKed for hyperlension. ptfJtelnurfa. and bleed"mg.
Cardlovascul¥events should be Ci/lmfully monitored for but the 
benefits ofthe regimen doorly outweigh the rlsIcs. 
Patients reeeivfng trastuwmab should have c:an:r1X monitoring 
at 3,. 6~ and 12 months afterbeginning trasfuzumm ther.JPY. 
Trastuzumab therapy shouldbe withheld IOrthe fOllowing: 

~ Ifejectfon liacflon drops more than fa" be_the
InstItutkmalnonnal 

)- If the EF drops mOIl! thlJlf 15% over.a/l 
CBnical CHF with a docqmented drop in EF 
IfEF normalizes within., weelc:s may ronslder resuming
trastuzumabthflrap¥ 

~
Clinicaltriais·Pleasereferto 	
the following website for 	
availabfedinicaltrlals: 
http://cancertrfals.nci.nih.gov/ 	

General Considerations mgardbtg therapy choicer.. 
• Many chemo1herapy combinatlons have been tested and have shown improved response rates. However, these combinations are 

generally more toxic than single agent therapy and most have shown no Improvement in survival. CQmbination therapy over sfngle
agents should be considered in patfents with good PS and in those with aggressive DtseaSe. 
.fthe patJent has received prioranthraC)'CJine therapy, furtheraothracycffne therapy may be considered if caroiac status is stabfe. 
AddiOOnaJ options to consider indude the USB of a less toxic anthracyctine (eg, epirubicin). llposomal doxorubldn, or a carole
protec1ant (del<l1UDxaoe). 

• PaUen1s with bone d'lSease (especially those with lytic dlanges on x...J'iIy) should be considered for blsphosphonate therapy In 
addition to cherne- orhonnonaJ therapy. EBRl should be reserved for painful metastases not corrtrolJed by bisphosphonatas Offer 
lesions In which pathologic fractures are imminent or have already occurred. to general, btsphosphonate therapy should continue 
regardless of changes in a patient's chemotherapy regimen. 

.. Spedal consideralions • see last page or guideline for treatment of patients with scfrtary metastases, spinal cord compression and 
other specialty situations. 

General Considerations regarding than1py cholauc 
.. Many chemotherapy combinations have been tested and have shown Improved response rates compared with single agents. 

However, these combinations are generally more tmdc than single agent thempy and most have shown no Imprnvement In 
survival. Combination theJapy over singfe agents should be considered in patients with good PS and In those with aggressive 
disease IUIdviscer.J1 thrnat. 
If the patient has received prior anthraqdine therapy, further aothracycfine therapy may be considered ifcaroiac ejection hction Is 
~I. ,A.,dOrtJonal options to consider iodude the use of B less toxic amhracycfme (eg, epirubidn). f!pOSOOl81 oxorublcln. or a 
cardToprotec1anl(dlOOilZDXBT1e). 
Patients with bone disease (especially those with tytic changes on x-ray) shoufd be considered for blsphosphonate therapy In 

addition to cherno- or honnonal therapy. ESRT should be reserved fa" painful metastases or for Jesions In which pathologic: hactures are 
inmlnent or ha"" already oa:urre<1. In general, bisphosphllflB!e thernpy should continue regardless ofchanges it a pailent's 
chemotherapy regimen• 

• 	Special consfdemlions ~ see last page of guideline for treatment of patients with sofrtary metas1ases. spinal cold compression and 
other specialty sl1uatlcns. . 
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---I r-- Endocrine Regimens 

:::E INHIBITORS 

~:=~'u,~~~~~uefor5years.
~~:~=3~~~ untit disease progresskln 

Cancer2003; 98:1802-1810. 

le1roZOle 

la_e25 mg PO daily unbl disease progresslon 

JCO 2003; 21:2101-2109. 

The Oncologist 2004; 9:497-506. 

ExR!I1estaoe CAmmasjl) 

Exameslane 25 mg PO daiy 
N Engl J Med, 2fJ(U; 350:1081-1092. (odjuvattl) 

J COn Oncol, 2DOO; 18:139!1-1411. (met1Jst>tlc) 


LHRH AGAONISTS 

Gosen!Hn 


Goserelln acetate 3.6 mg sa day 1 
Repeat every 28 days :It 2 years 
Euro J Cancer. 2003; 39: 1711·1717 (adjuvant therapy) 

Of" 

GosereHn acetate 10.B mg sa day 1 
Repeat every 3 months 

JCO 1993;11:1529. (metastatic) 


GosereJin+Tarnoxffim 
Goserefm 3.6 mg subCutaneously every 2B days for 3 years 
Tamaxlfen 20 mg PO dally for 5 years 

JCO 2002; 20:4621-4627. 


leuoroUde lmonthty) 
LeuproJide 7.5 mg 1M day 1 
Repeal every 2B days 

Leuprofide (03 mol 
lauprorrde 22.5 mg 1M day 1 

Repest every 3 monthS 

• leuprorlde not FDA approved for bmast cancer 

OTHER 
FaslodeJC 

Faslod"" 250mg 1M 028 days 

J CUn On=~ 2DfU; 22.:1605-1613. 


Megestrolaartate 
Megeslrol acetate 40 mg PO 010 

Semin Oncol1986; 13: 9 -14 


Tamoxifen 
Tamo>dfen 20 mg PO 00 

Begin 2-5 weeks post..,.,.rn1iveIy 

For adjuvant therapy. continue for 5 years. For Stage IV 
(frsease. Continue until disease progression 
J CUn Onco~ 2OU3; 21:2276-2281. 

~ 
Toremifene 60 mg PO dally 

JCO 1995;13:2556-2566. 


II. Chemotherapy Regimens 

Note: Mitoxantrone maybe 5ubstituled fordOll:orublcln in patients who am elderly, or have cartflOV3Scularorsease. Of have received prioranthrncycline therapy. A= Adjuvant M == Memstatic Neo -neoadjuvant 

Neoadjuvant Regimens 

~:"":;;/:';;:::;~O""'hourda 1 

~~~~fne ~'::m~n: PO,!IV da:S 1-14 

~O2:~215"l'" 

, 


Do=rublcln-Pad_ 
Doxorubicin 60 mglnf IVbolus over5 - 15 minutes day f 
PltCJJtaxrl200 mg/Ir;t IVovw=r 3 hours thy 1 
Repeat_""'Y 21 days" 4 cycles 
JeO 2004; 22:49511-4965. 

Adjuvant Regimens 
~ 

DoxorubIcin 6Omglm' !VB day 1 

Cyclophosphamide 600mghn' IVB day 1 

Repeat every 21 days x 4 cycles 
JCO 1990; 8:1463 -1496. 

~ 
Cyclophosphamide SOOmgl m' IV dey 1 

Doxorubicin SOmgl m' IV day 1 

5FU 500 mgl m2 IV day 1 
Repeat every 21 days x 6 cycles 

Breast Can Res & Tmat. 1983;3:2ll9 -220. (m_) 

Pror:; Am Soc elln Oncol. 1995;17:1a. Abstract 2 

FACfA M Neal 
SFU 500mglm' !VB days 1 & 8 
Ooxorublcin 50mgJrn' IVB day 1 
Cyclophosphamide: 500mglm' !VB day 1 
Repeat every 21 -2B days x 6 cycles 
Ann Int Mod 1979; 91:847 

~ 
Cyclophosphamide 75 mglm' PO days 1 - 14 
Eplrublcin 60 mgh"r? lV days 1 and 8 
SFU 500 mglm' IV days 1 and 8 

Repeat cycle evef}'28 days x 6 cycles 

JeO 1998; 16: 2651-2658 


fEC-100 IA M Nee' 
SFU 500 mglm' IV day 1 
Eplrubidn 100 mghn% IV day 1 
Cyclophosphamide 500 mgim' IV day 1 
Repeat cyde: every 21 days x 6 C)'Cles 
JeO 2001; 19: 602-611. (odju .... ttI) 
JCO 20lU; ~t11lJ..3019 

FEc..100 __ Docetaxel fAI 
FEe-loo doses as abovn 
Repeat 
""""wre/

FEe-100 -""'Y 21 days" 3 cycles101_by
100 mgfm' IVday 1 

Repeat_""'Y 21 days" 3 cycles 
SASe Sy""os-Ium 2fKU~ Abs1r.tcf 27. 

~ 
Eplrublcln 100mglm' IV day 1 

Cyclophosphamide 830mghn' IV day 1 

Repeat cycle evef)' 21 days 

JCO 2001; 19: 3103 - 3110 (adjuvant) 


CMFflVCTXl fA M Neal 
Cyclophosphamide 600 mglm' IV dey 1 
Methotrexate 40 mg/m2 IV day 1 
5FU 600 mglm' IV day 1 

Repeat cycle 021 days 

Am J Mod. 1987; 63:455 


CMF IIV-CIJ(' 01 8HA M Neal 
Cyclophosphamide 600mglm' IV days 1 & 8 
Melhotrwtate 4Omglm1 JVB on days 1 & 8 
5FU 600mg1m' IVB days 1 and 8 
Repeat cycle 0 28 days x 6 cycles 
BrJ Otncer,1999: 81 (2}:316-322 (metasta11c"f) 

CMFfOral-GTX)(A M Neal 
Cyclophosphamide 100 mgim' PO days 1 -14 
Melholrnxate 40 mghn' IV days 1, 8 

SFU 600 mglm' IV days 1, 8 

Repeat cycle 028 days x 6 cycles 

JCO 1990; 8(9):1483 

Adjuvant Regimens (con'!) 

AC=tPacl_.el!A Neal 

=~:h=~~:~~ day 1 

Repeat avery 21 days x 4 cycles ferrowed by
Pacitaxel175 mglm'Z lV day 1 

Repeat every 21 days x 4 cycles 

JCO 2003; 21:976-983. 

AC 4 Doa!taxel fA Nee' 
Doxorubicin 60mgmr IV day 1 
Cyclophosphamide SOOmg/m2 IV day 1 
Repeat evef}' 21 days x 4 cycles 
rhen 
Docetaxel100mglm·W day 1 
Repeal every 21 days x 4 cydes 
JeO 2003;21:4165 

1M; 
Taxotern 75 mg/m2 IV day 1 
OOX","blcin 50 mglm' IV day 1 

Cyclophosphamkla 500 mglm' IV day 1 

Repeat every 21 days x 6 cydes 
Proc Am Soc Oin Oncol. 2002; 36a. Abstrad 141. 
SABCS 2003; _c143 

Dose-Dense AC - Pacfita"et 
OOlUJrubicin 6Omg1m' IV day 1 
Cyclophosphamide 600mglm' IV day 1 
Repeat evef}' 14 days x 4 cycles fenowed by 
Pacfitaxel175 mglml IV day 1 administered every 14 days x 4 cycles 
G-CSF 300 Of 480 meg days 3 - 10 of each cyde 
JCO 2003; 21:1431 -1439. 

Eplrobldn _ Tamoxifen ladJuvant for elderly) 
Ep/rublcln 30 mg IV days 1,8, 15 
Tamoxifen 30 mg PO dally for 3 years 

Repeett epirubicfn every 28 days for 6 cycles 

JCO 2004; 22:4674-4682. 

AC_Pat:IitaxeI+Tns1u%umab 
Do:roroblcln 6Omgtm' IVday 1 

Cyclophosphamide 600mgtm'1V day 1 

Repeat every 21 days:x .. cycles followed by 
Pac/lta%el 80 mgtm' IVweekly " 12 weeks Is preforred (or 175 mgtm' IVday 1 
eve.y 21 days x" cycles) 
Tra.stuzumab.fmglkg loading dose fortht! ,. week followed by 2 mglJrg 
weekly for 51 weeks (to,. trastuzutmJb -1 ycarJ. Trastuzumab should be 
given eoncummtly with Padltanl 
La1e-brealdngsesskmASCO 2005presented on May 16rh. 2D05 {results of 
NSABP-31/NCCTG N-9831} 

capecitabine Dose calculation According to Body Surface Area 

Dose !evel2500 mg1m2/day Number of tablets to be 
taken at each dose 

(morning and evening) 

SuriaCOAnla 
fm1I 
~ I 
~ 

ll!l.!!lg I §!!!!.mg 

s124 

125-1.36 3300 

1.37-1.51 3600 

1.52-1.64 

1.65-1.76 4300 

1,77-1.91 4600 

1.92-2.04 5000 

2.05-217 5300 

~2.18 5600 

• Total Dally Dose dIvided by 2 10 allow aqual morning and evenIng dose 

Metastatic Combination Regimens 

aox::=b;"~~IV"""r15mlnu... ondaY1fo1lowedbY 


~=x~~~:: over1hour on day 1 


JCO 2003; 21:968-975. 

Ooxarubldn Padltaxel 
Doxorubicin 50 mgJm' IV day 1 

Pacllt""el15O mghn' IV day 1 

Repeat cycle avery 21 days 

Nate: CSF support administered 
JCO 2003; 21;Sfl8.5!l2. 

Oocetaxel- Caoedtabine 
Docetaxel75 mg/m2 IV over 1 hour day 1 
Capedtablne 1.250 mgfml PO 810 days 1 - 14 
Repeat every 21 days 

J CUn Onco~ 2002; 20:2812-2823. (1"' and r' lin. metast>tlc) 


Paelitaxel- Caeecitablne 
Pae/1taxe1175 mghn" IV over3 hours rhy 1 
Capedtablne 825 mgtm' PO BID days 1- 14 
Repeat evety 21 days 

JeD 2fKU; 22:2321 - 2327. 


TrnstunJmab Pacfrtaxe! 
Trastunnnab Loading dose: 4 mg/kg IV over gO minutes x 1 
Maintenance dose: 2 mglkg IV weekly over 30 minutes [If initial loading dose well 
loleraled) 
Pacfitaxel175 mgfml tv over 3 hours 

Repeat 021 days x 6 cycles 

ASea Proceedings 1998; 17: abstrnd 3:rT 


TrashJzumab - Paditaxel- CarbOPlatin 
Carboplatln AUC 6 IV on day 1 
Paclitaxel175 mgmr IV over 3 hours 

Trastunlmab 4mglkg loading dose followed by a weekly dose of 2 mglkg 

Repeat every 21 days x 6 cycles 

SABCS 2002; abstract 35. 

Trastuzumab - Oocetaxel 

Docetaxel100 mg{m;/ IV day 1 

Trastuzumab 4mglkg loading dose followed by a weekly dose of 2 mglkg 

Repeat every 21 days x 6 cyc$es (Heroeptin contInued unb1 disease progression) 

SABCS 2003; abstract 217. 

JCO 2004; 22.:1U11-1UT7 (doeefa%fl/ may also be administered lIS 35 mgtm' weeldy 
x 6 weeks; cycles rnpeated avety B weeks) 

Tnrstuzumab-Doeat;;ual-Catboplatin 
CarboprOtfn AUC 6 IV dJy , 

Docetaxei75mgtm' IVday 1 

Trastuzumab .fmglJrg Ioaamg dose followed by weekly 2 mglkg 
RepeMteve.y 21 d:;ry$x 6eycles (continue frastuzumab for1 year or untH dlsease 
prog18SSlon 
JNCI2004;96;75~769. 

Trastuzumab VlnoreJbine 

Ttastuzumab 4mg1kg loading dose followed by weeJdy 2 mglJcg 

VTnorelblne 25 mglnf IV weekly ovur 10 min following hstuzumab 

RepeBl weekly until progression 

JCD 2003; 21:288!J.2895.. 


Tr.JStuzumab-Capecifabine 
rntstuzumab 4roglkg /oad1ng dose followed by weekly 2 mglkg 

Ot"..citablne '250 mgmr PO BID days 1-14 (rna" 016 cycles) 

RepeBleVf!fY 2f days (trastuzumablMy be con"tuntB alSeaseprog.) 

SABCS 2004;'-3/U9. 


Trnstuzumak- GemdtabIne 

Tmsttnumab 4mglkg kMd1ng dose followed by weekly 2 mglJtg 

G_blne1,200 mgfm' IVdays 1 and 8 
Repaid gemcitablne every 21 days 

CUn Breast Cancer. 2OfU; 5:142-147. 


Gomeit!blne-~reJ 
Gemeitabine 1,200 -1,250 mgtm' IVon days 1 and 8 
PltClJtrxeI17S mgmr IV on day 1 
Repe'" """'Y 21 days for. cycles 

Oncology 2004; 66:'18 - 23. (G • 1,200 mplm') 

Pro. Am Soc Clin Oncol. 2004; 22: Abstrac1 510 (G· 1.250 mgIm'J 


Bevacizvmab - Paditaxet 
Bevacizumab 10mgmr on days 1 and 15 

P_eI 90 mgtm' on days 1, S. 15 

Repeat e""'Y 28 days 

lkte-brealdng ASCO 2005 abstract pmsettted on May 1t?'. 2005 

Carl1op!atin- PadHv:el fwoeldY/ 

c.rl>oplotfnAUC21V day 1 

Pot:JIt;vceI100 mgtm' IVday 1 

Repeat cycIes_1y 

JeO 2D02; 20:385T-38fi4 . 

~::gent Metastatic Regimens 

~=x::;;:~ghn'IVdaY1 
J COn Oneal. 1998; 16:3362-3368.. 

Oocetaxel !Weekly) 
Oocetaxel35 - 40 mgfrn2 rv day , weekly x 6 ......eeks 

Repeat every B weeks 

JCO 2000;18;1212-19 (40 mgIm'J 

JCO 2001 ;19:3500-3505 (36 mglm') 


, 

Doxorubicin 

Ooxo.-ublcin 60 mglm' IV day 1 
Repeat cycle 021 - 2.6 days 
Orugs.1992;44(SuppI4~17. 
Am JCO. 1989;12:57 - 62. 
JCO 2003; 21:5Ils.592 

Ooxo.-ubicinfweekM 
Doxorubicin 20 mglm' IV weeldy 
Eur J Cancer. 1994;30A:1775. 

lifY 
5FU 300 mglml/day CIV 

Continue until progression OT unacceptable tOXicity. 

JCO. 1995;13: 4'9-423. 

Eplrubicin 
Epirubicin 70 mglm' IV days 1 and 8 
Repeat every 28 days 
cancer Chemother Pharmacol2000;46:459-466 
OR 

Eplrubicin 90 mglm'lV day 1 

Repeat avery 21 days 

Sr J Cancsr199B;n:2257-2263. 

~ 
Trastuzumab Loading dose 4 mglkg IV over 90 minutes x. 1; 

Maintenance dose 2 m~g tv weekly over 30 minutes 

(if initlalloadlng dose weJl1olerated) 

ASCO Proceedings 1998;17:abstract 376. 

~ 
Capecltab!ne 2510 mglm'PO 00 (divided dose given twi'" dany) days 1-14 
Repeal 021 days 
JCO 1999; 17: 485-493. 

Cap«!tabinefelderlyJ 
Capedtablne 1,000 mgmr PO daily (divided dose given BID) days 1-14 
Repeat cycle e.....y21 days 
JCO 2005 (early release) 

Emllml! 
Pacfttaxel115 mgftr( IV day 1 over 3 hours or over24 hours 
Repeat avery 21 days 

JCO 1995; 13:2575 

JCO 2003; 21;Sfl8.592 


PaclltaxellWookM 
pacfitaxel60 - 90 mgfrJf IV day 1 
Repeatweeldy 

JCO 1998:16:3353-3361 (",fernnco uses 100 mgmr ~ 


Vinorelblne 
Vinorelbine 30 mgl rr? IV day 1 
Repeat every 7 days 

JCO 1995;13:2567. 


~ 
Gemcitablne 1200 mglm' days 1.8.15 

Repeat Q28 days 

Breast cancer Res Treat 2001;66: 83- EfT 

Oncology 2002;62:2-S 


Uposomal doxorubicin 
Uposomal doxorublcln 50 mglm;/ IV day 1 
Repeat evef)' 21 - 28 days 
J CUn Once12004; 22:3893 - 3901. 

I Jposomal Ara-C fintrntbpo 
50 mg IT Q2 weeks x 1 month. 

Intrathecal Methotrexate 
12mg IT 1-2 times perweek inttially followed by 

therapy every 1-2 weeks after symptan Improvement 


nab- paclltand fAbmranel 

nab - paclit2xeI260 mglm' IV 0""-30 mlnutus day 1 

Reptlat e""'Y 3 weells 

SABCS 2003; abstnH=f '" 

nab - pael1ta:rel fAbt'aDne - weeldyl 
nab - paelitare1125 mgfnr IV over 30 minutes cUy 1 weeJdy x 3 
Repeat every .. weeks 
A5CO 2fJ(U (O'Shaughnessy J o1al) 

TT'Mv1.D2DOSRNAlupds1eciont/11IOS- up/oztdedon711812005 These guldennes are gOY\!lmed by the Tmatment Gukfelines Terms of Usa found atwyrvrr.noalnr:;.com<hrtn~l1www.JlS!t!iac co.mi> and may not be ",~uced In any form without the prior, 8Xprus written pennlsslon of NOA.. =2005 National Oncology AJtlance,.lnc. All RIghts Reserved 



Radiation 	 1 I 	 --I 
StageO-OOS 

4500-5040 cGy is defJVered 10 Ihe 
entire breast In dally fractions of 1B(}. 
200 cGy. Radiation is delivered 
thrnugh tangential opposed fields. 

A boost of1000-1500 to the primary 
site- may be considered 

~ 
A dose of4500-5040 cGy to the entire breast 
derrvered at 1B(}'200 cGy/day 5 dayslweek. A 
000st of 1000-2000 cGy is usually deOvered 10 
lhe tumor bed. 

PaIHative Regimens - Examples of possible 
radiation regimens fotlow -there am other 
acceptable regimens 

Splnal Cord Compression 
Acceptable regimens Include the following: 

& 	 400 cGy x 3, then 200 cGy x 12 
JOO cGy .10 10 1ola13ooo cGy 
2SO cGy x 1510 total 3750 cGy 

-	 200 cGp 20 10 total 4000 cGy 

~ 
Acceptable regimens include the following: 

800-1000 cGy In 1 fractfon 
400cGy.5 
300cGyx 10 

• 	 250cGy.15-16 

~ 
A dose of4500-5040 cGy to the entirn breast ± 
nodes delivered at 1B(}.200 cGy/day 5 days/week. 
A boost of1000-2000 cGy is usuaRy delivered to 
the lumorbed. 

PalUative Regimf!!lS - Examples of possible 
radiation regimens tonow -there are other 
acceptable regimens 

SpinaJ Cord CompresseD 

Acceptable regimens include the 

following: 


400 cGy x 3. then 200 cGy :It 12 
JOO cGy. 10 to total 3000 cGy 
250 cGy. 1510 total 3750 cGy 
200 cGy x 20 to total 4000 cGy 

Bone Metastases 

Acceptable regimens Include the 

foQowing: 


aoo·1000cGyln 1 fraction 
400 cGyx5 
300cGy.10 
250cGy.'5-15 

~ 
A dose of 4500-5040 cGy to the entlra breast 
and nodal regions dertvered at 18()"200 cGy/day 
5 days/week. A boost of 1000·2000 cGy Is 
usually deliv1!red to the IUmor bed. 

PaJrJative R~ens - ExampJes of possible 
raOation regimens foItow ~ there are other 
acceptablereginens 

Spinat Cord Compression 
Acceptable regimens include the foRewing: 

.. 4OOcGyx3. then200cGyx12 
- 300 cGy x 10 to lotal3000 cGy 
.. 250 cGy x ,S 10 tetal 3750 cGy 
.. 200 cGy x 20 to total 4000 cGy 

Bone Metatases 
Acceptable regimens Include the ronowlng: 

.. 800-1000 cGyln 1 fraction 
-400cGy.5 
• 300cGyx 10 
.. 250cGyx 15-16 

Stlge filS 
A dose of4500-5040 cGy to the entire breast and 
oodal regions deflVered at 1B(}'200 cGylday 5 
dayslweek.. A boost of11JOO..2000 cGy is usually 
derwered to the rumor bed.. 

. Palliative Reoimens - Examples of possible 
raOmoonregimensfollow-thereamother 
acceptablerngimens 

SpInalCon::lComJX1!SSion 
Acceptable regimens lndude the following: 

• 400 cGy. 3, then 200 cGy .12 
.. 300 cGyx 10 to totaJ 3000 cGy 
• 250 cGp 1510 lotaI3750 cOy 
• 200 cGy x 20 to total 4000 cGy 

80neMBtatases 
Acceptable regimens Indude the foRewing: 

- 800-1000 cGy In 1 fractfon 
- 4OOcGy.5 
- 300 cGy. 10 
- 25OcGy.15-16 

~ 
A dose of45(J().5040 cGy to the entire breast 
and nodal regions delivered at 180-200 cGyfday 
5 dayslweek. A boost of 100(}.2OOO cOy is 
usually delivered to the tumor bed. 

Palliative Regimens - Examples afpossfble 
radiation reginens follow - them are other
acceptabferegimens 

5pinal Com Compression 
Acceptable reglmens include the following: 

• 400 cGyx 3, then 200 cGy:lt 12 
.. 300 cGyx 10 to lo1al30oo cGy 
.. 2SO cGy x 15 to lo1al3750 cGy 
.. 200 cGy x 20 to tolal 4000 cGy 

Bone Met:rtases 

Acceptable regimens include the following: 


• S00-1000cGyln 1 fraction 
- 400cGy.5 
-300cGyx10 
- 250 <Gyx 15-16 

Patient Education 
LdS 
:-Perform monthly bmast exam 

Recommend scmening and counseling of relatives 
If a positive family history ls-Idemified (males. if 
carriers also need counseUng) 
Tamoxifen Information 
l.ifestytemoOtfications 

- weightioss 
- decrease alcohol consumption 
- Iowfaldiet 
- incmaseexercise 

Educate women about symptoms of mcurrence 

OCIS 
Perfonn monthly breast exam 
Recommend screening and counsefing of female 
relatives if a positive family history is Identified 
Tamoxifenlnformation 
Lifestyte modificatbns 

- weightklss 
- deCrease alcohol consumption 
- low fat dIal 
- Increase exercise 

Educate women about symptoms of recurrence 

~ 
Recommend joining a self help orsupport group 
(fur Stlge 1- IV patienls) 
Perform monthly breast exam 
Recommend screening and counseling cffemale 
relaUws if a positive fumlly history is lden1lfied 
Educate women about symptoms: of recurrence 
Inform care provider about use of anemative 
ffiet:ftclnes such as herbs (some can lead 10 
Interactions with ether drugs) 
LifestyfemodlficatiJns 

).welghtlo$s 
>decrease alcohol eonsumpUon 
>Iowfatdlet 
>lncreaseexercise 

PiItJents on statin therapy for lipid management 
should also be mitde aware that It may also be 
assocJ;;rtedwith it c:fecnr.;tsu In therlsks of 
breast and colon C4neers. 

