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Request from the Accreditation Commission for Health Care, Inc. (ACHC) and the Community Health 
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AGENDA ITEM! 




State of California 	 Department of Consumer Affairs 

Memorandum 
To: 	 Licensing Committee Date: March 9, 2006 

From: 	 Patricia Harris ~ 
Executive Officer 

Subj ect: 	 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 phannacy 
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 pharmacy. 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 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 ). 

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. 

16 CCR § 1 728 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 ofpharmacy practice experience that meets the following 
requirements: 

(A) A minimum of 900 hours of pharmacy practice experience obtained in a 
pharmacy. 
(B) A maximum of 600 hours ofpharmacy 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. 



(D) Phannacy practice experience that satisfies the requirements for both introductory 
and advanced phannacy practice experiences established by the Accreditation 
Council for Phannacy 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 ojpharmacy practice experience obtained in a 
pharmacy. 
(B) A maximum of 600 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 RESOL VED/RECOMMENDED 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 the 600 hours allocated to pharm,acy 
school experiential programming for the purposes of gaining experience in new pbarnla.cy 
practice related areas such as and not lim:ited to industrial pharmacy and managed care. 

http:pbarnla.cy


T.HERE'FORE LET IT FURTHER BE RESOLVEDfRE(~OMM'ENDED as a modification 
of Title 16, Calif. Code (~f' Regu.lations, Section 1718lall1J1A;"DJ that presently reads as 
follows: 

(a) 	 Prior to _receiving authorization from tlte board to take the pharmacist 
licensure examinlltions required by section 4200 of the Business and 
Professions Code, llpplicants shall submit to the board the following: 

(1) 	 Proof of 1500 hours ofpltarmacy practice experience that meets 
the follo'wing requirements: 

(A) 	 A millimum of 900 /tours of pharmacy practice 
experience obtained ill a pharmacy. 

(B) 	 A maximum of 600 hours of pharmacy practice 
experience may be granted at tire discretion of the 
boardfor other experience substantially related to the 
practice ofp!Ulrmacy. 

(C) 	 Experience in both community pharmacy and 
institutional phllrmacy practice settings. 

(D) 	 Phllrmacy practice experience thllt satisfies the 
requirements for both introductory and advanced 
pharmacy practice experiences established by the 
Accreditation Council for Pharmacy Blluclltion. 

TIIAT THE l\10Dn~'ICATION O:F Title 16. Calif. Code of Regulations, Section 
1718/(Il/lUA-DI H.E AS FOLLOWS: 

(a) 	 Pri()r t() receiving aut/torizatioll from the board to take the pharmacist 
licensure examillatiolls required by section 4200 of the Business and 
Profession,)' Code, applicants shall submit to the board the following: 

(1) 	 Proof l~l1500 hours ofpharl1uu:.v practice experience tltat meets 
the following requirements: 
(A) A minimum {~f 500 JUJU,.s of' plUlrmacv practice experience 

must be obtained in community and institutional plulrmacv 
practice settings .. 

(B) A maximum (~f 1000 hours of' I1ltarmacv..related practice 
experience must be obtained under the su()el1'isiolt of' a 
pharmacist. This.1 000 hours maF iTtl'ob'e, but is not limited 
to tlte attainment of pharmacv-re[ated practice experience in 
a communitv pharmacv, au institutional pha1'lnacv setting, a 
managed care organization, and a "harmacelltical industrial 
setting. 17w 1000 !tOIl1"S shall include the current 600 hours 
that is grelltted [PI' pharmllcv school l!xp(~rielltilll 

programming. aud tile additional 400 hours for other 
pharmacist supervised pharmacy-telatell experiences. 

(C) Pharmacy practice experience that sati.~1ies the requirements 
for both introductolY tl1ul- advanced pharmacy practice 
experiences established by the Accreditation C()uncil for 
Pharmacy Education. ­



> 

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) 

~ g -NOA Rx Intern Job Description 2-2006.doc 

- NOA Intern Correlation CPJE Exam Content.doc 

mailto:Harris@dca.ca.gov
mailto:Patricia
mailto:Harris@dca.ca.gov
http:www.noainc.com


Job Description 


Position: Pharmacist Intern FLSA Status: Exempt - Part Time 

Department: Clinical' Location: San Rafael 

Reports to: Kimberly Bardel Whitlock, Pharm.D. Date: 2/17/2006 

CA lie. 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 summaries of articles in the medica11iterature, 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 Compendial 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 members 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 ofvarlous 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 luulti-task are essential. 

Required Experience and Education 

Enrolled in a Doctor ofPharmacy program at accredited School of Pharmacy; valid California 
Pharmacist Intern license. 

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 (Le. 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 



3/15/2006 

patient/patient'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 patient/patient'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 patient/patient's representative 
regarding prescription medication 
5. Counsel patient/patient's representative 
regarding non-drug therapy 
6. Counsel patient/patient'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 ani3lysis. 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 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 
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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 
premedicatiohs, 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 CA-NCER:FEMALE HIGH-RISK ASSESSMENT J 

- -- f 	 I II 	 ~1

[ Diagnostic Work-Up 

HIqh-RfsIr/lma$tAssessmenl 
Mammogram 
Obtain famDy history and assess the need for and the appropriateness of 
geneticCXltJnselingltes1fng. 
Assess pallent for overaR risk acccnling to the GaB Model fur Risk 
Assessmenl RIsk factors indude the fonawfng. Refer to the Net website for 
furtherlnfoonatJan. 

- C1.IITWltage 
- age at menarche 
- ageatfilstRvebirth 
- number or previous bn!ast biopsies 
- prese!lca of atypical hypeq>1asia 
- numbercfflrstdegn!!erelaHves 

History and physical.""", 

emerging Issues: 
• NIpple aspirale and ductal lavage for purposes ofrisk stratification 1I!maln 

IIMlISfIg_altbIstlm. 
• 	MRJ breltstsaetNJ/ng may be used In very high risk pa1ienls such as 

BRCA-1 and -2 mutation carriers uri women tIrith YeJY dense bn!ast$ as 
smal studies have shown Jt to be mora sensitive than mammography. 

I [ Staging 

HIgtJ..Rl$k Breast Assassmem 
No cfmgnosis ofcancerbutstrDng 
famiy history or BRCA-11 BRCA-2 
positive 

I Risk Reduction Intervention 

H1qh-Ris.k BlustAssessment 
Fo<-pallenlswithBRCA-1 andlar-2muta1fonsccnsider. 	

Ufest)iamodification
Tamoxifen 20 mg PO CO x 5 years after discussJon of 
pros and cons 
CUnica! trias - PJease referto the followtng website for 
avaUabie cfinical triafs: hHp:llcancerbials.nci.nlh.govl 

I I Initial Treatment 

H1tJh..RlskBraast~ent 
Appropriate genetic testing and counse&ng 	
Discuss pres and cons of prophylactic mastectomy andtor 	
prophylaClfc oophorectomy 	
Cli1icaftrials in cancerprevention~Please ntfertothe 
fullowlng webshe: hI1p1/cancertrlels.ncI.nlh.govf 

I I Adjuvant Treatment 

Hiqh-Ri!1r BreastAssessment 

NotAppUcabie 

I Monitoring/Follow

H"l(Jh-Rlsk Bn!¥fAssessment
HIstory & phys1ca10><lJl1l0V8ry6-12monlhs 
Annual mammogram ifprophytadic mastectomy not
chosen 
Monitor for ovarian canco< ~ prophytaClfc 
oophorectomy not chosen. This typIcaUy Includes the
fuUowIng every 6-12 months: 