~~~----

Drug Complications 
i 

§E1t 

Most Common: Myelosuppression: granulocytopenia nadir: 7-14 days; 

thrombocytopenia nadir: 7-14 days 

Gastrointestinal: nausea and vomiting. stomatitis, dialThaa, proctitis, 

"""phagilfs 

Less Common: Alopecia; hyperpigmentalion ofnan bed. fuce and 

hands; partial loss of nails; maculopapular rash 

Rarely: Acute cerebellar syndrome 


Cvcfoohosohamkie: 
Most Common: Leukopenia. nacliroo:urs @ 7-14da~, recovery after 
10 days, mild anemia, thrombocytopenia. hemcTThagic cystitis: 5-10% of 
patients, alopecia. anorexia, nausea, vomlting 
Less Common: AmenD1l'f1ea. urticaria. transverse ridging of naIls. skin 
hyperplgmenlallon, SIADH. hepalotoxfdty 
Rarely: Anaphyiaxis, cartflotoxJclty. pulmonary toxicity,increased 
Inddence ot transitional cell CA of the bladder. 

~ 
Most Common: Nausea. vomiting. anorexia. mmatilis. dlruThea • 
myelosuppressron with pancytopenia: Rae nadir 6-13 days; 
retk::ulocytes, 2~7 days: wec's nadlr:4-T days (rarely again at 12~21 
days); plalelet nadir: 5-12 days 
leSS Common: Hepatic fibrosis. citmosis (usually high dose MTX); reoal 
tubular necrosis (high doseregiroens); afopecia. dermatlUs-. pigment 
changes. dizziness, malaise. blurted vision 
Rarely: Chills, fever. osteoporosis, conjunctivitis. anaphyfam. 

Tamoxif1>n' 

Most Common: Mild and transient leukopenia and thrombocytopenia can 

occur In 5-10% of patients. Menopause.like symptoms: hot flashes, 

nausea, vomiting occur in < 25% of patients. 

Less Common: vaginal bleeding. vaginal DIScharge, menstrual 

irregularities, prurttls vulvae, skin rashes. dizziness. headache, 

depression, lassHude, reg cramps. sfight periphernl edema 

Rare: Retinitis. pseudotumor cerebrae. deep-vein thrombosis 


~ 
Most Common: Myelosupre:ssion: mild to mod9lClte. nausea, vomiting, 
dlanf1ea.ara~ 
less Cornman; Radiatlan cell recaJI reaction, radiosensltlzaUcn. skin 

hyperplgmentatkm. dermal creases. fever, chills. allergic reaction, 

coojunctMlis. 

Cumulallve Dese Toxicity: Cardiac - CHF cardiomyopathy 


\.!!lml:!;!!!! 
MusculoSkeletal pain. nausea. vomiting, headache, fatigue, dlarmea, 
constfpatJon, hot flashes, peripheral edema. 

~ 
leukopenia, nadir-oeans@7-8days.anemia. thrombocytopenia. fluid 
mlentlon (penphemt edema). hypersensllivfly reacllons fl1ctudlng 
flushing rash, dyspnea. hypertension) •• asthenia. nausea, vomftlng, 
stomatitis, alopecia. transient skin changes. arthralgia and/or myalgia 

Prednisone 
01 upset, peptic ufcora1lon. high ... susceplfb!Trty to Infeclfon, decmased 
glucose Intolerance, electrofyte disturbance. paper- thin skin with striae, 
behavioml abnormalities. acne. 

Dosing for Bisphosphonates 
Pamidronate 90mg IV every 21 - 28 days 

Znledmnlc acid 4mg IV every 21 - 2B days 


I 
Ioremtfene 
Hot flashes, sweating, nausea, vaginal discharge. dizzines, edema, 
cataracts, vomiting. thrombophlebitis. 

MiIoxanlmne 
Most Common: cough Of" SOS, GI bleeding. IeukDpenia. stomach pain. 
stomatitis ormucositis. 
Less Requenl or Ram: armythmfas, CHF. conjunctivilis. jaundice, 
renal; fatlure. seizures. tt1rombocytopenia. allergic re:adion. 
extravasalion, local irritation, or phlebitis. 

Anastrazole 
Rushing, nausea. incmased bone and/or tumor pain. breast pain. 
confusion,1hrombophlebilfs 

Exemestane 'AmmasiJ' 

Hot flashes, nausea, fntfgue.lncmased sweating. increased appelRe • 

androgenic symptoms. peripheral edema 

Meoestro!Agrnrte 
Most Common: breakthrough bleeding and anemormea. abdominal pain 
or aamping. edema. headache. mexxl changes. weight gain. 
Less Frequent or rare: rash, depression. thromboemboflsm. breast pain 
or tenderness. hot flashes, lnscmnla. nausea.. 

~ 
Nausea. vom~g.. dJarrtuJa. s1omaUtis. hand and fOot syndrome. fatigue, 
parasthesias. anoreil~ lymphopenia:. neutropenia, thrombocytopenia, 
hyperbilirubinemia 

Trastuzumab IHI!ffieOtlnl 
Parathesia, fever. chills, headache, CHF (mOIl! Jitely in combination 
therapy), nausea. vomiting, rfmrrhea, rash, peripheral edema 

Epirubidn fElJence) 
Major Dose limiting: leukopenia, neutropenia 
Hematologic: leukopenia, neutropenia. anemia.. febrile neutropenia 
GI Effects: Nause. mucositis. diarrhea. anorexia. abdominal pain 
Othm: AIopecla.hctftashes.leukemla 

Uposomal Ara--C CmtratheeaD fOepoCyl) ~~l
Headache, arachnoiditis 

Vinorelbine 
Major Dose L.Jnftinq: GrnnuJocytopenia. leukopenia 
~ as abovs and anemia (mild) 
GI Effects:: nausea, vomiting, constlpaHon. diarrtlea. rise in tota! 
bflirubln, rise In SGOT 
Nervous System Erreds: perfph8~1 neuropathy, asthenia 
~ injection site rnacUons, pain. phlebitis, alopecia, dyspnea 

Pacfitaxel 

Most Common: hypetsenSltlvby Rxns (less common with p ..... 

medication). neutropenia. IeukopGnla, anemia, perfpheral neuropathies. 

alkaline phosphatase elevatfon, alopecia, myalglalanthralgla. ra_ 
recall 

~ 
Hot Flashes. NauseaNomlllng. Impoten"", lass of libido 

Breast Cancer - AJCC Staging Handbook - 6th Edllion 
PrimaryTumor fT): 
T1: TUI'TlOr2...0cmorJesslngreatestdknension 

T1mk:: MicroinvaSionO.1cmorlessingreatestdimef1sion 
T1a: O.5cmertess 
T1b: MCf8 than 0.5 em but not mere than 1 em In greatest dimension 
T1c:; Mom than 1 em but not morn than 2 em In greatest dimension 

T2.: Tumor more than 2 an butnatmorethanScmingreatestdmenston 
T3: Tumor more than 5 em In greatest dimension 
T4: Tumor of any size with direct extension to chest wall or skin 

T4a: extension to chest waD. not including pedOlClI1s muscfe 
T4b; Edema. ulceration afthe skin of the breast, orsateBJte skin nodules confined to the same breast 

T4c: Both T48 and T4b 

T 4d: Inftammatory carcinoma 


Regional lymph nodes (tI) 
NO: No regfonallymph node metastasis ... only ctumps of cells by Immuno-l1fs1oc11emlslry but not by H&E staining (tIm+) 

pNO (l-t. No regbnel lymph node mots histofoglcafly, negalive IHC 
pNO (1+): No regbnaJ lymph node mets histologicaHy. positive tHe. no IHe cluster:> 02mm 
pNO (mol-t. negaUw moleodarfindlngs 
pNO (mol +): posftlve moteCUlarfiruflllgs 

MeIas1asfs to mcnrable ipsilateral axillary lymph node(s) 
pN1: metastases in 1 - 3 axII1ary lymph nodes andfor In lnternal mammary nodes with microscopic disease detected by SLND but not cinicalty 

pN1a: 1-3axl1fa1ynodes 

pN1b: Mats in lnternal mammary nodes with mlcmsropic disease detected by 5LND but not cfnicaRy apparent 

pN1c: metastases In 1-3 axillaty lymph nodes and In Internal mammary nodes with miaosa;,pic disease detected by SLND but not cflnicaBy 


N2: Metastasis to ipsiJalerallymph nooe(s) fixed or matted or in cfinicalfy appantnt IpsllaterallntBmal mammary nodes in the absence of cfinlcally evident axillary 
lymph node metastases 


pN2.: Metastase$ln 4 - 9 axillary lymph nodes or in cBnlcally apparent fpsliataraJ internal mammary nodes in Ihe absence of cfinicafty evident axillary lymph node metastases 

pN2a: metastases In 4 - 9 nodes wtth at feast one tumor deposit> 2.0 mm 

pN2b: Mets In cllnlcaUy apparent Internal mammary ntXles in the absence of axillary lymph node metastases 

N2a: Metastasis In Ipsilaleral axillary lymph node(s)lbced orma\18d 10 one an_or to otherstructures 

N2b: Metastases only In clInlcafly apparent ipsilateral internal mammary nodes and In the absence of clinically evident axillary lymph node metastases 


N3: 	Metastases in lpsUalerallnfradavicular lymph nodes with orwithout axmary lymph node involvement or in cfmlcafly appamnt IpsnateraJ nodes and In the 
presence of cfmicaly evfdent axfilary lymph node metastases; DC" metastases In lpsllateral supra-davicular lymph nodes with Of without axillary or Imemal 
mammary lymph node Involvement 

pN3; metastases In 10 or more axillary lymph nodes. infractavicular lymph nodes or In cHnically apparent Ipsflaternllntemai mammary lymph nodes in the presence of 1 or more positive 
nodes or In > 3 nodes with cfmicaUy negative micro-St::Opfc metastasis In internal mammary nodes: or in fpsilaternJ supradavicuiar nodes.. 
N3alpNJa: Metastases in 10 or more axillary nodes Of" metastases to the ips11ateraf infiadav1cu1ar lymph nodes 
N3bipN3b: Me_In ipsilateral nlamal mammary lymph nodes end axilarylymph nodes 
N3c1pN3<:: Metastases In 1ps1lat"",1 supm-daYfcu1ar lymph nodes 

OlstmtM-'''(M) 
MO: No DIStant metastasis 
M1: Dfstantmetastasispre$ent 
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Pegfilgrastim (PEG-fill-GRASS-tim) 


Brand Name: Neulasta® (Noo-Iasta) 


Patient Education Quick Reference Guide 

_Uses For Ihis Medication' - - -	 
• 	 Many chemotherapy medications reduce the number of germ fighting white blood cells, which increases the risk 

of infection. Pegfilgrastim helps to prevent this by increasing the number of white blood cells in patients who 
are receiving chemotherapy. 