- Transvaglnalurtrasound 
- CA-125 

Ememlnqlssue 
MRi bn!_"""",nlng m.ybe used In very h/glt risk 
patients such as SRCA-1 and~2 mutation C21"J'fer'$ 
and women with wary dedse bruasB.. smallstudies 
have shown If tD be moRl' sensl6ve than 
mammography. Some cllttlchM may do this 
procedure annually ormqaltemate enu)' 6-12 
month$ the MRI with the marnmogr.un • 

-Up· 

	

First and Subsequent 
Recurrent/Refractory Treatment 

HIgh-RJsk Breast As$essment 

Not Applicable

ExpertPanet 
DebuTripalhy. MD: 0_. Koman Cen.... forBreastCancerResearch UnivatshyolTexas Southwestem MedIcal CenIe,atOaUes 
Marilyn leitch. MO: Universfty ofTexas Southwestern Medfcal Centerat Dallas 
Uncia Bosserman. Me Wilshire Oncoklgy Medical Group In Rancho Cucamonga, CA 

Tl'MVI.D2005RNALupdattllJon7n1105- upIoadedon711B12OO5 Thasa gukieflnes .... governed by the Treatment Guidelines Terms of Use found at"ftl1lW\'l'.noalne em! <hdrr:!lwwwnoaim: coml> and may not be reproduced In any fonn without the prior; expres. wrfttan permission of ~OA.. C 2005 National Oncotogy Alliance. Inc. All RIghts Reserved 

http:marnmogr.un


BREAST CANCER, FEMALE Stage 0 

C -~rn;~~~- I~~_.] r-:-RiSk Reduction Intervention 1 I Initial Treatment 

~ 
To make the dlagnosls obtain the following: 
.. bilateral mwnmography 
.. blopsyaf/eslon(cont,fncisJonalDr"sxcisional) 

Inttfal work up consists of the following: 
Review pa1hology results 
ObtaIn famUy history and assess the need (orand the appropriateness of genetIc
eounselingltesting 
A$s8$S patient fur avetall risk according to the Gaif Model for Risk Assessment. 
RIsk factors Include iIIe following. Refer 10 1I1e NCI webslls forfurlherlnfcnnallon. 

.. aurent age 


.. ageatmenan:he 


.. agaatfustlivebirth 


.. number of pmvious breast 

biopsies 

.. presence of atypical hyperplasia 


.. numberoffi"stdegreerelatives 

HIs10ry and physical ....m 

Em"'1llnglssues: 
.. Nipple asplrate and ductal lavage for purposes ofrisk stratification 

remain lmest1ga1Ional at this 6_ 

~ 
To make 1I1e diagnosis obtain iIIe fonawlng: 
• biateral mammography 
• biopsy of lesion (core, Inclsional or excisionsl) 

Initial wall< up cons .... of !he following: 
• RO'IIewpa1l101ogyresulls 

ObtaIn family history and assess the need fer and the appropriateness ofgenetic 
coonslllfng/lesllng 

Assess pOIlant lor overan risk acconllng 10 1I1e GaR Model for Rls1t Assessment. 

Risk factors Include the folfowii1g. Referm the NCI websfta forfurtherinforrnatfon. 

• curmntage 
• age at menarche 
• agaatflrslllveblrlh 
• 	numberofJll1'Vlousb",ast 


bIopsl.. 

.. presern;eafatypicalhypelptasla 

.. number cffirst degree relatives 


HIs10ry and physfcalexam 


Stage O:lClS­
5yrsulViva~ 98% 

T",NO,MO 
(25% chance of developlng an invasive 
cancer in either breast wifhln 25 years) 

Hi: carcinoma In situ: Intraductal carcinoma. 
IobuJar carcinoma in situ. or Paget's 
disease of the nipple wtth no aSSociated 
lumer mll!lS 

NO: No regbnallymph node metastasis 
MO;Nodistantmetastasfs 

~: 
SyrsulVivat98% 

TIs,NO,MO 

Tis: 	 carcinoma In situ; Intraductal 
cardnoma, tabular carclnoma In 
situ, or Paget's disease of lhe 
nipple wiIh no assoclaled lumar 
mII!IS 

NO: 	 No I1!glonallyrnph node 
me_ 


MO: No dlstanl metastasis 


Staoe0: lClS: 
Consider IifustyIe modification 
Coosidertamoxifen 20 mg PO CO x 5 years after 
dIscussion of pros and mIlS 
Clinical trials - Please refer 10 the following webslls for 
avaIlabledlnlcaltrials: hHp:l/cancer1rlafs.nclnlh.govl 

S1age~IS 

Considerlifustylernodificatlon 
ConsUlerTamoxifen 2Il mg PO 00 x 5 yeBIS after 
discussionofprosandcons 
CIlnfcallrials - Please refer'" iIIe following webslls for 
aYaJ1abTe Dmical1rials: http-Jlcancertriats.rid.nlh.gov/ 

~ 
Patients may be considered for: 

Ctose surveUiance is strongly JBcommended 
Bilateral Simple mastedomy/reconstructJon (consider 
In women wllh a strong family hfslnry) 
Clinical trials In cancer prevention - Please refer to 1110 
foDowing webslle: htIp:1lcancertriafs.nctnlh.govl 

~ 
Patients may be considered fer mastedDmy orwide excision. The 
tmatment dloice depends upon tumorcharaderistfcs and the patient's 
dasJre forbroast preseJVation. TheSUJ'VivaJ benefit is equivalentfur1he 
following options Wille OCIS can be completely resected: 

Extislon alone with wide negarive margins (ldeany~ 1em) for 
smal, """gradelurnor.; 
Specimen rad1ogr.Jphs should be done to ensure removal 
ofdensity .nrJlor ca/clffc.tlons 
Excision wfth negatfve margins plus radlatkln for high grade 
IuI!lOlS 
Simple masloclany which may be foBowed by Immedfale or 
delayed~cIIon 
Clinical triat! ~ PlaMe raf8ftn -the following website for 
avaIIabia clinical trials: hltp:1/cancertrials.nclnih.gov/ 

Notes; 
• AxlHary node dlssecllon Is ganerany not indicated for OCIS 
• 	 When a mastuctomy Is done. SLND should be str.ongly 

CDnsldeted liS invasive disease may be found In the 
mastuctomy final pathology ."'"... /ffhe breast has been 
removed. SLND cannot be performed and ALND would be 
ruquln>d fbi' axil",,'!' staging. 

.. IfbrNst COIlS8I'Vlng SUf!1e'Y /$ performed farhigh risk 
oas, SLND may be tiona, 

Note: After excisfon ofmammographlcally detected DCIS with 
m/c::roealclt'icatlons. obtain a foRaw-up mammogr.¥tl ifbrBast 
pmservaIIonchosen. 

I 
I I Adjuvant Treatment II Recu~:~~~~r;~!S;~r:~~ment 
~ ~ 
None 	 If patiant develops: local or Invasive (ftsease, restage and treat 

accordIng to stage. 

Stage 0 - DeIS 
Radiation depending on grade, size and 
margins 
Tamoden 20 mg PO CO x 5 years in 
honnon...",.,.,ptorposIIMr pallen1s who 
have undergone breast """'""'""g 
surgeryandradl:dIon 
The efflcaeyaftamo>dfen without 
nldIatfonln"",ventlnglocai 
recurrence has not been estabRshed 

~ 
The options for recurrent disease therapy include: 

.. Re-excision folfowed by radiatlon (if no prior 
redlallon) 

Simple masloclany which may be followed by 

immadlate or delayed recons1ruc:ticn 
If patient has invasive disease, _ and beat 

accordJng to stage 

IC-M~~/F~~=U~~ 
~ 
• HIstoI)'&physfcalexamevery6-12months 

Annual mammogram 
Patients receiving tamo.xtfen should have a yearly 
gynea:>fogfc exam [If no prior hysIe/Vdomy) and should 
be carefuDy questione!l regartflng vagkial discharge or 
bleeding. 