• 	 This medication may also be given for other conditions as determined by your doctor. 

How ....his Medication Works 
Pegfilgrastim is known as a "colony stimulating factor" or "white blood cell growth factor". This medication is a 

man-made version of a substance that is naturally produced in your body which helps the bone marrow to make 

new white blood cells. Your doctor or healthcare provider may recommend that you have regular blood tests to 

count the number of white blood cells in your body. It is important that you follow your doctor or healthcare 

provider's instructions about these tests. 


Benefits af ....his Medication 
Pegfilgrastim is given to prevent your white blood cell levels from becoming too low during chemotherapy 

treatment. This helps prevent the development of infections and helps to ensure that you will continue to receive 

your chemotherapy medications on time at the appropriate dose. 


Who Should Not '....ake IT'his Medication ' 

You should not take this medication ifyou: . 

• 	 Are allergic to other products made using a bacteria called E coli 
• 	 Are allergic to filgrastim, pegfilgrastim or any of its components 

Rrecautions IT'o Be !Aware C)f Before IT'aking "This Medication 

Allergy related precautions 
The parent drug of pegfilgrastim is called filgrastim. Rarely, filgrastim may cause allergic reactions. These allergic 

reactions can cause rash, hives, shortness of breath, wheezing, a drop in blood pressure, swelling around the mouth 

or eyes, fast pulse, or sweating. Although allergic reactions have not been reported with pegfilgrastim, it is possible 

for them to occur. Your doctor or healthcare provider will watch you carefully during and after the administration 

of pegfilgrastim to make sure that you do not experience any allergic reactions. If you are receiving pegfilgrastim at 

home, you should tell your doctor or healthcare provider about any allergic type symptoms. If an allergic reaction 

occurs it is treatable with medications. 
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Brecautions (continued) 

Blood related vrecautions ... 
• 	 The parent drug of pegfilgrastim is called filgrastim. Filgrastim has been reported to cause severe sickle cell crisis 

in patients who have sickle cell disease. Ifyou have sidde cell disease, make sure that you tell your doctor or 
healthcare provider. 

• 	 Although pegfilgrastim can reduce the risk of infection, it may not prevent all infections. An infection can still 
happen when your white blood cell levels are low. You should watch for symptoms of an infection such as fever 
(temperature of 100.5 OF or higher), chills, sore throat, diarrhea, or redness, swelling, or pain around a cut. If 
you think you might have an infection, let your doctor or healthcare provider know immediately. 

Organ related precautions 
• 	 The parent drug of pegfilgrastim is called filgrastim. Filgrastim has been reported to cause acute respiratory 

distress syndrome (ARDS). This is a life-threatening condition in which swelling and fluid build up in the lungs 
and leads to low oxygen levels in the blood. If you develop difficulty breathing, you should let your doctor or 
healthcare provider know immediately. 

• 	 The parent drug of pegfilgrastim is called filgrastim. Rarely, filgrastim has been reported to cause problems with 
your spleen (splenic rupture). Symptoms can include pain in the upper left portion of the abdomen or in the 
shoulder. Although a rupture of the spleen has not been reported with pegfilgrastim, it is possible for it to occur. 
Report any abdominal pain to your doctor or healthcare provider immediately. 

Patient svecific vrecautions 
1 	 ~:1. 

• 	 It is not known if this medication is safe and effective in children. 

PregJ'lancy and breastfeedingprecautions 
);> 	 When taking this medication, you should use effective birth control to prevent pregnancy. Tell your doctor 

or healthcare provider right away if you or your spouse/partner becomes pregnant since this medication 
may cause fetal harm. 

);> 	 It is not known whether this medication is found or excreted in breast milk. Since many medications are 
excreted in breast milk and because this medication can cause serious harmful reactions in infants, 
breastfeeding should be avoided. 

Administration related precautions ... 
Pegfilgrastim should not be given during the time between 14 days before and 24 hours after chemotherapy, or 
while you are receiving radiation therapy. 

Medication And Food Interactions 
Before using this medication, tell your doctor or healthcare provider of all prescription or over-the-counter products 
you are taking, including dietary supplements or vitamins, herbal medicines and homeopathic remedies. Do not 
start or stop any medication without your doctor or health care provider's approval. Possible interactions can occur 
with pegfilgrastim and the following medications: 

• 	 Lithium 

SiCle Effects 
• 	 All medications can cause side effects. However, not all patients will experience these side effects. In addition, 

other side effects not listed can also occur in some patients. You should call your doctor or healthcare provider if 
you have any questions or concerns while you are on this medication. 

• 	 You should contact your doctor or health care provider if you experience any side effect(s) which do not go 
away, worsen, are serious in nature, or are worrisome to you. 

P egfilgrastim (Neulasta®) Patient Education Quick Reference Guide 
© 2005 National Oncology Alliance, Inc. All Rights Reserved. 
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Side Effects (continued) 

More common side effects 
• 	 Bone and/or muscle pain [Acetaminophen (Tylenol) may be taken for pain relief (follow package directions)] 

• 	 Redness, swelling, or itching at site of injection 

Rare side efficts 
• 	 Allergic reaction which can cause rash, itching, red blotches, swollen face or lips, difficulty breathing (see 

Precautions To Be Aware Of Before Taking This Medication) 

• 	 Enlarged or ruptured spleen (see Precautions To Be Aware Of Before Taking This Medication) 

How T'fo Sf'ake Sf'l"lis Medication 
• 	 This medication is usually given by an injection under the skin (subcutaneous or SC injection) but can also be 

given by injection into a vein (IV). 

• 	 If you or a family member are giving or receiving the pegfilgrastim injection at home, you should review the 
detailed information provided by the drug manufacturer on this subject. Read this information carefully and 
make sure that you understand how to prepare the injection, how to properly use the disposable syringes, and 
how to give the injection. If you have any questions about this information, check with your doctor or 
healthcare provider. 

• 	 When this medication is given as an injection under the skin (subcutaneous), there are four common areas 
where injections may be given: 


>- The outer area of your upper arms 

>- The abdomen, except for the two inch area around your navel 

>- The front ofyour middle thighs 

>- The upper outer areas of your buttocks 


It is best to rotate the areas where the injection is given to avoid soreness. It is best to avoid giving an injection 
in areas that are tender, red, bruised, hard, or that contain scars or stretch marks. 

• 	 In the unlikely event of an overdose of this medication contact your doctor, your local poison control center at 
1-800-222-1222, or emergency services immediately. 

Broper Storage 
• 	 Unopened containers should be stored in the refrigerator. Keep in original package to protect from light. 

• 	 Before being injected, pegfilgrastim may be allowed to reach room temperature for a maximum of 48 hours. 
During this time it should still remain in the original package protected from light. 

• 	 Keep the used syringes and needles in a special container. 

• 	 Keep this medication out bf the reach of children or pets. 

Ask doctor or healthcare how to dis 


ut is to provide you with additional information about pegfilgrastim. It is not a substitute or replaCj::m1ent 
for the expertise and judgment of your healthcare provider. The information is not intended to cover all possible 
uses, directions, precautions, medication interactions, or side effects. In addition, this information should not be 
interpreted to suggest that the use of a particular medication is safe, appropriate, or effective for you. You should 

talk with healthcare rovider before' . medication. 

Pegfdgrastim (Neulasta®) Patient Education Quick Reference Guide 
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Unlver;,;.ity of California 
.San Francisco 

Mary Anne Kor.ia .. f(lmb!e, PharrnD 

T,,I LDflO Chair in 

g(l(iakirnbkm@pklrmac.y.l.ICSi.Hdu 
tlttp:/iph'lJmacV,lJcd.(l(,i1l 

School of PhannGcy 
Offloe of the Detar, 

April 18~ 2006 

Ms, Patricia Harris, Executive Officer 
State Board (If Pharmacy 
1625 Nmth Mark.et Blvd" N219 
Sacramento, CA 95834 

Dear Patty, 

l amwdting regarding tht~ agenda item titled~ "Request to Modify Intern lIours Earned 
fi:)f Pharmacy-Related Experience/' a proposal to amend 16 CCR 1728. The IJCSF 
School of Pharrnacy opposes this proposal and appreciates the opportunity to convey our 
rationale. 

1 anl familiar with the genesis ofthisproposal~ since it is not the first time intern hours 
have been open to debate. In thct~ I strongly supported a change in the regulation, which 
allowed studen.ts to receive credit t()f up to 600 hours of clinical clerkship experiences 
that \vere ~'st..lbstantially related to the practice of pharmacy,~' several decades ago. While 
I strongly encourage and pronlOt(;~ student leadership initiatives and applaud the activism 
of our student groups, I difier with the views of students on this issue. 

Currently~ the Board of Pharm.acy requires a total of 1500 Intern hours, Of these, 600 can 
be ina setting that is '~substantiaHy related to the practice ofpharm.acy'~; the remaining 
900 hours must be in a pharmacy under the supervision of a pharmacist. One of the 
stated reasons fe)f the proposal (to allow up to ] 000 hours of experience that is 
substantially related tn the practice of phammcy) is that it would provide students tho 
opportunity to eam intern hours for ne\:y and innovative ex.pedences that. are not in a 
phannacy. It has also been suggested that students do not pursue experiences in 
contemporary practices outside of licensed pharmacies because these do not qualif)l tbr 
intern hours required f()r licensure. We believe that the current regulation provides ample 
opportunity fbI' students to pursue innovative experiences without jeopardizing their 
ability to complete the Board's roquiren1ent beJbre graduation. We also believe that 
practice experience in a licensed plu:l.nnacy is absolutely essential to fhe development of a 
future pharmacist 

'1'he UCSF School. of Phntmacy curriculum currently includes more than 1000 hours of 
advanced pharlnacy practice experience (clerkship) that would meet the Board~s criteria 
for hours that are "subs.tantially related to the practice of pharmacy." \Ve assume the 
other CaIH{)rnia Schools ofPhan:nacy also rneet or exceed this 1 000 hour threshold. 
Therefore~ the proposed change to 1000 intern hours "substantially related to the practice 
of pharmacy'~ would be entirely covered by the School's advanced pharrnacy practi.ce 
experiences, Consequently, the lllajority of students would sinrply be required to spend 
400 ftnver intern hours in a licensed pharmacy if t-hi.s change is approved., 

http:practi.ce
http:studen.ts
mailto:g(l(iakirnbkm@pklrmac.y.l.ICSi.Hdu


For more than 40 years the UCSF School of Pharmacy has designed and refined the educational 
experience it requires of students in the c,ontext of the Board ofPharnuH;y's requirement of900 hours of 
practice experience in a pharmacy. This relationship has allowed the School to be creative in tht~ types of 
practice experiences that are offered to our students since ~ve .knO\v that an essential f()undation for 
practice is provided through internship experiences in a pharmacy. A substantial change in the number of 
intern hemrs that are required in a licensed pharmacy (both institutional and community) will significantly 
disrupt the balance bet\veen the School's curricular experiences and the core skills alid competencies 
students develop through their work as interns in licensed pharmacies. Our cUlTicuium is predicated on 
this bahmce of experience Hnd \ve believe the proposed change \vGuld not insure that our graduates have 
the core phannacy skills and experiences we believe the public expects, 

The UCSF School of Pharmacy has long embraced innovtltion in the profession and our new curricular 
pathways in Pharmaceutica.l Health Policy & Mdnagement and Pharmaceutical Sciences support our 
conunitment to engaging students in new and expanding areas {)fpractice. Vv'e also have mechanisms 
that anow' individu.aJ studerlts to substitute innovative practice experiences few some of their elective 
advanced pharmacy practice experiences. This process is evaluated by a faculty committee and aH{)vvs Jll1" 
additional practice activities that are individualized, creative and innovative - though not yet mainstream. 

FinaHYl the CWTent requiremc:tlt fbr 900 intern hours in a pharma.cy under the supervision of a pharrnacist: 
can he rnet by one sumrrler~s fun-titne internship coupled with part tim.c intemshipwork during the 
studenfs academic year(s).We believe this allows most students at least one summer to explore outside 
professi.onal activities that are professionally rewarding but do not meet the Schools~ or Board's criteria 
for earning credit towards their academic degree and licensure. 

The students' desire to expand the areas of practice experience and their focus on innovation which are 
at the heart of this proposal is to be commended, At the sarne tilne~we believe that the Board's 
requirement of900 hours (less than one~halfyear) experience in a licensed pharrnacy' remains an essential 
component of the training and licensure of pharmacists who can best serve the public's needs. I also 
encourage th() Board to once again adopt a statement of competencies to be gained from internship 
experiences in licensed pharmacies. Such a statement can he used to guide both students and preceptors in 
creating experiences that develop core competencies and skills the public deserves, 

I am happy to di.scuss this in Innre detail with you and the Board. 

Sincerely~ 

rftlt ~ ~ 
Mary A~Oda-Kimble, PharmD 
I)roiessor and Dean 
'I'J .L,ong Chair in Chain Practice Pharmacy 

http:year(s).We
http:pharma.cy
http:individu.aJ
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Accredltatlon LommlSSlun 

,pjl' Health Care, Inc. 

4700 Falls of the 


Neuse Road, 


Suite 280 


Raleigh, Ne 27609 


(919) 785-1214 

Fax (919) 785-3011 

achc@achc.org 

www.achc.org 

THE 


PROVIDEltS 


CHOICE 


March 13,2006 

Patricia Harris 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market, Suite N 219 

. Sacramento, CA 95834 

Dear Ms. Harris, 

'! I. 

r:,,! ,", 
'i / c"'"'-' ~)'-a, 

I recently received a voice Inessage indicating the need to submit our current 
pharmacy standards to the California State Board of Pharmacy. Enclosed is an 
updated' progranl folder outlining the types of programs and process for cOlTIpanies 
accredited by the Accreditation Commission for Health Care (ACHC) and an 
Interpretive Guide to Standards for Accreditation for pharmacy services. Please note 
that all ACHC on-site surveys are done unannounced. 

Since we recently have been reviewed by the Center for Medicare and 
Medicaid Services (CMS') and granted Deeming Authority for Home Health 
Medicare, I have also enclosed a copy of the Federal Register announcing effective 
dates of this recognition for Medicare and Medicaid. 

We appreciate this opportunity to continue our relationship with the California 
State Board of Pharmacy. If you have any questions, please contact me. 

Sincerely, 

1)-F! ~ - _ Ll,L..t'Je"1 '1 
Tom Cesar, MPM-

President 


ISO 9001 :2000 

http:www.achc.org
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[Federal Register: February 24, 2006 (Volume 71, Number 37)]
[Notices] 
[Page 9564 - 95 65] 

From the Federal Register Online via GPO Access [wais.access;gpo.gov] 
[DOCID:fr24te06-90] 

[[Page 9564]] 

-------------~-------~-------------------------

DEP~Z\RTJVIENT OF HEALTH Ji...ND HUfvlJi..N SE~VICES .' 

Centers for Medicare & r.1edicaid Services 

[Cfv!S - 2 2 2 7 - FNJ 

Medicare and Medicaid Programs.; _Zl..pproval of Deeming 3,,:_uth6rity of 
the 	Accreaitation Commission for Eealthcare (ACHC) for Home Health 
Agencies 

AGENCY: Centers for Medicare and fvledicaid Services, HBS. 

ACTION: Final notice_ 

S~~~Y: This notice ~~OQnces our decision to approve the 
Accreditation Commission for Healthcare (ACHC) for recognition as a 
national accreditation program for home health agencies seeking.to 
participate in the Medicare or Medicaid programs_ 

DATES: Effective Date: This final notice is effective February 24,2006 
through February 241 200.9 .. 

FOR 	 FURTHER INFORMF_TION CONTACT: 
Cindy Melanson, (410) 786-0310. 

SUPPLEMENTARY INFO~~TION: 

I. Background 

3/1/2006 

http:seeking.to
http:wais.access;gpo.gov


policies; (2) financial and human .resources available to accomplish the 
proposed surveys; (3) procedures for training! monitoring! and 
evaluation of its surveyors; (4) ability to investigate and respond 
appropriately to complaints against accredited facilitiesj and (5) 
survey review and decision-making process for accreditation. 

A comparison of ACHC's HHA accreditation standards to our 
current Medicare HHA conditions for participation. 

A documentation review of ACHC's survey processes to: 
[boxvhJ Determine the composition of the survey team, surveyor 

qualifications, and the ability of ACHC to provide continuing surveyor 
training. 

[boxvh] Compare ACHC IS proces'ses to those of State survey agencies! 
including survey frequency, and the ability to investigate and respond 
appropriately to complaints against accredited facilities. 

[bO~ih] Evaluate ACHC' s procedures for monitoring providers or 
suppliers found to be out of compliance with ACHC program requirements. 
The monitoring procedures are used only when the ACHC identifies 
'noncompliance. If noncompliance is ident'ified throU:gh validation . 
reviews, the survey agency monitors corrections as specified at Sec. 
488.7(d) . 

[boxvh] Assess P<.CHC I S ability to report deficiencies to the 
surveyed facilities and respond to the facility's plan of correction in 
a timely manner. 

[bOA"vh] Establish ACHC IS ability to provide us wi th electronic da'ta 
in ASCII-comparable code and reports necessary for effective validation 
and assessment of ACHC IS sux-v-ey process. 

[bo::cvh] Determine the adequacy of staff and other resources. 
[box:vhJ Review ACHC I S ability to provide adequate IUD,ding for 

performing required surveys. 
[bo:.cv'h] Confirm J.1.CHC I s pOlicies with respect to whether surveys are 

announced or unannounced. 
[boxvhJ Obtain ACHC's agreement to provide us with a copy of the 

most current accreditation survey together with any other information, 
related to the survey as we may require, including corrective action 
plans. 

In accordance with section 1865 (b) (3) (.7:;.) of the Act, the September 
23, 2005 proposed notice (70 FR 55862) also solicited public comments 
regarding whether ACHCfs requirements met or exceeded the Medicare 
conditions of participation for HHP<_s. We received no public comments in 
response to our proposed notice.' 

IV. Provisions of the Final Notice 

A. Differences Between the ACHC's Standards and Requirements for 
Accreditation and Medicare's Conditions and Survey Requirements 

We compared the standards contained in ACHCfs accreditation manual 
for 

[ [Page 9565]] 

HP~~s and its survey process in ACHC's Su~~eyor Training Manual with the 
Medicare HH.~ conditions for participation and our State Operations 
Manual. Our review a~d evaluation of ACHCts deeming application, which 
were conducted as described in section III of this final notice yielded 
the following: 

To,meet the full intent of all Medicare standards and 
conditions, ACHC crosswalked the corresponding Medicare standard to 
each of its standards and stated that HHAs undergoing a deemed status 
survey from ACHC would meet the ACHC standard as well as the 

311/2006 




is necessary/ to select regulatory approaches that maximize net 
benefits (including potential economic/ environmental, public health 
and safety effects; distributive impacts; and equity). The RFA requires 
agencies to analyze options for regulatory relief for small businesses. 
For purposes of the RFA, States and individuals are not considered 
small entities. 

Also, section 1102(b) of the Act requires the Secretary to prepare 
a regulatory impact analysis for any notice that may have a significant 
impact on ,the operations of a substantial number of small rural 
hospitals. Such an analysis must conform to the provisions of 'section 
604 of the RFA. For purposes of section 1102(b) of the Act/ we consider 
a small rural hospital as a hospital that is located outside of a 
Metropolitan Statistical Area and has fewer than 100 beds. 

This final notice recognizes ACHC as a national accreditation 
organization for HHF_s that request participation in the Medicare 
program. There are neither significant costs nor savings for the 
program an¢l administrative budget.s of Medicare. Therefore/.,this final 
not'±ce is. not 'a maj or" .rul·e as defined in ·Titl.e. 5, United States Code / 
section 804 (2)· and is not an economically signi ficant rule under 
Executive Order 12866. We have determined, and the Secreta~/ certifies, 
that this final notice will not result in a significant impact· on a 
substantial number of small entities and will not have a significant 
effect on the operations of a substantial number of small rural 
hospitals. Therefore, we are not preparing analyses for either' the RFA 
or section 1102(b) of the Act. 

In an effort to better assure the health, safety, and services of 
bene,ficiaries in HRz\s already certified as well as provide relief to 
State budgets in this time of tight fiscal restraints, we deem HHF_s 
accredited by ACHC as meeting our Medicare requirements. Thus, we 
continue our focus on assuring the health and safety of services by 
providers and suppliers already certified for participation in a cost
effective manner. 

In accorda....n.ce with the provisions of Executive Order 12866, this 
notice was not reviewed by the Office-of Management and Budget. In 
accordance with Executive Order 13132, we have determined that this 
final notice will not significantly affect the rights of States, local 
or tribal governments. 

Authority: Section 1865 of the Social Security Act (42 U.S.C. 
1395bb) 

(Catalog. of Federal Domestic Assistance Program No. 93. 778, Medical 
Assistance Program; No. 93.773 Medicare Hospital Insurance 'Program; 
and No. 93.774/ Medicare--Supplemental Medical Insurance Program) 

Dated: January 30, 2006. 
Mark B. McClellan, 
Administrator/Centers for Medicare & Medicaid Services. 
[FR Doc. 06-1650 Filed 2-23-06; 8:45 am] 

BILLING CODE 4120-01-P 
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• 205 Daingerfield Road 

Alexandria, VA 22314 

Phone 703.549.3740 

FAX 703.683.1484 

www.nhianet.org 

June 2000 

To Whom It May Concern: 

The National Horne Infusion Association (NHIA) represents professionals and 

organizations providing horne and alternate site infusion therapy services. An 


. estimated 85 percent of NHIA members have successfully c;ompleted a process 

of voluntary accreditation for infusion therapy services or are planning to become 
accredited. 

NHIA recognizes the importance of accreditation in setting a high standard of 

care for the infusion provider community. Currently, there are three accrediting 

organizations that have developed standards for infusion therapy and provide 

comprehensive accreditation services. These are: 


• 	 Accreditation Commission for Health Care (ACHC - www.achc.org) 
• 	 Community Health Accreditation Program (CHAP - www.chapinc.org) 
• 	 Joint Commission for Accreditation of Healthcare Organizations (JCAHO 

www.jcaho.org) 


NHIA strongly encourages the recognition of all three accrediting bodies where 
such accreditation is required for ancillary services contracts. 



t:?~~~ 
Lorrie Kline Kaplan V 
Executive Director 

• 	 THE VOICE OF 

THE NATION'S 

HOME INFUSION 

INDUSTRY 

http:www.jcaho.org
http:www.chapinc.org
http:www.achc.org
http:www.nhianet.org
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Community Health Accreditation Program, Inc. 

1300 19th Street NW, Suite 150 Washington, DC 20036 t:202-862-3413 f: 202- 862-3419 web: www.chapinc.org 


March 14,2006 

Patricia Harris 
Executive Officer 
California State Board of Pharmacy ......-, 

'T-~~_ ,'" 

'1...J __0. 1625 N. Market, Suite N219 
Sacramento, CA 95834 

RE: Re-Application for Board Approval under Senate Bill 293, Section 4127.1d 

Dear Ms. Harris: 

The Community Health Accreditation Program, Inc. (CHAP) is re-applying to California State 
Board of Pharmacy for approval to exempt pharmacies from licensure under requirements 
established by Senate Bill 293, Section 4127.1d of the Business and Professional Code. 

Included is CHAP's current response to the evaluation factors identified by the Licensing 
Committee as required in section 4127.1. CHAP supportive documentation is attached as 
Appendix I-ill. Included also is a cross-walk from CCR Section 1751 (revised) Sterile 
Compounding Regulations to CHAP CORE Standards 2004 and CHAP Pharmacy Standards 
2004/1005. 

Thank you for consideration of this re-application. 

Please contact me if you need further documentation . 

.
// 

SinG€relx yours, 
. / ) /} //) 
~/A~ ifYJC/~~

Terry A uncombe, RN, MSHA 

Presid nt & CEO 


CHRP 
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RE-APPLICATION TO THE CALIFORNIA STATE BOARD OF PHARMACY 

FOR 


APPROVAL TO EXEMPT PHARMACIES FROM LICENSURE UNDER 

REQUIREMENT ESTABLISHED BY 


TITLE 16 CALIFORNIA CODE OF REGULATIONS 

SECTION 1751- REVISED 


(SECTION 4127, 4127.7 OF THE BUSINESS AND PROFESSIONS CODE) 


SUBMITTED BY: 

COMMUNITY HEALTH ACCREDITATION PROGRAM, INC. (CHAP) 


1300 19th Street, Suite 150 

Washington, DC 20036 


Factor 1. Periodic Inspection 

The Community Health Accreditation Program, Inc. (CHAP) conducts a full comprehensive 
site visit to pharmacies at least once every three years. Every standard for Core and Pharmacy, 
is assessed during these site visits. Based upon the performance of the pharmacy and the 
findings, particularly in the Quality Standards (Section II of each set of standards), the CHAP 
Board of Review may determine to require a return site visit within 6 -12 months to focus on and 
assess compliance with the required actions cited during the site visit. The Accreditation Process 
is described in the CHAP informational brochureol which is included as Appendix 1. 

Factor 2. Documented Accreditation Standards 

CHAP accredits all types of phannacies, including pharmacies that compound sterile products. 
CHAP currently uses two sets of standards to assess pharmacy services: Core 2004 (overall 
administrative standards) and Pharmacy 2004/2005 (service specific standards) Standards of 
Excellence. The Standards are included as Appendix II. Each of the standards contain language 
further requiring compliance with State and Federal statues governing pharmaceutical practice. 
Each pharmacy is assessed during a site visit for compliance with CHAP standards as well as 
federal and state-specific regulations. In addition: CHAP standards are consistent with the 
professional standards of practice as defined by the American Society of Health System Pharmacy 
and published in Best Practices for Health-System Pharmacy, ASHP, and referenced for 
assessment. 

Subsequent to CHAP's initial application to the California State Board of Pharmacy in 2003, 
CHAP revised its pharmacy standards and fonnatted them in a tiered structure with basic 
standards applicable to all pharmacy services plus add-on standards with additional requirements 
applicable to specialized pharmacies such as infusion pharmacies. The CHAP 2004/2005 
Pharmacy Standards are consistent with the intent of USP 797, incorporate requirements from 
Medicare Modernization Act, Part D, and are consistent with California State Board of Pharmacy· 
Sterile Compounding Special Licensure regulations. 

CHAP: Re-Applicatian CA SBOP 1 



CHAP assesses standards in terms of "Met" or "Not Met." The standard must be met in full to be 
assessed as "Met." If any element of the standard is not met, the standard is assessed as "Not Met," 
and a "Required Action" is written for that Standard. Required Actions are actions which the 
organization is required to perform in order to achieve compliance with CHAP Standards. The 
Board of Review decision to accredit, deny accreditation or defer accreditation is based upon the 
number and types of Required Actions identified. CHAP does not use a scoring methodology for 
assessing compliance and determining accreditation decisions 

An organization is accredited if the site survey findings provide evidence that the organization 
is in substantial compliance with CHAP standards. An organization is deferred in initial 
accreditation based upon evidence that the organization is not in substantial compliance with 
the CHAP Standards but has evidence that they possess the ability to come into substantial 
compliance within a reasonable time frame, not to exceed one year from the deferral date. A 
full site visit will subsequently be conducted to determine compliance with CHAP standards. 
An organization is denied initial accreditation based upon evidence that the organization is 
not in substantial compliance with the CHAP Standards and lacks adequate structure and 
function to correct the deficiencies in a timely manner. The organization has the option of re
initiating the application process six Inonths from the date of the initial site visit. Other Board 
of Review accreditation decisions include formal warning and termination. 

Factor 3. Evaluation of Surveyor's Qualifications. 

CHAP requires pharmacy site visitors to have the following minimum qualifications: 
1. 	 Currently licensed Registered Pharmacist with a minimum Bachelor of science in pharlnacy. 
2. Five years experience in pharmacy management. 
3. Current experience in community-based or infusion-based compounding pharmacy services. 
4. Demonstration of strong analytical, consultative, conflict resolution, mediation and written 

and written and verbal articulation skills. 

5.. Demonstration of experience with an accreditation process. 

6. 	 Successful completion of a CHAP Site Visitor Training Program and four practicum 

site visits. 

CHAP currently has four pharmacy site visitors with professional pharmacy experience 
ranging from 12 - 40 years, with clinical management experience ranging from 9 - 30 
years, with one holding a Masters degree and two holding Doctor of Pharmacy degrees. 
Each one of CHAP's pharmacists is currently employed in active pharmacy services. 

The CHAP Board of Review (BaR) has a pharmacist position appointed by the Board of 
Directors. That pharmacist is responsible for reviewing and assessing Pharmacy Site 
Visit Reports to assure consistent citation of pharmacy standards. The BaR Pharmacist 
is also responsible for assessing new or revised standards as part of the BaR and 
recommending adoption to the Board of Directors. 
The CHAP Board of Directors (BOD) has a pharmacist member elected by the Board of 
Directors who is also a resource for pharmacy-industry related issues. 

CHAP: Re-Application CA SBDP 	 2 



Factor 4. Acceptance by Major California Payors 

CHAP is accepted by all California payors as well as all national payors. 

Factor 5. Unannounced Inspectio~ of California Accredited Sites 

CHAP understands that the State Board of Pharmacy will conduct unannounced 
inspections of two or more California accredited pharmacy sites to assess for 
satisfactory compliance with California law and good professional practice. 

Factor 6. Board Access to Accreditor's Report on Individual Pharmacies 

CHAP provides a written report to each pharmacy following a site visit and review and 
determination by the Board of Review. Each of the pharmacies accredited by CHAP has 
a copy of the written report available on site. 

Factor 7. Length of Time the Accrediting Organization Has Been Operating 

CHAP has been accrediting organizations since 1965. CHAP was the first national 
accreditation organization to accredit community-based health organizations in the 
United States and was the first organization awarded deeming authority by CMS 
(formerly HCFA) for home health in 1992 and for hospice in 1999. CHAP Pharmacy 
Standards are recognized by JCAHO as being comparable in definition and expectations. 

Factor 8. Ability to Accredit Out-of-State Pharmacies. 

CHAP currently accredits organizations throughout the United States, Hawaii and Puerto 
Rico and is able to accredit pharmacies regardless of state of operation. 

CHAP currently accredits 63 Pharmacies located in 23 states. CHAP has 16 pharmacies 
that have applied for accreditation and are in the process of contract execution or 
currently undergoing the self-study process. 

Additional Questions: 

1. What companies are accredited for Pharmacy by CHAP in California? 

Accredited: 

Factor Support Network Pharmacy, Inc., Camarillo 


Applied for Accreditation: 

Valu-Med Pharmacy, Anaheim 

Pharmaco d/b/a Premier Infusion Care, Torrance 
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2. Is CHAP accreditation comparable to JCAHO ? 

JCARO has completed an evaluation of CHAP standards which resulted in their recognition 
of general comparability between the standards of our two organizations. 

3. What is an example of an evaluation sheet and report? 

The CHAP Site Visitor Work Book is used for evaluating compliance with the CHAP 
Standards. A Board of Review Site Visit Report is generated from the commendations, 
recommendations and required actions cited in the Site Visitor Work Book. The 
Board of Review reviews the Site Visit Report and completes a Summary Data 
Collection Tool in order to assure a logical and focused review of Site Visit Reports 
and to promote consistency in the interpretation of site visit findings by each 
reviewer. Consistency in the interpretation of site visit findings by the Board of 
Review drives the decision making process. A sample of the Site Visitor Work Book, 
the Board of Review Site Visit Report format and the Board of Review Summary 
Data Collection Tool are included as Appendix Ill. 
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COMMUNITY HEALTH ACCREDITATION PROGRAM, INC. 

CROSSWALK OF CHAP PHARMACY STANDARDS 2004/2005 EDITION TO CALIFORNIA CODE OF REGUALATIONS 


TITLE 16, SECTION 1751 (REVISED) and SECTIONS 4127,4127.7 

STERILE COMPOUNDING SELF-ASSESSMENT 


CALIFORNIA CODE OF REGULATIONS S~IELF-ASSESSMENT DESCRIPTION 
Title 16, Section 1751 (Revised) 

CHAP STANDARD 

CCR 1751: COMPOUNDING AREA 
Clean room with walls, ceilings & floors aTe made of non-porous cleanable surfaces. Dll.4a.3 . 

Well ventilated. DII.Sa.6,S, Dll.4a.5 
Laminar air flow hoods & clean room equipment are certified annually. Dll.4f 

! 

Supplies stored in a manner which maintains integrity of an aseptic environment. Dll.4a.7a 
Dll.4a.7c 

! 

There is a sink with hot and cold running water. Dll.4a.2 
There is a refrigerator of sufficient capacity to meet the storage requirements for all material requiring 
refrigeration. 

Dll.4a.7b 

CCR 1751.01: FACILITY AND EQUIPMENT STANDARDS FOR STERILE INJECTABLE 
COMPOUNDING FROM NON-STERILE INGREDIENTS 

Dll.4a, Dll.4b.1 

On or after July 1,2005, the following shall apply to any pharmacy compounding sterile injectable 
products from one or more non-sterile ingredients. 
A ISO class 5 (class 100) laminar flow hood within an ISO class 7 (class 10,000) clean room (with 
positive air pressure differential relative to adj acent areas) 

Dll.4a, Dll.4b.1 

OR 
A ISO class 5 (class 100) clean room with positive air pressure differential relative to adjacent areas Dll.4a, Dll.4b.1 
OR 
A barrier isolator that provides a ISO class 5 (class 100) environment for compounding Dll.4a, Dll.4a.1, Dll.4b.1, Dll.4e 
No sterile injectable product prepared if it is known or reasonably should have known that the 
compounding environment fails to meet criteria specified in the pharmacy's written policies and 
procedures for the safe, compounding of sterile injectable dnlg products. 

DII.7c.2, DII.Sf.5, Dll.4b.5, Dll.4e, 
Dll.4g 

Access to designated area or clean room limited to those individuals who are properly attired. DII.Sa.4, DII.Sf.2, Dll.4g 
All equipment used in the designated area or clean room must be made of a material that can be easily 
cleaned and disinfected. 

DII.4a.3, DII.4a.7c, DII.Sa.7 

Exterior workbench surfaces and other hard surfaces in the designated area such as walls, floors, 
ceilings, shelves, tables and stools must be disinfected weekly and after any unanticipated even that 
could increase risk of contamination. 

_._- . 

DII.7c.2, DII.8fl, DIII.4h2 
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COMMUNITY HEALTH ACCREDITATION PROGRAM, INC. 

CROSSWALK OF CHAP PHARMACY STANDARDS 2004/2005 EDITION TO CALIFORNIA CODE OF REGUALATIONS 


TITLE 16, SECTION 1751 (REVISED) and SECTIONS 4127, 4127.7 

STERILE COMPOUNDING SELF-ASSESSMENT 


CALIFORNIA CODE OF REGULATIONS SELF-ASSESSMENT DESCRIPTION CHAP STANDARD 
Title 16, Section 1751 (Revised) 


CCR 1751.02: POLICIES AND PROCEDURES 

Written policies and procedures associated with the pharmacy's preparation and dispensing of sterile 
 DI.5 
injectable products shall include but not be limited to: 

DI.5c.13, DI.5c.18-21 • Compounding, filling, and labeling of sterile injectable compounds 
Dll.5e.l0,11 


recommended rate of administration. 

• Labeling of the sterile injectable product based on the intended route of administration and 

DI.5c.14, 15• Equipment and supplies 
CI5d.5, DI.5c.22-23, Dll.8d• Training of staff in the preparation of sterile injectable products 
Dl5e• Quality Assurance Program 
CI5c.9, CI.5h, Cll.5a-g, DI5c.17, 
Dll.2blf.I-7, Dll.6a-b 

• Record keeping requirements 

Dll.2bla4, Dll.5c, Dll.5d.2, Dll.8f.3,4 
before compounding begins and must be reviewed by a phannacist 

• The ingredients and the compounding process for each preparation must be determined in writing 

C15i, Cm.lf 

compounding activities and Board of Pharmacy Inspectors 


• Written policies and procedures immediately available to all personnel involved in the 

CI.5g.9a-c, CI.5i 

injectable products and any additions, deletions, and revisions to the written policies and 

procedures must be communicated to all personnel involved in sterile compounding 


Policies and procedures must address at least the following: 

• All personnel involved must read the policies and procedures before compounding sterile 

cm.1i, DI5c.22.23, Dll.8f5, Dm.lc,ld• Staff competency evaluations 
DI.5cl,3,9• Storage and handling of products and supplies 
DI5cl,7,18, DmAc• Storage and delivery of final product 
D15c18, Dll.7c2, Dll.8f• Process validation 
DII.8f2, Dll.8a.l-10• Personnel access and movement of materials into and near the compounding area 
DI.5e, DI.5c15, DII.8e 


manipulation of sterile products (e.g. laminar air flow workstations, biological safety cabinet, class 

100 clean room, and barrier isolation workstations). 