StaneO-OClS 

HIstoI)' & Physical Exam every 6 months 

MarnmOQT3Phyevery Smooths" 1 year then annually 

lhlll1!after 

Patlenlsroc:eivlng_ should have. year1y 
gynecologic exam (if no prior hysIerectomy) and should 
be carefuly questioned regartflng vaginal _arge or 
bleeding. 

TTMvt.D2fXI5F1NAl.updatlldon7/11105. upIoadedon71l8f2D05 These guidelines are governed by th.Treatment Guidelines Terms of Use found at __.noamc com <hrtp;nv.,.rw~cabc coml> and may not be reproduced In anyform without the prior, express wrftten penn_Jon of NOA. C 2005 National Oncology Alliance. Inc. All RIghts Reserved 
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BREAST CANCER, FEMALE Stage I I 
r===oi~;ti~W~~I<~up -I 1 Staging -I Initial Treatment ,-- - -------- Adjuvant Treatment Monitoring/Follow-Up 
~ ~~ 
ToMake1heOlagnosfs: ~: 	 li!!!!l!!lTmatment appmach depends upon tumorchmaderisties. braastsize and patient's AI! "nnm < 1 em inderumdant of othRrmdprJ; 
.. bilateral mammogrephy desif8 to pmsetVe 1he breast. Assessment af&Jdl1ary lymph node status for fNota~ there have npt been adegua1ety slmd §tUdiM in this pooulatlon ofpatiMts 10 suoport SMdflc !tVidenc&-ba$8d treatment recommendations) • HlstmylPhysfcal Exam5y;survivat:90% 

n,NO,MO• biopsy of lesIOn (a>re, ' ..,{srona! or excisionaQ 	 - everySmonlhs years 1-3 after prtmary 1henrpy, then every 6-12 months• No Treatmenl 
node dlssscfirm.lfstND Is unaval1ilble. an axilJary lymph node crlS'Set:6on may .. FcUow trea1ment recommendations below based uJXln honncne receptorstalus. menopausaJ status, and other paUentspecific factDts 
dInkaIJy nod. negafille palients k ",commendedby...,. o£.sentlnellymph 

yeatS4-5.1hen annually thereafter 

Initial Woric-up Cnnsfsts d!h8 fpIIowino: bedomt Foflow-up ofthe patient should be coon::finaled and not duplicated. Continuity of 

Hfs1Dry and physical exam cam should be amdueled by a physfcian e>q>erlenced In 1I1e SUM!I1lance of 

CSC, Pits & Olff, Chem!s1ry panel Nate: QuaBty standards forsenfinellymph node d"JSSeCfion have been $#I HorrnODemgmtDrppsffive pm=menQMusaiftumors>1cml; cancerpat!ents. 


Chest x-ray if clinically indicated by the ACOSOG.ndASS5. Stand..-ds IncJurie 30 eases _sentinel There are multiple different ways in which hocmonal therapy and chemalherapy may be combined. Treatment optJons Include combining 1 or more 
 Annual mammogram 


Review pathology results lymph norIe has been klentJrmdfoUcwed bycompletv dissection with 85% selections from the hormone cokJmn wfth 1 selection from the chemotherapy column. When chemotherapy and honnonal therapy are both used they 
 Blood work. chest X-ray and scans if dlnicafly indicated 

Scans as cfinieaDy Indlc:aled 	 senUnei lymph norIe Idontif".:at1on with 95% specificity. should be given sequentially. 
Baselln. MUGA scan or Echo if cfinlcaRy indlcaled for palienls 

raceMng anthracycfine or trastuzlImab For patients in whom chemotherapy Is not a consJderatDn (e.g. elderty paUentswfth 
 Ii" Chematherapyj1 Honnonal Therapy 

Evaluale 1he foIIowilg pmgnosllc tactors: very favorable tumors), the eRmlnation ofaxiRary lymph node Ifossectlon may be 


- bJmor size and grade considered. 