• Use and maintenance of environmental control devices used to create the critical area for 

.. 
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COMMUNITY HEALTH ACCREDITATION PROGRAM, INC. 

CROSSWALK OF CHAP PHARMACY STANDARDS 2004/2005 EDITION TO CALIFORNIA CODE OF REGUALATIONS 


TITLE 16, SECTION 1751 (REVISED) and SECTIONS 4127,4127.7 

STERILE COMPOUNDING SELF-ASSESSMENT 


CALIFORNIA CODE OF REGULATIONS SELF-ASSESSMENT DESCRIPTION 
Title 16, Sectio1l1751 (Revised) 

CHAP STANDARD 

• Regular cleaning schedule for the controlled area and any equipment in the controlled area and the 
alternation of disinfectants (pharmacies subject to institutional infection control policy may follow that policy). 

DI.5c.15, DII.8a.7, DII.8f 

• Disposal of packaging materials, used syringes, containers, and needles to enhance sanitation and 
avoid accumulation in the controlled area. 

DI.5e4, DII.8a9,10, DII.8c 

• For sterile batch compounding, written policies and procedures must be established for the use of 
master formulas and work sheets and for appropriate documentation. 

DII.6a.2,3 

• Sterilization procedures exist (including documentation of sterilization results). DI.5c18 

• End-product evaluation and testing occurs. DII.7c2, DIDAb5 
CCR 1751.2: LABELING REQUIREMENTS 
Labels to include telephone number of pharinacy (exemption: sterile injectable products dispensed for 
inpatients of a hospital) 

DII.5el 

Name and concentration of ingredients contained in the product DII.5e6 
Instructions for storage and handling DII.5e7, DID.8dl-3 
All cytotoxic agents shall bear a special label which states "Chemotherapy-Dispose of Properly" DII.5e9 
CCR 1751.3: RECORD KEEPING REQUIREMENTS DII.6 
There is an immediately retrievable patient medication profile for each patient. DII.6 
Pharmacies compounding sterile injectable products for future use shall also have records indicating 
the name, lot number, amount, and date on which the products were provided to the prescriber. 

DII.5e, DII.6a2,3 

Maintenance of records for three years to include: CI.5h2,3 

• Training and competency evaluation of employees in sterile product procedures. CI.5h8, CID.lg13 

• Refrigerator and freezer temperatures are monitored and documented. DII.4a,b,c 

• Certification of the sterile compounding environment occurs on a regularly scheduled basis 
according to written policies and procedures. 

DII.6a3d, DIDAb4, DID.4f 

• Other facility quality control logs specific to the pharmacy's polices and procedures are 
maintained (e.g. cleaning logs for facilities and equipment) 

DIDAbl-5 

• Inspection records for expired or recalled pharmaceutical products or raw ingredients exists. DI.5c25, DII.8cl 

• Preparation records including the master work sheet, the preparation work sheet and records of 
end-product evaluation 

DII.6a3d, DIIAa-c, DII.7c2, DID.4b5 
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COMMUNITY HEALTH ACCREDITATION PROGRAM, INC. 

CROSSWALK OF CHAP PHARMACY STANDARDS 2004/2005 EDITION TO CALIFORNIA CODE OF REGUALATIONS 


TITLE 16, SECTION 1751 (REVIS~D) and SECTIONS 4127, 4127.7 

STERILE COMPOUNDING SELF-ASSESSMENT 


CALIFORNIA CODE OF REGULATIONS SELF-ASSESSMENT DESCRIPTION 
Title 16, Sectio1l175T(Revised) 

CHAP STANDARD 
I 

CCR 1751.4 ATTIRE 
When preparing cytotoxic agents, gowns and gloves are worn Dll.8aA 
Clean room garb consists of a low-shedding coverall, head cover, face mask, and shoe covers must be 
worn inside the designated area at all times. 

D1.5e, DI.5eA 

Clean room garb must be donned and removed outside the designated area D1.5e, DI.5eA 
Hand, finger and wrist jewelry must be removed. If jewelry cannot be removed, the jewelry must be 
thoroughly cleaned and covered with a sterile glove 

D1.5e, DI.5eA 

Head and facial hair must be kept out of the critical area or be covered D1.5e, DI.5eA 
Protective gloves made of low-shedding materials are required DI.5e, DI.5eA 
Note: Requirements may not apply if a barrier isolator is used to compound sterile injectable 

products from one or more non-sterile ingredients. 
CCR 1751.5: TRAINING OF STAFF, PATIENT AND CAREGIVER 
Consultation shall be available to the patient and/or primary caregiver concerning proper use of sterile 
injectable products and related supplies furnished by the pharmacy 

Dll.5i, Dll.5j, Dll.8d 

The pharmacist-in-charge shall ensure all personnel engaged in compounding sterile injectable drug 
products shall have training and demonstrate on-going competence in the safe handling and 
compounding of sterile injectable dlUg products including cytotoxic agents. 

CIll.ll, DIll.Ic, DIll.Id, DIll.1g 

Records of training and demonstrated competence shall be available for each individual and shall be 
retained for 3 years beyond the period of employment. 

C1.5h.8 

Pharmacies must have an established and follow a written program of training performance evaluation 
designed to ensure that each person working in the designated area has the knowledge and skills 
necessary to perform their assigned tasks properly. 

DIll.lg 

The program of training and evaluation shall address the following: aseptic technique, pharmaceutical 
calculations/terminology, sterile products compounding documentation, quality assurance procedures, 
aseptic preparation procedures, proper gowning and gloving techniques, general conduct in the 
controlled area, cleaning/sanitizing and maintaining equipment used in the controlled area, 
sterilization techniques, container, equipment and closure system selection. 

Dll.8f, DIll.lblO, DIll.Ic, DIll.Id 
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COMMUNITY HEALTH ACCREDITATION PROGRAM, INC. 

CROSSWALK OF CHAP PHARMACY STANDARDS 2004/2005 EDITION TO CALIFORNIA CODE OF REGUALATIONS 


TITLE 16, SECTION 1751 (REVISED) and SECTIONS 4127,4127.7 

STERILE COMPOUNDING SELF-ASSESSMENT 


CALIFORNIA CODE OF REGULATIONS SELF-ASSESSMENT DESCRIPTION CHAP STANDARD 
Title 16, Section 1751 (Revised) 

Each person assigned to the controlled area must successfully complete practical skills training in DII.8a, DID.1b.6,10, DID.1g 
aseptic technique and aseptic area practices. 
Evaluations must include written testing and 'a written protocol of periodic routine performance DID.ld.1-5 
checks involving adherence to aseptic area policies and procedures. 
Each person's proficiency and continuing training needs must be reassessed every 12 months. DID.1c.2, DID.ld 
Results of staff assessments must be documented and retained in the pharmacy for three years. CID.lg.8,9, CID.li.I-4 
CCR 1751.6: DISPOSAL OF WASTE MATERIAL 
Pharmacies compounding sterile injectable products shall have written policies and procedures for the CII.7eA, CII.7e.5, DI.5e.4, DII.8a.l0 
disposal of infectious materials andlor other materials containing cytotoxic residue. 
Procedures shall include cleanup of spills and shall be in conformance with local health jurisdiction. DII.8c.2, DIDAa 
CCR 1751.7: QUALITY ASSURANCE AND PROCESS VALIDATION 
Each pharmacy shall have a documented on-going quality assurance program that monitors personnel DII.5e, DII.7, DII.8a.l-l0, DII.8c, DII.8f 
performance, equipment, & facilities. 
The end product shall be examined on a periodic sampling basis as determined by the pharmacist-in DI.5c.18, DII.7c, DID.4b.5 
charge to assure that the product meets required specifications. 
The quality assurance program shall include: 

DII.8a7, DII.8d.l, DID.lf.I-5, DID.4b.1-5• Cleaning & sanitization of the parenteral medication preparation area. 
DII.7b, DII.7c.2, DIDAb.5 

microbial contamination & steps taken in the event that testing for contamination proves 
positive. 

• Written documentation that the end product has been tested on a periodic sampling basis for 

DIDAc, DII.8d.2 

documentation of refrigerator temperature. 


• The storage of compounded parenteral products in the pharmacy and periodic 

DI.5c.25, DII.8c.l • Steps taken in the event of a drug recall. 
DII.5e.l1 

Process Validation: 
• Written justification of the chosen expiration date for compounded injectable drug products. 

DII.8f.2,4,5, DID.lb.l0, DID.ld.1-5, 
non-sterile ingredients must successfully complete a validation process before being 

• Each individual involved in the preparation of sterile injectable products from one or more 
DID.lc 


allowed to prepare sterile products. 
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COMMUNITY HEALTH ACCREDITATION PROGRAM, INC. 

CROSSWALK OF CHAP PHARMACY STANDARDS 2004/2005 EDITION TO CALIFORNIA CODE OF REGUALATIONS 


TITLE 16, SECTION 1751 (REVISED) and SECTIONS 4127,4127.7 

STERILE COMPOUNDING SELF-ASSESSMENT 


CALIFORNIA CODE OF REGULATIONS SELF-ASSESSMENT DESCRIPTION 
Title 16, Sectioll 1751 (Revised) 

CHAP STANDARD 

• The validation process shall be carried out in the same manner as normal production, except 
that an appropriate microbiological growth medium is used to test the sterility of the final 
product. 

Dll.8f.5, Dill.4e.1 

• The same personnel, procedures, equipment, and materials are involved. Cill. li. 1-4, Dll.8f.1-5 

• Com~leted medium samples must be incubated. Dill.7c.2, Dll.8f.5 

• If microbial growth is detected, then the sterile preparation process must be evaluated, 
corrective action taken, and the validation process repeated. 

Cll.6d, Cll.6e, Cll.6g, Dll.7c.2 . 

• Personnel competency must be revalidated at leaset every 12 months, whenever the quality 
assurance program yields an unacceptable result, or whenever improper aseptic techniques 
are observed. 

Dill.1d.1-5 

• The validation and revalidation process must be documented. Cill.1g.8a-b,15, Cill.1i.4, Dll.6a.3d . 

CCR 1751.9: REFERENCE MATERIALS 
There must be current and appropriate reference materials regarding the compounding of sterile 
injectable products located in or immediately available to the pharnlacy. 

DI.2d, Dill.1g 
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March 8, 200~ 

Patrigia F~ Hartis 
Executive Ditector 
California State Board ofPharmacy 
1625 North Mstket Blvd~ Suite N219 
Sacramentob CA 95834 

Dear Ms. Harris, 

We would like to request the opportunity.to discuss an extension ofthe waiver for the study by the 
UCSF School ofPhatlllacy and Cedars-Sinai Medical Center entitled, '~.Evaluation oftbe Im.pact of 
Phannaclsts in the Prevention ofMedication Ettors Associated with Prescribing and Administration 
in the Hospital Setting,U at the Marc:h 22~ 2006 Licensing Committee Meeting, The two-year study 
was approved by the State Board ofPhannacy 011 AprU 21~ 2004. After the Board QfPharmacy!s 
approval) the study was subsequently reviewed and approved by the Institutional Review Board at 
Cedars·Sinai Medical Center and the Committee on Human Research at UCSF. Therefore, in order 
to complete the (jata collectio~ analysis and review of the results, we would like to request an 
extension until December 31) 2006. Please free to contact me should you have any questions. 
Thank you for your consideration. 

Sinoerely, 

1:L #-' A:--._f~-
Peter 1. AmbJ:ose~ Pharm.D.! FASHP 
Professor of Clinical Pharmacy 
UCSF School ofPbarmacy 
Co.l52. Box 0622 
San Prancisco~ CA ~4143-0622 
Long Beac ffice: 562-93 0289 

':ta Shane~ Phann.D., FASHP 
DiTector:l Phatm.a~y Servioes 
Cedat~·S:inai Medical Center 
Assistant Dean,' Clinioal Phannacy 
UCSF School of Phumacy 
Los Angeles, CA 
310..423..5511 
sha.ne@osbs.org 

co: Frank Saya~ Pharm."D. 

mailto:sha.ne@osbs.org
http:opportunity.to
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LNOC Area Clerkship Program 
Department of 
Pharmacy Services 

Long Beach Memorial 
Medical Center 

2801 Atlantic Avenue 
P.O. Box 1428 
Long Beach, CA 90801-1428 
tel: 562/933-0289 
fax: 562/933-2348 

University of California 
San Francisco 

April 5, 2006 

Patricia F. Harris 
Executive Director 
California State Board of Pharmacy 
1625 North Market Blvd, Suite N219 
Sacramento, CA 95834 

Re: Technician Study -Second Interim Report 

Dear Ms. Harris: 

As per the waiver approved by the Board of Pharmacy, I am submitting the second interim report of 
the study conducted at Cedars-Sinai Medical Center: Evaluation of the Impact of Pharmacists in 
the Prevention of Medication Errors Associated with Prescribing and Administration of 
Medications in the Hospital Setting. The attached document summarizes the results for the first 80 
weeks of the two-year study, which I plan to present at the Board meeting on April 26 in Sacramento. 
Dr. Rita Shane will also be available at the upcoming meeting to answer any questions. 

The results to date continue to demonstrate the positive impact on patient care and medication safety 
that can be achieved by creating time for pharmacists to interact with the nursing and medical staff 
rather than using pharmacists to perform the non-discretionary task of checking technician-filled unit
dose medication carts. We have already demonstrated and published in a peer-reviewed pharmacy 
journal how specially-trained technicians can very accurately stock and check unit-dose medication 
carts while still incorporating a quality assurance system. It is the use of pharmacy technicians in this 
capacity that creates the time for pharmacists to utilize their clinical skills to assist physicians and 
nurses to reduce medication errors at the prescribing and administration steps. 

The study is continuing and the results will be presented to the Board upon completion. Should you 
need additional information about the progress of the experimental program, do not hesitate to contact 
me at (562) 933-0289. 

Respectfully submitted, 

Peter J. Ambrose, Pharm.D. 
Professor of Clinical Pharmacy 
Vice Chair, Department of Clinical Pharmacy 
School of Pharmacy 
University of California, San Francisco 

Enclosure 

c: 	 Frank Saya, Pharm.D. 
Rita Shane, Pharm.D. 



A Collaborative Study Between 

UNIVERSITY OF CALIFORNIA, SAN FRANCISCO 


SCHOOL OF PHARMACY 


and the 

Pharmacy Services Department of 


CEDARS-SINAI MEDICAL CENTER 


1 



• 	 Study to determine the impact of pharmacists on 
prevention of medication errors during the equivalel1t 
time spent on checl<:ing medication cassettes 

• 	 2 year study (waiver) allows technicians to checl<: 
technicians filled medication cassettes 

• 	 The number and types of Inedication errors prevented 
at the prescribing step (order written by the physician) 
and at the administration step (medication administered 
by the nurse) of the medicatio11 use process will be 
reported 

2 



• 	 Determine top 10 drugs involved in potential prescribing and 
administration errors 

• 	 Determine type and frequency of medication errors 
intercepted at the prescribing and administration steps 

• 	 Compare intercepted errors with USP MedMARX data on 
errors 

• 	 Evaluate factors contributing to prescribing and medication 
administration errors 

• 	 Evaluate potential hann that could have resulted if error was 
not intercepted 
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1 8t 

Total Medication Related Encounters: 53,247 (665/week) 

• Potential Errors Intercepted (prevented): 1855 
1 1 (67%) 
614 3%) 

• Other Medication Related Encollnters: 51,392 
47,671 

1 

3 
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• Potential prescribing errors prevented by the pharmacist: 1241 
• Orders requiring clarification: 594 (type of error not specified) 

• Types of medication errors intercepted which prevented*: 

Wrong Dose 010 Wrong Frequency/Rate 4.2 0/0 
Allergy Contraindication 19.8% Wrong Route 3 010 

Duplication in therapy 10.20/0 Drug Interaction 3 0/0 

Necessary medications not ordered 10 0/0 Wrong Drug 1 % 
Medication Contraindicated % Wrong Patient 0.4% 

* In those situations where error type was specified 
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Problem Identified 

Cyclosporine 2mg/kg/hr 
ordered 

Oxycontin 80mg Q 4 hr 
PRN ordered for patients 

pain control 

Physician ordered 
Tacrolimus Smg/day for 

transplant rejection 

Metformin ordered in 
patient with SCr >2.0 

Lovenox ordered for a 
patient with a SCr < 

30ml/min 

Pharmacist Recommendation 

Pharmacist recommended 
2mg/kg/day 

Pharmacist recommended 
change to oxycodone 

immediate release 

Pharmacist recommended 
O.Smg/day 

Pharmacist recommended 
holding Metformin 

Pharmacist recommended 
discontinuation of Lovenox; 
patient on Coumadin and 
INR within goal range 2-3 

Outcome Avoided 
Avoided adverse drug 
reaction (ADR) from 

overdose 

Avoided ADR due to 
excessive accumulation and 

sub-optimal treatment 

Avoided potential renal 
and cardiac toxicity 

Avoided possible ADR 
including lactic acidosis 

Avoided increased risk of 
bleeding 
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Problem Identified 

Ganciclovir: 5mg/kg iv q12h
pt sIp kidney transplant & 

renal insufficiency 


Oxaliplatin 

(chemotherapy) dosage 

in patient with renal 

insufficiency 

Celebrex ordered in 
patient with sulfa allergy 

Ceftazidime ordered as 
1 gm q8h for meningitis 

in young patient 

Lovenox 40 mg daily 
ordered in patient with 

chronic renal failure 

Pharmacist Recommendation

Pharmacist recommended 
2.5mg/kg/day for CMV 

induction 

Pharmacist recommended 
dosage adjustment 

Pharmacist recommended 
alternative 

Pharmacist recommended 
2 gm q8h to achieve 

adequate effect 

Pharmacist recommended 
change to Heparin 

 Outcome Avoided 
Avoided adverse drug 
reaction (ADR) from 

overdose

Avoided ADR due to 
excessive dose of 


chemotherapy

Avoided morbidity associated 
with an allergic reaction 

Avoided sub-optimal 
treatment, possible 
mortality/morbidity 

Avoided increased risk of 
bleeding in patient already 

receiving blood transfusions 

 

7 



Potential medication adtninistration errors prevented by a 
pharmacist: 614 

Types of medication errors intercepted which prevented: 

Omission of Dose 42.3 % Wrong Drug 1% 
Transcription Error 16.7 % Drug to be given to 
Wrong Patient 8.2% patient was not ordered 4.4 0/0 
Extra Dose 7.5% Wrong Route 0/0 
Wrong Dose 7.2% Drug Contraindicated 0.2% 
Wrong Rate 6.0% Drug -interaction 0.20/0 
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Problem Identified 

Heparin drip ordered to 
start at 5AM 

Pt was about to 
receive Vancomycin 
750mg q12 hr; order 

was for 1 gm q24h 

Dilaudid peA concentration 
transcribed incorrectly 

10mg/ml instead of 1 mg/ml 

Chemotherapy dose not 
administered by nurse 

Nurse requested 
Depakote 5gm to give to 

patient 

Pharmacist Recommendation

Pharmacist identified that 
heparin was not started 

Pharmacist notified nurse that 
dose was 1 gm and to be 

given every 24 hr 

Pharmacist notified nurse 

Pharmacist notified nurse 
about missed chemo dose 

Pharmacist notified nurse 
about incorrect dose; order 

was for 500mg 

 Outcome Avoided 

Avoided delay of therapy 
and worsening of condition 

Avoided potential renal 
(kidney) toxicity 

Avoided sub-optimal 
treatment 

Avoided omission of 
chemotherapy and 

worsening of condition 

Avoided potential ADR 
including cardiac toxicity 
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Problem Identified 

Pt. scheduled for 
chemotherapy in AM. 

Pt was about to 
receive Tobramycin at 
a 12 hr interval; order 

was for g24h 

PCA pump was 
programmed 
incorrectl:t 

Pt receiving Potassium 
Chloride 60meq infusion; 

order was for 20meq 

Nurse transcribed 
Kayexalate when 

Kaopectate ordered 

Pharmacist Recommendation

Pharmacist identified that 
chemo was not given 

Pharmacist notified nurse that 
dose was to be given every 

24 hr 

Pharmacist notified nurse 

Pharmacist notified nurse to 
change infusion 

Pharmacist notified nurse 
about transcription error 

 Outcome Avoided 

Avoided omission of 
chemotherapy 

Avoided potential renal 
(kidney) toxicity 

Avoided potential adverse 
events associated with 
excessive narcotic dose 

Avoided potential 
hyperkalemia and cardiac 

arrest 

Avoided potential 
hypokalemia and cardiac 

toxicity 
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Leading types of errors include: 


USP MedMarx Data 
20031 Research Stmly 

Omission error 24% 20.6% 

Improper 
dose/quantity 

23% 25.6% 

Unauthorized drug 10% 2.1 % 

Extra dose 5% 3.7% 

Wrong patient 5% 4.1 % 

Wrong route 2% 2.8% 

1. http://www.magnetmail.netlactions/email_ web _ version.cfm ?recipientjd=9223078&message _id=63691 &user jd=USP 
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Top 10 nledications/c1asses involved in potential prescribing and administration 
errors 

Medication 
• Chemotherapy 
• Electrolytes 
• Enoxaparin (Lovenox) 
• Vancomycin 

• Warfarin 
• Levofloxacin 
• Neupogen 
• Fluconazole 

• Zosyn 
• Cefepime 

Medication Adtninistration 
• Vancomycin 

• Heparin 
• Chemotherapy 
• Electrolytes 

• TPN 
• Erythropoietin 

• Warfarin 
• Fluconazole 

• Insulin 
• Levofloxacin 
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Pharmacist prevented medications errors associated 
with potential harm: 

No Hann 3 

Temporary Harm 590 

Permanent Harm 28 

Increase in Length of Stay 60 

Death 4 

Type of harm ul1specified: 
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• 	 Incomplete patient information 

• 	 Drug allergies overlooked 

• 	 Wrong drug name, dosage form or abbreviation 

• 	 Incorrect dosage calculations 

• 	 Incorrect dosage frequency 

• 	 Laboratory results not checked prior to ordering 
medications 

• 	 Concomitant therapy (e.g. supportive drugs for 
chemotherapy) necessary to prevent adverse reactions 
not ordered 
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• 	 Two patient identifiers not used 

• 	 Illegible orders 

• 	 Drug name confusion 

• 	 Incorrect pUlnp programming 

• 	 Patients transferred and orders not transcribed accurately 

• 	 Environmental factors- distractions, interruptions and 
significant workload 

• 	 Staffing issues- such as shift changes and floating staff 
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Results of the 80 weel( study demonstrates the impact of 
pharmacists on prescribing and administration errors: 

- 1855 errors intercepted by the pharmacist 

- 51,072 medication related encounters including dosing of 
medications per MD request, participation in codes, rounds 
and drug information questions 

- Preliminary evaluation of outcomes: 682 pharmacist 
encounters prevented potential harm of which: 

- 590 prevented temporary harn1 
- 28 prevented pennanent harn1 
- 60 prevented an increase in length of stay 
- 4 prevented death 
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California State Board of Pharmacy 
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMERS AFFAIRS AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLDSCHWARZENEGGER,GOVERNOR 

LICENSING COMMITTEE 

Meeting Summary 


DATE: March 22, 2006 

TIME: 9:30 a.m. - 12 noon 

LOCATION: Hilton Oakland Airport 
One Hegenberger Road 
Oakland, CA 94621 

BOARD MEMBERS Ruth Conroy, Pharm.D., Chair 
Clarence Hiura, Pharm.D. 
John Jones, RPh, JD 
Richard Benson, Public Member 

STAFF PRESENT: Patricia Harris, Executive Officer 
Virginia Herold, Assistant Executive Officer 
Robert Ratcliff, Supervising Inspector 
Dennis Ming, Supervising Inspector 

Call to Order 

Committee Chair Ruth Conroy called the meeting to order at 9:30 a.m. 

Request to Amend 16 CCR § 1728 

Pharmacy students from USC and other pharmacy schools presented a proposal requesting that 
the Board of Pharmacy amend its regulations to allow up to 400 hours that an intern can earn for 
pharmacy-related experience (under the supervision of a pharmacist) outside a pharmacy. Under 
current law, an intern must earn a minimum of900 hours ofpharmacy experience under the 
supervision of a pharmacist in a pharmacy. The board has the discretion to grant a maximum of 
600 hours for other experience substantially related to the practice of pharmacy. California 
pharmacy students earn the 600 hours for school required experiential training (clinical 
clerkship). 

http:www.pharmacy.ca.gov


Therefore as proposed, an intern would only need to earn a minimum of 500 hours in a pharmacy 
and could earn a maximum of 1,000 hours of experience substantially related to the practice of 
phannacy under the supervision of a pharmacist. 

It was noted that opportunities for pharmacists has expanded beyond the traditional areas of 
community and hospital practice settings. Many students would like the opportunity to gain 
experience in the pharmaceutical industry, managed care, regulatory affairs and association 
management, but are unable to do so because they cannot earn intern hours. As part of the 
pharmacy school curriculum, students complete various rotations in their first and fourth year in 
both community and hospital pharmacy. In the fourth year, pharmacy experience is more 
clinical. It was anticipated that a large percentage of pharmacy students would still earn the 
majority of the intern hours in a pharmacy. This option would be for those students that show 
proficiencies in the pharmacy settings and would like to expand their experience in other areas. 

The National Oncology Alliance, Inc. (NO A) spoke in support of the proposal and gave a 
presentation on opportunities that it has for interns outside a licensed pharmacy and under the 
supervision of a pharmacist. The intern would assist the NOA clinical team to prepare clinical 
summaries of articles in the medical literature, collect data about the status of drug approvals as 
it applies to NOA treatment guidelines and assist with the development and yearly revision of 
NOA treatment guidelines. NOA advocated that patient care activities meet the Accreditation 
Council for Pharmacy Education (ACPE) criteria and content outline of the California Pharmacy 
Jurisprudence Examination (CPJE). 

The responsibility of the board is to protect the public. It is important that an intern pharmacist 
is capable of performing the core competencies of pharmacy practice. An intern has the authority 
to perform all the duties of a pharmacist under the supervision of a pharmacist. There was 
concern that a minimum of 500 hours of intern experience in a pharmacy is not sufficient to 
assure adequate public safety and the experience necessary to perform the duties of a pharmacist. 
It was not clear how experience with a pharmaceutical manufacturer, in regulatory affairs or 
association management would provide an intern with the skills critical to the practice of 
pharmacy. The core functions of pharmacy include patient consultation and quality assurance, 
key skill areas and knowledge that an intern can only gain in real life experience and daily 
practice in a pharmacy. 

The proposal will be placed on the agenda for the April board meeting without a 
recommendation from the Licensing Committee. 

Request from the Accreditation Commission for Health Care, Inc. (ACHC) and the 
Community Health Accreditation Program (CHAP) to Continue as Board Approved 
Accreditation Agencies for Pharmacies that Compound Injectable Sterile Drug Products 

B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a 
license from the board. In order to obtain such a license the pharmacy must first be inspected by 
the board and found in compliance with board standards for sterile compounding. The law 
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of 
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Healthcare Organizations or other accrediting agencies approved by the board from the license 
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with 
board regulations regarding sterile injectable compounding, but do not have to obtain a separate 
license. 

The board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity 
in April 2003. The board granted this approval for 3 years. At that time, ACHC accredited both 
home infusion pharmacies and specialty pharmacies that deliver biotech drugs and other 
specialty products. Recently ACHC has been reviewed by the Center for Medicare and Medicaid 
Services (CMS) and granted Deeming Authority for Home Health Medicare. 

In July 2003, the board approved Community Health Care Accreditation Program (CHAP) as an 
accreditation agency. CHAPS is a national non-profit accreditation organization established in 
1965 to accredit community-based health care organizations. Currently, one California is CHAP 
accredited and two pharmacies have applied. There are 63 CHAP accredited pharmacies in 23 
states and 16 pharmacies that have applied for accreditation. 

Supervising Inspector Dennis Ming reported that the board has not found any compliance issues 
with either ACHC or CHAP accredited pharmacies 

In 2003, the Licensing Committee developed criteria for the evaluation of applications by 
accrediting entities for board approval. It was decided that the evaluation of accrediting agencies 
for board approval under Business and Professions Code section 4127.1 should be based on the 
accrediting agency's ability to evaluate the pharmacy's conformance with California law and 
good professional practice standards and the following factors. 

1. Periodic inspection - The accrediting entity must subject the pharmacy to site inspection and 
re-accreditation at least every three years. 

2. 	 Documented accreditation standards - The standards for granting accreditation and scoring 
guidelines for those standards must reflect both applicable California law and sound 
professional practice as established by nationally recognized professional or standard setting 
organizations. 

3. Evaluation of surveyor's qualifications - The surveyors employed to perform site 
inspections must have demonstrated qualifications to evaluate the professional practices 
subject to accreditation. 

4. Acceptance by major California payors - Recognition of the accrediting agency by major 
California payors (e.g., HMOs, PPOs, PBGH, CaIPERS). 

5. 	 Unannounced inspection of California accredited sites - The board must conduct 
unannounced inspections of two or more accredited sites and find those sites in satisfactory 
compliance with California law and good professional practice. 

6. Board access to accreditor's report on individual pharmacies. 
7. 	 Length of time the accrediting agency has been operating. 
8. 	 Ability to accredit out-of-state pharmacies. Non-resident pharmacies are eligible for 

licensure under the sterile compounding statutes and accreditation should be equally 
available to both resident and non-resident pharmacies. 
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The Licensing Committee recommended that the Board of Pharmacy approve ACHC and CHAP 
for another 3 years as accreditation agencies pursuant toB & P § 4127.1(d) for pharmacies that 
compound sterile injectable drug products. 

Proposal to Add a Regulation to Recognize Approved Accreditation Agencies for 
Pharmacies that Compound Sterile Injectable Drug Products 

B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a 
license from the board. In order to obtain such a license the pharmacy must first be inspected by 
the board and found in compliance with board standards for sterile compounding. The law 
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of 
Healthcare Organizations or other accrediting agencies approved by the board from the license 
requirement as specified in Section 4127 .1 (d). Exempted pharmacies must still comply with 
board regulations regarding sterile injectable compounding, but do not have to obtain a separate 
license. 

The board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity 
in April 2003. The board granted this approval for 3 years. In July 2003, the board also 
approved Community Health Care Accreditation Program (CHAP) as an accreditation agency. 

Since both agencies have requested that the Board of Pharmacy approve them again as 
accreditation agencies, and if the approval is granted, it is being recommended that the board 
pursue a regulation to recognize these agencies in regulation as the Joint Commission on the 
Accreditation of Healthcare Organizations is recognized in statute. 

In addition, it was suggested to include the evaluation factors as part of the regulation, require 
that the accreditation agency use the board's self-assessment form for sterile injectable 
compounding pharmacies as part of the survey process, submit a copy of the survey report to the 
board and the process by which a board may no longer recognize an accreditation agency. If the 
board agrees with this recommendation, proposed language will be drafted. 

The Licensing Committee recommended that the Board of Pharmacy pursue a regulation to 
recognize ACHC and CHAP as accreditation agencies for sterile injectable compounding 
pharmacies and specify the requirements and application process for accreditation agencies 
seeking approval. 

Request to Extend the Waiver for the Study of UCSF School of Pharmacy and Cedars
Sinai Medical Center entitled "Evaluation of the Impact of Pharmacists in the Prevention 
of Medication Errors Association with Prescribing and Administration in the Hospital 
Setting" 

Peter Ambrose, Professor of Clinical Pharmacy at UCSF and Rita Shane,Director of Pharmacy 
Services for Cedars-Sinai Medical Center requested an extension of the waiver for the study by 
UCSF School of Pharmacy and Cedars-Sinai Medical Center entitled, "Evaluation of the Impact 
of Pharmacists in the Prevention of Medication Errors Associated with Prescribing and 
Administration in the Hospital Setting." In April 2004, the Board of Pharmacy granted a two
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year waiver for this study. After board approval, the study was subsequently reviewed and 
approved by the Institutional Review Board at Cedars-Sinai Center and the Committee on 
Human Research at UCSF. In order to complete the data collection, analysis and review the 
results, an extension until December 31, 2006 was requested. 

This study was a sequel to the successful experimental program that evaluated pharmacy 
technicians checking another pharmacy technician in a unit-dose drug distribution system in a 
hospital pharmacy. 

The purpose of the sequel study is to evaluate the impact ofpharmacists in prevention of 
medication errors associated with prescribing and administering of medications as a result of 
pharmacists being re-deployed from unit-dose medication cassette checking to more clinical and 
professional functions. Such functions require special expertise ofpharmacists in the 
management of drug therapy, from which patients will benefit. 

Preliminary data from the study was provided to the board at its July meeting. At its last 
meeting, the board approved a regulation change to allow a specialized trained pharmacy 
technician to check another pharmacy tec1mician in a unit-dose drug distribution system in a 
hospital pharmacy that has a clinical program. The proposed regulation change is scheduled for 
the April board meeting. If the board approves the proposed regulation, it will take 
approximately 6-9 months before the regulation would become effective. 

The Licensing Committee recommended that the Board of Pharmacy extend the waiver until 
December 31, 2006. 

NABP Announcement Regarding the Evaluation Process for Foreign Pharmacy Graduates 

The National Association of Boards of Pharmacy (NABP) announced its partnership with the 
Educational Credential Evaluators, Inc. (ECE) for the educational credential evaluation of 
applicants to the Foreign Pharmacy Graduate Examination Committee (FPGEC) Certification 
Program. This partnership will change the method by which foreign pharmacy graduates will be 
evaluated. 

ECE will be responsible for verifying the educational background of the applicant and NABP 
will verify the applicant's professional licensing and registration information. The foreign 
graduate will submit all documents directly to ECE for evaluation. 

This new partnership is intended to address the increase ofworkload that this program has 
experienced over the last few years and improve the processing time for these applicants. 

California requires all foreign graduates to be FPGEC certified before they can apply to be 
licensed as an intern or pharmacist. 

Changes to the Pharmacy School Accreditation Procedures by the Accreditation Council 
for Pharmacy Education (ACPE) 
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ACPE recently announced changes to its accreditation procedures. After June 30, 2006, ACPE 
will require that any new doctor ofpharmacy program seeking preaccreditation status must 
progress through both stages ofpreaccreditation, which is precandidate and candidate phases, 
before consideration of full accreditation. Prior to this policy change, it was not essential that a 
program be granted precandidate status before students were admitted. 

After June 23, 2006, a new program must achieve precandidate status before admitting students. 
Should a new program admit students without achieving precandidate status, this will preclude 
ACPE from considering the program's application for candidate preaccreditation status, and full 
accreditation cannot be considered until graduation of the first class. Students graduating from a 
program without candidate status will thus have graduated from a program with no accreditation 
status and will likely not be eligible for licensure. 

This change in policy is consistent with the board's recent regulation change that states that the 
board will recognize a school ofpharmacy that is accredited or granted candidate status by 
ACPE or schools recognized by the board. The board has recently "recognized" new schools of 
pharmacy that have been granted precandidate status so that the students can be registered as 
interns. 

Report on ACPE Site Visits 

It was reported that board members have been actively participating on the ACPE evaluation 
teams for the California schools of pharmacy. President Goldenberg participated in the recent 
evaluation of Western University of Health Sciences College of Pharmacy. Former board 
member Darlene Fujimoto was on the team that evaluated UC San Diego Skaggs School of 
Pharmacy. The evaluation conflicted with the board's February meeting so Dr. Fujimoto 
graciously agreed to be the board's representative. Board member Ruth Conroy will be on the 
site team for Lorna Linda University School of Pharmacy scheduled for April1Sth 

- 20th
. ACPE 

is scheduled to evaluate the Touro University California College of Pharmacy for candidate 
status on April 25-27, 2006, which conflicts with the board's April meeting. If the ACPE visit 
cannot be rescheduled then a former board member will serve as a representative on the site 
team. 

Competency Committee Report 

Virginia Herold reported that at the October 2005 board meeting, the board approved the use 
of the new content outline for the California Pharmacist Jurisprudence Examination (CPJE) 
given on or after April 1, 2006. The board posted the new content outline on the board's 
Web site and was included in the board's January 2006 newsletter. 

The California Pharmacy Jurisprudence Examination (CPJE) handbook is in the process of 
being updated and will include the new content outline. There is also a sample CPJE exam 
that is posted on the board's Web site. 
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The Office of Examination Resources (OER) within the Department of Consumer Affairs is 
renewing its contract with a vendor to provide computer based testing. OER conducted the 
bidders' sessions on March 3 & 6, 2006. Final bids are due to OER on April 4, 2006. The 
cost opening is scheduled for April 13, 2006, with a Notice of Intent to Award the Contract 
on April 21, 2006. The anticipated contract award date is May 8,2006. The duration of the 
contract is 3 years with 2 one-year optional extensions. 

The next CPJE statistical report will cover performance data for 10/1/05-3/31/06. This report 
should be available at the April board meeting. 

Adjournment 

Chair Ruth Conroy adjourned the meeting at 12 noon. 
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Board of Pharmacy Licensing Statistics - Fiscal Year 2005/06 

*Denotes updated to include pending files to process and processed pending files. 



Board of Pharmacy Licensing Statistics - Fiscal Year 2005/06 

*Denotes updated to include pending files to process and processed pending files. 



Board of Pharmacy Licensing Statistics - Fiscal Year 2005/06 

The data for renewals received for March is not yet available. 

*Denotes updated to include pending files to process and processed pending files. 
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California State Board of Pharmacy 
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 
Phone (916)574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMERS AFFAIRS AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLD SCHWARZENEGGER, GOVERNOR 

To: Board Members Date: April 17, 2006 

From: Board of Pharmacy 

Subject: Competency Committee Report 

New Content Outline for CPJE and 

At the October 2005 board meeting, the board approved the use of the new 
content outline for the California Pharmacist Jurisprudence Examination 
(CPJE) given on or after April 1, 2006. The board began using the new 
content outline effective April 1, 2006. 

Revised CPJE Handbook 

The revised CPJE Handbook was posted on the Web site on April 14, 2006. 
The revised handbook has a sample CPJE examination for study use. The 
sample CPJE was also posted on the Web site separately as well. 

Exam Result Delay 

Periodically, the Board of Pharmacy performs quality assurance assessments to 
ensure the appropriateness of the California Pharmacist Jurisprudence 
Examination (CPJE). The board initiated such a study on April 1, 2006. To 
assure the thoroughness of this assessment, approximately 400 individuals will 
be needed for participation. Once enough candidates have taken the CPJE, 
release of examination scores should resume on a weekly basis, usually within 
14 days after a candidate takes the examination. Based on the number of 
candidates who took the CPJE last year during this same period, the board 
expects to begin releasing scores by the end of June 2006. The board regrets 
the delay, and will release the scores as soon as it can after it completes the 
quality assurance assessment. 

Test Administration Contract 

The Office of Examination Resources within the Department of Consumer 

Affairs is renewing its contract with a vendor to provide computer based 


http:www.pharmacy.ca.gov


testing. The board uses this contract's vendor to administer the CPJE. The 
current contract expires December 1, 2006. 

The request for proposal's advertisement publication date was December 2, 
2005. The Department released a 9th addendum for the RPF. The 
addendum resulted in an altered timeline. Final proposals were due to the 
Department on April 11, 2006, and the cost opening scheduled for April 20, 
2006. The contract award date is scheduled for May 15, 2006, with a 
contract implementation date of November 16, 2006. The duration of the 
contract is 3 years with 2 one-year optional extensions. 

CPJE Statistics 

Attached is the CPJE statistical report for October 1,2005, through March 31, 
2006. The overall pass rate for the CPJE is 80.3%. 



Board Data for All CPJE Candidates taking examination 10/1/2005 - 3131/2006 

Overall Pass Rates 

CPJE 

NAP LEX 


Frequency Percent 
Valid F 49 8.9 

P 499 91.1 
Total 548 100.0 

Location of School 

CPJE 

JPE·.·· 

Fail 
School California Count 9 

... .... 

JPETotal 
Fail Pass 

73 82 

NAPLEX NAPLEX 
Pass Total

1 
 73 74 

Other US 

% within JPE 
7.4% PF 

Count I> 71 

14;8% 13.3% 2.0% 
 14.6% 13.5% 

282 353 34 
 290 324 

Foreign 

% within JPE 
PF 
Count 

58.7% 

41 

57;1% 
..... 

138 1<. 

5704% 69.4% 
 58.1% 59.1% 

179 14 
 136 150 

Unclassified 

% within JPE 
PF 
Count 

33.9% ... 

0 

27.9% 

1 I.··>· 

.. 
29;1% 28.6% 
 27.3% 27.4% 

< 
1 0 
 0 0 

Total 

% within JPE 
PF 

... 
Count 

.0% 

121·· 

~2% 

494 

.2% .0% 
 .0% .0% 
.. 

615 49 499 548 
% within JPE 
PF 100.0% 100.0% .. 100.0% 100.0% 100.0% 100.0%

<. 



Gender 
NAP LEX pass fail status NAP LEX 

Fail Pass Total 

gender F Count 39 363 402 
% within JPE 
pass fail status 79.6% 72.7% 73.4% 

M Count 10 136 146 
% within JPE 
pass fail status 20.4% 27.3% 26.6% 

Total Count 49 499 548 
% within JPE 
pass fail status 100.0% 100.0% 100.0% 

Degree 

JPE pass fail status 
JPE Total 

I·.· •... ... 
.. 

NAP LEX pass fail status NAP LEX 
Total

Fail Pass Fail Pass 

degree 
awarded 

BS 
Pharmacy 

Count ..... 
50 

... 

160 
< 

210 20 157 177 

% within 
JPE PF 41.3% 32.4% 34.1% 40.8% 31.5% 32.3% 

... . . 

Pharm D. Count 

% within 
JPE PF 

71 

58.7% 
.. 

... .. 
333 

67.4% .... ... 

... 

404 

65.7% 

29 

59.2% 

341 

68.3% 

370 

67.5% 

Other Count 

% within 
JPE PF 

0 

.0% 

1 

.2% 

.... < 
1 

.2% 
.. . .. 

0 

.0% 

1 

.2% 

1 

.2% 

Total Count 121 494 615 49 499 548 
% within .. 
JPE PF 100.0% • 100.0% 100.0% 100.0% 100.0% 100.0% 

.. ..... 

California Schools 

JPE pass fail status 
. 

JPETotal 

NAPLEX pass fail status 

NAP LEX 
TotalFail.· Pass Fail Pass 

school UCSF Count 

% within JPE PF 
•••...···4 I·· 15 

44.4% 20.5% 

.. ... 
19 

.···<23.2% 
0 

.0% 

18 

24.7% 

18 

24.3% 
UOP Count 

% within JPE PF 

.. ... 
4 

I 44.4%. 
28 

...•··· •. ·· •. 3804% 

...... 
32 

39.0% 

1 

100.0% 

28 

38.4% 

29 

39.2% 

USC Count 

% within JPE PF 
I 0 

..... ·•.0% 

18 

24.7% 

i···· 18 

22.0% 

0 

.0% 

15 

20.5% 

15 

20.3% 

Western Count 

% within JPE PF 

I ..... .• >·1 

... 11.1% 

...... 12

16.4% 

·.. 13 

15;9% 

... 0 

.0% 

12 

16.4% 

12 

16.2% 

Total Count 9 73 82 1 73 74 
% within JPE PF 100.0%.... 100;0% 100.0% 100.0% 100.0% 100.0% 



US Schools of Pharmacy 

CPJE ONLY 

JPE ass fail status Total 

Samford 

U ofAZ 

UCSF 

U of Pacific 

USC 

U of CO 

U of Conn 

Howard DC 

U of FL 

Mercer 

U ofGA 

Idaho SU 

U of IL Chi 

Purdue 

Drake 

U of IA 

U ofKS 

U ofKY 

NE LAU 

Xavier 

U ofMD 

MA Col Pharm 

NE-MA 6 
Ferris 2 3 5 
U ofMI 0 2 
Wayne SU 

U of MN 

U ofMS 

St. Louis Col of PH 

UMKC 

Creighton 

U ofNE 

U ofNM 

Western 

Midwstern U Chicago 

A&M Schwartz 

St. Johns 

SUNY-Buff 

Union U 

UNC 

ND SU 

OH Nrthrn U 

OH State U 

U of Cinn 



U of Toledo 

SW OK State 

U of OK 

OR State U 

Duquesne 

Phi C of Pharm 

Temple 

U of Pitt 

U of RI 

Med U of SC 

U of SC 

TXSOU 

U of Hous 

U ofTX 

U of UT 

Med C of VA 

UofWA 

WA State U 

U of WI-Mad 

UofWY 

Campbell U 

Nova Southeastern 

Wilkes University 

Texas Tech 

Bernard J Dunn 

Midwestern AZ 

Nevada College of 
Pharmacy 

MA School of Pharmacy 
Worcester 

Hampton Universtiy (VA) 

unclassified o 
Other/FG 41 179 

Total 121 494 615 

Graduating school location by country 
CPJE 0 Imy 

JPEJ2.ass fail status Total 

F P 
Argentenia 1 0 1 
Bangledesh 0 1 1 
Bulgaria 0 1 1 
Brazil 0 2 2 
Canada 0 3 3 
Switzerland 1 1 2 
China 0 1 1 
E&W Germany 0 1 1 
Egypt 0 12 12 



France 1 0 1 
United Kingdom 0 2 2 
Indonesia 0 1 1 
Ireland 1 0 1 
Israel/West 
8ank/Gaza Strip 0 2 2 

India 16 31 47 
Iran 0 4 4 
Italy 1 1 2 
Jordan 0 3 3 
Korea (N&S) 2 4 6 
S. Korea 0 5 5 
Lebanon 0 3 3 
Nigeria/New Guinea 1 5 6 
Panama 1 1 2 
Philippines 7 27 34 
Paracells 1 0 1 
Pakistan 1 1 2 
Poland 1 1 2 
Sweden 0 1 1 
USSR 1 2 3 
Syria 2 1 3 
Turkey 0 2 2 
Taiwan 1 2 3 
USA 80 359 439 
Vietnam 0 1 1 
South Africa 2 13 15 

Total 121 494 615 
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Licensing Committee 
2005-2006 


Third Quarter Report 

July 1, 2005 - March 31, 2006 


Goal 2: Ensure the professional qualifications of licensees. 

Outcome: Qualified licensees. 

Objective 2.1: Issue licenses within three working days of a completed application by 
June 30,2006. 

Measures: Percentage of licenses issued within 3 working days. 

A new tracking system has been implemented. 

Tasks: 1. Review 100 percent of all applications within 7 working days of receipt. 

Note: Foreign graduate applications are not being processed (with a few 
exceptions) because ofthe changes outlined in SB 1913. Upon 
completion ofthe procedures and revision ofthe necessary forms, the 
board will resume this workload. 

Apps. Received: Average Days to Process: 
Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 

Pharmacist (exam applications) 349 237* 114** 12.5 5.9 8.3 
Pharmacist (initiallicensing) 620 290* 110** 4.1 3.4 3.1 
Pharmacy Intern 501 361* 125** 8 10 30 
Pharmacy Technicians 1536 1487* 940** 8 10 14 
Pharmacies 108 65 70 11 15 15 
Non-Resident Pharmacy 14 12 10 9 18 30 
Wholesaler 23 15 12 16 15 30 
Veterinary Drug Retailer 0 0 0 0 0 0 
Designated Representative 138 174 180 6 5 5 
Out-of-State Distributor 19 36 23 19 15 30 
Clinics 11 14 16 13 14 10 
Hypo Needle & Syringe 1 2 6 1 5 10 
Sterile Compounding 25 4 11 2 5 2 

*Denotes information updated to include December 2005 information. 
**Denotes January and February 2006 information available at time of report development. 
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2. 	 Process 100 percent of all deficiency documents within 
3 working days of receipt. 

Average days to process deficiency: 

Ql Q2 Q3 Q4 

Pharmacist (exam applications) 1-3 3 14 

Pharmacist (initial licensing) 1-3 1 2 

Pharmacy Intern 7 7 30 

Pharmacy Technicians 10 7 10 

Pharmacies 4 10 5 
Non-Resident Pharmacy 9 10 6 
Wholesaler 4 5 6 
Veterinary Drug Retailer 0 0 0 
Designated Representative 1 1 1 
Out-of-State Distributor 4 5 6 
Clinics 2 12 3 
Hypo Needle & Syringe 1 1 1 

3. 	 Make a licensing decision within 3 working days after all 
deficiencies are corrected. 

Average days to issue license: 
Ql Q2 Q3 Q4 

Pharmacist (exam applications) 3-5 1 3 
Pharmacist (initial licensing) 3-5 1 2 
Pharmacy Intern 5 5 5 
Pharmacy Technicians 5 5 5 
Pharmacies 3 2 5 
Non-Resident Pharmacy 5 5 5 
Wholesaler 5 5 5 
Veterinary Drug Retailer 0 0 0 
Designated Representative 2 1 1 
Out-of-State Distributor 5 5 5 
Clinics 6 2 1 
Hypo Needle & Syringe 2 1 1 
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4. Issue professional and occupational licenses to those individuals and 
firms that meet minimum requirements. 

Ql Q2 Q3 Q4 
Pharmacist 641 313* 102** 
Pharmacy Intern 454 560* 112** 
Pharmacy Technician 1498 1285* 1172* 
Pharmacies 124 68 101 
Non-Resident Pharmacy 19 9 8 
Wholesaler 15 10 29 
Veterinary Drug Retailer 0 0 0 
Designated Representative 122 121 253 
Out-of-State Distributor 28 10 32 
Clinics 30 9 21 
Hypo Needle & Syringe 3 3 4 
Sterile Compounding 22 13 14 
*Denotes information updated to include December 2005 
information. 
**Denotes January and February 2006 information available at 
time of report development. 

5. Withdrawn licenses to applicants not meeting board requirements. 

Ql Q2 Q3 Q4 
Pharmacy Technician 0 0 6 
Pharmacies 0 0 10 
Non-Resident Pharmacy 6 1 0 
Clinics 0 1 0 
Sterile Compounding 0 0 0 
Designated Representative 23 17 62 
Hypo Needle & Syringe 1 0 2 
Out-of-State Distributor 6 5 2 
Wholesaler 5 2 0 

Objective 2.2: Implement at least 50 changes to improve licensing decisions by June 30, 
2006. 

Measure: Number of implemented changes. 

Tasks: 1. Review Pharmacist Intern Program. 

9104 Governor signed SB 1913 that contained new intern provisions to become 
effective 1/05. 

9104 Licensing Committee recommended changes to 1728 to implement SB 1913. 
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9/04 Licensing Committee recommended a change to 1719 to register interns 
who are enrolled in a school ofpharmacy that has been granted "candidate 
status" by A CP E. 

9/04 Licensing Committee recommended omnibus change to 1726 consistent 
withSB 1913. 

12/04 Revised application and instructions to reflect changes from SB 1913 
effective 1/1/05. 

10/05 Revisions to 1719, 1720, 1726, 1727, and 1728 became effective. 
Regulation changes were necessary to implement SB 1915. 

1/06 Received a request from usc to increase the number ofhours an intern can 
earn for pharmacy related experience outside a pharmacy. 

3/06 Licensing Committee considered a proposal to increase the number of 
hours that an intern can earn outside a pharmacy to 400 hours. The 
committee forwarded the proposal to the board without a recommendation. 

2. Implement changes to the Pharmacy Technician Program. 

1/04 a. Use PTCB as a qualifying method for registration.  Completed. 

1/04 b. Change education qualifications from A.A. degree in health science 
to A.A. degree in Pharmacy Technology. Completed. 

9/04 c. Eliminate clerk-typist from pharmacist supervisory ratio. 
Completed  regulation approved by OAL, change effective 
10/3/04. 

9/04 Enforcement Committee recommended technical changes to the regulatory 
requirements for pharmacy technicians. 

10/04 Board approved the recommendation and will sponsor legislation in 2005. 

3/05 SB 1111 (B&P Committee) was introduced. 

1/06 Pharmacy technician provisions became effective. 

3. Administer a pharmacist licensure exam more than twice a year. 

3/04 Completed  CA applications began taking the NAPLEX and CPJE. 

9/05 849 California applicants have taken the NAPLEX and 799 have taken the 
CPJE since July 1,2005. 

10/05 Released CPJE statistics for 4/1/05  9/30/05. 
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1106 1,114 California applicants have taken the NAPLEX and 1,176 have taken 
the CPJE since July 1,2005. 

4106 Released CPJE statistics for 10/1/05  3/31/06 at the April board meeting. 

4106 1,306 California applicants have taken the NAPLEX and 1,420 have taken 
the CPJE since July 1,2005. 

4. Assist applicants in preparing to take the California pharmacist 
licensure examination by developing (or fostering the development of) 
educational programs and information on how to prepare for the 
pharmacist exam and by requesting that outside agencies (schools of 
pharmacy and private educational organizations) develop exam 
workshops that prepare applicants for the California Pharmacist 
Exam. 

10105 Contacted by instructors for potential new exam review course. 

10105 The board approved the use ofthe new content outline for the California 
Pharmacist Jurisprudence Examination (CPJE) given on or after April 1, 
2006. 

12105 The board posted the updated Content Outline on the Web site. 

1106 Candidates notified through an updated letter sent when they become 
eligible to take the CP JE informing ofthem ofthe change in content outline 
and effective date ofthe change. The board has also notified by letter the 
candidates that were made eligible prior to January 2006, but have not yet 
taken their CP JE examination. 

2106 Supervising Inspector Dennis Ming and Exam Analyst Debbie Anderson 
provided law and examination information to 80 Western Pharmacy School 
students. 

2106 Supervising Inspector Robert Ratcliff provided information about pharmacy 
law to 125 students at USCF. 

3106 Board Member Ruth Conroy spoke to 50 Touro University pharmacy 
students on board legislative issues as preparation for their Legislative 
Day. 

4106 Supervising Inspector Dennis Ming presented law review information to 
UCSF's 4th year students. 

4106 The revised CPJE Handbook was posted on the board's Web site. The 
revised handbook includes a sample CP JE test. The sample CP JE test was 
also posted on the Web site separately. An email was sent to the board's 
subscriber list notifYing subscribers ofthe update. 
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5/06 	 Exam Analyst Debbie Anderson will provide information about examination 
application to Loma Linda University. 

5. 	 Develop statutory language to give the Board of Pharmacy the 
authority to grant waivers for innovative, technological and other 
practices to enhance the practice of pharmacy and patient care that 
would have oversight by an independent reviewing body during the 
study. 

6. 	 Continuously review and develop written exams to ensure they fairly 
and effectively test the knowledge, skills and abilities of importance to 
the practice of pharmacy in California. 

8/04 Competency Committee met for two days and developed questions as well 
as the job analysis. 

9/04 Competency Committee met for two days and developed questions. 

9/04 Reported that board will recruit for new competency committee members in 
its next newsletter (scheduled for November). 

10/04 Competency Committee met for two days and developed questions. 

11/04 Job analysis will be released. 

12/04 Job analysis released to 3,000 pharmacists. 

1/05 Competency Committee met for two days and developed questions. 

2/05 Competency Committee met for two days and developed questions. 

4/05 Competency Committee met for two days and developed questions. 

8/05 Competency Committee met for two days and developed questions as well 
as developed the updated Content Outline as a result ofthe job analysis. 

9/05 	 Competency Committee met for two days and developed questions and 
reviewed the final draft ofthe Content Outline developed at the August 
Retreat. Committee forwarded Content Outline to the board for approval. 

10/05 Competency Committee met for two days and developed questions. 

10/05 Board approved new Content Outline for use beginning Aprill, 2006. 

12/05 New Content Outline placed on the Web site. 

1/06 Competency Committee met for two days and developed questions. 


3/06 Competency Committee met for two days and developed questions. 


4/06 Competency Committee met for two days and developed questions. 
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7. 	 Implement the sterile compounding pharmacy licensing requirements 
by July 1,2003. 

6/04 	 Completed 

9/04 	 OAL approved the sterile compounding regulations and will become 

effective 10129104. The clean room requirements will take effect 7/1/05. 


9/04 	 Reported that 13 sterile compounding licensed have been issued since July 
1,2004. 

1/05 	 Reported that 29 sterile compounding licenses have been issued since July 
1,2004. 

6/05 	 Reported that 56 sterile compounding licenses have been issued since July 
1,2004. 

9/05 	 Reported that 24 sterile compounding licenses have been issued since July 
1,2005. 

1/06 	 Reported that 35 sterile compounding licenses have been issued since July 
1,2005. 

3/06 	 ACHC and CHAP submitted requests for re-approval as accreditation 

agencies for pharmacies that compound sterile injectable drug products. 

Committee recommended board approval. 


3/06 	 Committee proposed a new regulation to define the application process and 
criteria for approvals ofan accreditation agency. 

4/06 	 Reported that 47 sterile compounding licenses have been issued since July 
1,2005. 

8. Issue temporary permits whenever change of ownership occurs. 

9/05 	 r t Quarter - 28 temporary permits issued. 

1/06 	 2nd Quarter - 13 temporary permits issued. 

4/06 	 3rd Quarter - 34 temporary permits issued. 

9. 	 Establish means for licensee to renew permits on line. 

8/04 Submitted Applicant Tracking System (ATS) report to the department. 

11/04 Met with the department to discuss conversion to ATS and department 
prioritization. 

8/05 Executive Officer participating as sponsor ofiLicensing. 
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8105 Staffbegin working with programmers to define business processes for ATS 
system. Participate in bi-weekly meetings with programmer detailing 
business requirements. 

9105 Staffcontinue bi-weekly meetings with programmer detailing business 
requirements. 

9/05 Staffattend demonstrations for iLicensing software and programs to allow 
for on-line renewal and applications. 

10105 Staffcomplete definition ofbusiness process and cashiering procedures 
with programmer for ATS 

10105 Staffattend demonstrations for iLicensing software and programs to allow 
for on-line renewal and applications. 

11105 iLicensing FSR submitted to Department ofFinance. 

12105 iLicensing FSR approved. 

3106 Spring Finance letter approved - project to begin 7/06. 

10. Implement Changes to Facilities Licensure Requirements 

9/04 Governor signed SB 1913 that included application requirements for all 
applicants. 

9/04 Governor signed SB 1307 and AB 2682 to clarifo the licensure ofwholesale 
and non-resident wholesale facilities. 

9/04 Staffwith legal counsel reviewed application process for wholesalers and 
non-resident wholesalers. 

1/05 New application forms are available for nonresident wholesalers. 

1105 New application forms are available for wholesalers. 

2105 Initiate review ofclinic application requirements. 

3105 Initiate review ofcommunity pharmacy application requirements. 

3/05 Initiate implementation ofthe surety bond requirement. 

6105 Submitted proposed change to clinic application requirement. 

8105 Staffcomplete draft forms to implement surety bond requirements for 
wholesalers and out ofstate distributors. 
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9/05 Staffbegin working with consultant to modify existing system to 
accommodate changes in wholesaler and out ofstate distributor 
requirements. 

9/05 Initiate review ofpharmacy application requirements. 

9/05 Initiate review oflicensed sterile compounding application requirements. 

10/05 Staffrevise surety bondform. Form submitted to the Office ofthe Attorney 
General for approval. 

10/05 Article published in The Script detailing surety bond requirements. 

12/05 Letters sent to wholesalers and out ofstate distributors notifying them bond 
requirements. 

12/05 Programming begins on changes for the surety bond requirement. 

3/06 Testing begins on programming changes. 

4/06 Partial implementation ofprogramming changes. 

11. Review the Ownership of Pharmacies 

7/04 Counsel provided guidance on applicants who have prescriber spouses 
and/or a prescriber who shares afinancial interest. 

3/06 Project to be completed by 12/06. 

12. Review the law regarding candidates who fail the pharmacist licensure 
exam 4 times or more who are required to take an additional 16 units of 
pharmacy education. 

7/04 Draft report provided to the board. 

9/04 Governor signed SB 1913 to extend statutory provision to the board's next 
Sunset review date (2007). 

9/04 Licensing Committee recommended omnibus regulation change to update 
section 1725 regarding acceptable pharmacy courseworkfor these 
candidates. 

12/04 Report provided to the Legislature. 

13. Evaluate application requirements for all licenses. 

9/04 Governor signed SB 1913 that gives the board clear authority to request 
information needed to evaluate the qualifications ofany applicant. 
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9104 Licensing Committee recommended regulation changes to implement SB 
1913 related to application process for the pharmacist licensure exam 
(1720). 

9104 Licensing Committee recommended a legislative change to eliminate the 
rules ofprofessional conduct required with each application. 

9104 Licensing Committee recommended omnibus legislative changes to 
Business and Professions Code 4053, 4127.5, 4205, 4206 and 4400. 

9104 Licensing Committee recommended changes to 1706.2 to require an 
eligible applicant to take the licensure exam within 1year and obtain a 
license within 1 year ofpassing the exams. 

9104 Licensing Committee recommended a change to 1719 that authorizes an 
applicant to sit for the pharmacist licensure exam who has graduated from 
a pharmacy school granted "candidate" status by ACPE. 

10104 Board approved statutory proposal to eliminate the rules ofprofessional 
conducted required for each application and omnibus changes to Business 
and Professions Code 4053,4127.5,4205,4206 and 4400. 

12104 Revised application and instructions to reflect changes from SB 1913 
effective 111105. 

3105 SB 1111 (B&P) introduced that contains statutory changes to eliminate 
"Rules ofProfessional Conduct. " 

9105 SB 1111 passed. 

10105 Regulation changes to 1706.2 and 1719 became effective. 

1106 Eliminated Rules ofProfessional Conduct. 

14. Review the law regarding the educational requirements of graduates 
from foreign pharmacy schools. 

9104 Governor signed SB 1913 that requires a foreign pharmacy school 
graduate to be certified by the Foreign Pharmacy Graduate Examination 
Committee. 

9104 Licensing Committee recommended that board amend its regulation to 
eliminate the foreign graduate evaluation application process and fee. 

9104 Sent a letter to all pending foreign graduates advising oflaw change and 
suspending application process. 

12104 Sent letter to all foreign graduate exam applicants not certified about 
revised exam eligibility status. 
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10/05 Regulation change to 1720.1 became effective. 
necessary to implementation ofSB 1913. 

Regulation change 

3/06 Report that NABPIFGPEC will be using a contractor to evaluate 
transcripts with the goal ofimproving the process. 

15. Review the law regarding continuing education (CE) requirements for 
pharmacists. 

7/04 Board approved recommendations from the Pharmacy Foundation of 
California to update the CE statute and regulation. 

9/04 Licensing Committee recommended changes to the CE statute to relocate 
from regulation the 30-hour requirement, to exempt all newly licensed 
pharmacist from CE requirements for two years and to renew the 
pharmacists license as "inactive" when a pharmacist fails to certify their 
CE credits. 

9/04 Licensing Committee recommended revisions to the CE regulations. 

10/04 Board approved recommended statutory and regulatory revisions to CE 
requirements. 

1/05 SB 1111 (B&P) introduced that contains CE provision. 

6/05 Reviewed the Pharmacist Self-Assessment Mechanism (PSAM) available 
from the National Association ofBoards ofPharmacy (NABP) and 
determine options for pharmacists to obtain CE for completing the 
assessment. Determined what other competency assessments that available. 

9/05 Licensing Committee recommended 6 hours ofCE for completing PSAM. 

10/05 Revised CE regulations became effective. 

10/05 Board approved 6 hours ofCE for the completion ofPSAM. 

1/06 Implementation ofnew CE provision regarding renewals ofinactive 
pharmacists' license for failure to verify CE. 

1/06 Article in newsletter detailing changes in CE requirements. 

2/06 Request submitted to department to make changes to CAS system to 
automate process. 

4/06 Web site updated to reflect regulation changes for petitions of non
recognized providers as well as CE requirements for newly licensed 
pharmacists. 

16. Review the license of city and county jails and juvenile facilities. 
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8/04 Staffmet with Board ofCorrections to discuss the dispensing process at 
these facilities and the regulatory structure, which have no effect oflaw. 

17. Review the certification process for foreign graduates that was 
implemented 1/05 and the Test of Spoken English (TSE requirement). 

3/05 Licensing Committee discussed the certification process and TSE 
requirement. Requested TSE presentation at future board meeting. 

18. Implement a temporary permit for a sterile compounding pharmacy. 

9/05 Submitted proposed statutory changes to Licensing Committee. Licensing 
Committee recommended board approval. 

10/05 Board approved statutory proposal. 

1/06 Submitted to B&P Committee as omnibus provision. 

19. Review the license of pharmacies in correctional facilities. 

7/05 Staffmet with the Department ofCorrections to discuss the distributions 
and dispensing process at thesefacilities and the regulatory structure of 
Pharmacy Law. 

11/05 Received request from Department ofCorrections. 

20. Review the licensure requirements for clinics. 

3/05 Proposal submitted to update the license requirements for clinics. 

6/05 Licensing Committee recommended approval ofstatutory changes. 

7/05 Board approved statutory changes to clinic requirements. 

12/05 Met with representatives from the UC System regarding the license and 
distribution requirement. 

1/06 Submitted to B&P Committee as omnibus provision. 

21. Review the request from University of Touro School of Pharmacy to be 
board recognized. 

9/05 Licensing Committee recommended approval to recognize University of 
Touro School ofPharmacy. 

10/05 Board recognized the University ofTouro School ofPharmacy. 

22. Participate in the Accreditation Council for Pharmacy Education 
(ACPE) evaluation of California schools of pharmacy. 
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1105 Board Member Ruth Conroy participated in the ACPE review ofLoma 
Linda University School ofPharmacy. 

2105 Board Member Ken Schell participated in the ACPE review ofue San 
Diego School ofPharmacy. 

4105 Board Member Dave Fong participated in the ACPE pre-candidate review 
ofUniversity ofTouro. 

1106 Board Member Stan Goldenberg participated in the ACPE review of 
Western University. 

1106 Former Board Member Darlene Fujimoto participated in the ACPE review 
of uc San Diego. 

23. Review the license requirements and drug distribution for clinics within 
the University of California. 

12105 Met with representatives to discuss current requirements and the UC system 
drug distribution process. 
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Objective 2.3: Evaluate five emerging public policy initiatives affecting pharmacists' care 
or public safety by June 30, 2006. 

Measure: Number of public policy initiatives evaluated. 

Tasks: 1. Explore the need to regulate pharmacy benefit managers. 

10103 Board concluded not to regulate PBMs. 

9104 Governor vetoed AB 1960 which would have required the regulation of 
PBMs by the Department ofManaged Health Care. 

1105 AB 78 introduced to define PMBs and require specified disclosures to 
purchases. 

9105 Governor vetoed AB 78. 

2. Explore the need to regulate drugs labeled for "veterinary use only." 

9103 SB 175 was introduced and signed (Chaptered 250, Statutes 2003). 

1104 Completed. 

3. Explore the importation of drugs from foreign countries. 

7104 Discussed at July Board meeting. 

9104 Discussed at September Enforcement Committee meeting. 

9104 Governor vetoed SB 1449 which would have required the board to approve 
Web sites for Canadian pharmacies. 

10104 Discussed at October board meeting. 

12104 Discussed at December Enforcement Committee meeting. 

12/04 HHS released its report ofthe Task Force on Drug Importation. 

1105 Discussed at January board meeting. 

3/05 Discussed at March Enforcement Committee Meeting. 

4105 Discussed at April board meeting. 

6/05 Discussed at June Enforcement Committee Meeting. 

7/05 Discussed at July board meeting. 

9/05 Discussed at September Enforcement Committee Meeting. 

14 



10105 Discussed at October board meeting. 

12105 Discussed at December Enforcement Committee Meeting. 

4. Develop language and pursue a regulation change to allow the central 
fill of medication orders for inpatient hospital pharmacies. 

9104 OAL approved regulation change and will take effect 10/22. 

10104 Completed. 

5. Establish a workgroup with DHS-State Food and Drug on pharmacy 
compounding 

9104 Held third meeting ofworkgroup on compounding  proposed draft concept 
on general compounding. 

12104 Heldfourth meeting ofworkgroup on compounding  recommending 
statutory proposal. 

12104 Licensing Committee recommended approval ofstatutory proposal to define 
general compounding and regulatory parameters. 

1/05 Board approved general compounding proposal. 

2105 AB 595 was introduced and sponsored by the board. 

8105 AB 595 opposed by DHS negotiating amendments. 

12105 AB 595 still pending. 

3106 AB 595 still pending. 

6. Approve a statewide protocol for emergency contraception (ec) to permit 
pharmacists to furnish ec pursuant SB 490 (Chapter 651, Statutes of 2003.) 

7104 Protocol on Web site. 

7104 Board approved regulation on protocol. 

9104 Regulation submitted to OAL for approval. 

11104 OAL approved regulation, which became effective 12/04. 

11104 Completed. 
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7. Establish a regulatory structure to authorize the dispensing of drugs by 
veterinarian schools. 

9/04 Governor signed SB 1913 that provides authority. 

8. Consider a waiver pursuant to CCR, Title 16, Section 1706.5 from 
Cedars-Sinai Medical Center (CSMC) to conduct a study with UCSF, 
School of Pharmacy to determine the impact of using technician check 
technicians to fill unit dose cassettes on patient care. 

4/04 Board approved waiver for two years. 

7/05 CSMC presented preliminary results ofthe study. 

3/06 CSMCIUCSF requested extension ofwaiver until 12131106. Licensing 
Committee recommended board approval. 

9. Development of Proposal for Pharmacist Performing DUR, Medication 
Therapy Management, Pharmacist Call Centers and Central Processing of 
Prescriptions for CA patients. 

12/04 Licensing Committee discussed concepts related to proposal. 

3/05 Licensing Committee discussed draft and proposal. 

6/05 Licensing Committee discussed draft and proposal. 

9/05 Licensing Committee discussed draft and proposal. 

12/05 Licensing Committee recommended statutory amendments to update the 
definition ofpharmacy practice by a pharmacist, a pharmacy and non
resident pharmacy. 

2/06 Board approved recommended statute changes. 

3/06 AB 2408 was introduced. 
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Objective 2.4: 

Measure: 

Cashier 100 percent of all application and renewal fees within two working 
days of receipt by June 30, 2006. 

Percentage of cashiered application and renewal fees within 2 working days. 

Tasks: 

9/05 

1/06 

4/06 

9/03 

8/04 

10/04 

9/05 

10/05 

1/06 

4/06 

1. Cashier application fees. 

1st Quarter  The average processing time for processing new application 
fees is 2-3 working days. 

2nd Quarter  The average processing time for processing new application 
fees is 2-3 working days. 

3rd Quarter  The average processing time for processing new application 
fees is 2-3 working days. 

2. Cashier renewal fees. 

The board lost its renewal cashier in October 2001 and has been 
unsuccessful in obtaining a freeze waiver to fill this position. The average 
processing time for processing renewal fees in house is 10 days. 

Held interviews for renewal cashier because hiring freeze was lifted. 

Filled vacancy for renewal cashier. 

Ft Quarter - Average processing time for central cashiering is 2-3 weeks. 

Staffattended a user group meeting and discussed concern about 
processing time for central cashiering. 

2nd Quarter - Average processing time for central cashiering is 2-3 weeks. 

3rd Quarter - Average processing time for central cashiering is 2-3 weeks. 

Objective 2.5: 

Measure: 

Respond to 95 percent of all requests for - of licensing information within 5 
working days by June 30, 2006. 

Percentage response for verifying licensing information within 5 working 
days. 

Tasks: 

9/05 

1/06 

1. Respond to requests for licensing verification. 

Ft Quarter  Processed 157 license verifications. 
(Updated to reflect statistics based on the fees collected) 

2nd Quarter  Processed 221 license verifications. 
(Updated to include December 2005.) 
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4/06 3rd Quarter  Processed 116 license verifications .. 
(January and February 2006 information available at time ofreport.) 

Objective 2.6: 

Measure: 

Update 100 percent of all information changes to licensing records within 5 
working days by June 30, 2005. 

Percentage of licensing records changes within 5 working days 

Tasks: 

9/05 

1/06 

4/06 

9/05 

1/06 

4/06 

9/05 

1/06 

4/06 

9/05 

1/06 

1. Make address and name changes. 

Ft Quarter  Processed 1,241 address changes. 

2nd Quarter  Processed 1,525 address changes. 

3rd Quarter  Processed 1, 749 address changes. 

2. Process discontinuance of businesses forms and related components. 

Ft Quarter  Processed 31 discontinuance- ofbusiness forms. Processing 
time is 30 days. 

2nd Quarter  Processed 31 discontinuance- ofbusiness forms. Processing 
time is 30 days. 

3rd Quarter  Processed 58 discontinuance- ofbusiness forms. Processing 
time is 40 days. 

3. Process changes in pharmacist-in-charge and exemptee-in-charge. 

Ft Quarter  Processed 291 pharmacist-in-charge changes. Average 
processing time is 14days. Processed 4 exemptee-in-charge changes. The 
average processing time is 5 days. 

2nd Quarter  Processed 339 pharmacist-in-charge changes. Average 
processing time is 14 days. Processed 21 exemptee-in-charge changes. 
The average processing time is 5 days. 

3rd Quarter  Processed 202 pharmacist-in-charge changes. Average 
processing time is 14 days. Processed 23 exemptee-in-charge changes. 
The average processing time is 7 days. 

4. Process off-site storage applications. 

Processed 14 off-site storage applications. 

Processed 20 off-site storage initial applications and 5 reissued off-sites 
storage applications. 
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4/06 Processed 24 off-site storage initial applications and 5 reissued off-sites 
storage applications. 

5. Process change-of-permit applications. 

9/05 Ft Quarter  Processed 119 applications. Average processing time is 30 
days. 

1/06 2nd Quarter  Processed 146 applications. Average processing time is 30 
days. 

4/06 3rd Quarter  Processed 126 applications. Average processing time is 35 
days. 
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