~ 	 • None • Tamoxffen x 5 years. When patients become menopausal, an 

- lymph node Involvement h 	. eMF x 6 cyeSes orB cycles depending on regimen used • =-=~~=::.~!.=:;ctfor 5 
years. 

- agel menopausal status 	 The survival benefit Is equivalent for the Iblowlng 2 options: r . AC x 4 cycles 	 • Oophorectomy 
- ERlPRstatus LumpedOmylbllowed by whole breast radiation. Following exdsion, 1he margins 

- Sphase may be used 10 assfst In decision making should be evaluated. 
 _ • CAFIFACxScycJes 

- HER-2/neusttfussbOUJdbeobtainedforfutureusei£ - If posiUve margins are observed, a more extensive excision should be 
 ~ • FEOCEF x 6 cydes Note: In women who M'tJ ~ rendered posknenopausal, 

pnIenf..."., to "'/apso but remains contrDwmal for performed. ~ 	 • AC _ Paditaxel or Docetaxel or.rdan estrogen production may persist then!funt estradiol 

guldana! In d_..../dng forsrly-stage disease -If negative margins are nat posstble, a mastectarny should be perfctmed. 
Nate: The Ilkellhood ofm_1Ie If...... detected by ""'ographlc Modified radical mastectornyOl'slmple mastectcmywhlch may be fallowed by r . 	 ~~==~;~::::;:=-"":::::OoseOenseAC-Pacl_ 

means in en asympIDmalic Indlvidual needs to be weghed against homedlale OI'delayed reamstrudlon. Patlenlswith posftIvB margfns should ...ceIva ~ • TAC obsO<VBd. 

1he chance ofa fafse positive and the evaluation that would ensue. chestwat1radtaUon. 
Routine bone scans In patients with stage 1111 disease could be ~ 
reserved forthose with musculoskeletal symptoms or elevated COnical trials - FJease refer to the fttllawilg website foravailabfe dklk:a1 trials: 
a1kaifnephosphalase. http://cancertrials.nd.nlh.gcv/ Honncne ReceptorDOSftive postmanapausal numor>1an) 


Then! are mutuple different ways in whtch honnonal therapy and chemotherapymay be combined. Treatment optilns include 

Ememinqlssues; combining 1 ormore selections from the hormone column with 1 selection fi"Dm the chemotherapy cofumn. When chemotherapy and 
ParlJal brea$t radiation Is being done. Studies to date hllVe ~ported low hormonaJ therapy are both used they should be given sequentially and not concummtly 

~ 
• 	At this time. the optmal method of testing HER 21neu over 

mqiresslon fwnmunohfs1DcIlem!s1ry \/S. FISH) remains 
undefined. Same experts agree that If HER- 21neu by 
immuno--hfstochemistrylsO.1+. or 3+. themsuftsarerefiable. 
However, if2+• they recommend sending for ASH. Testing 
should be perfunned at experienced 1estIng cantelS. 

• A new 21-gene assay has $hown a high degree ofat::CUfClcy 
in predicting """""""" risk and _ from chemotber.Jpy 
in palientswflh node-nega1M>, ER+ breast"""""'",_, 
mCf'8 validation is in progress. To date.1ne use ofthese 
essays has nat been demons1n!ted to lead 10 a better 

outcome than conventional staging and grading. 


rearmmce rates In patietJk at low tfslc for local roamerJce.. A 
prospective trial Is curmnUy underw.ry which may help define the tisks 
and_tso£thk_ppmach. 

Chem~ 

I .Noneb • eMF x 6 cydes or8 cycIe$ depending on regimen used 
if • ACx4cydes

5 	 .CAFIFAC x 6 cydes 
:s- • FEClCEFxScycIes 

~ • AC- Pacfilm<el 01' Doce!aJ<eI 
, • 
~ • OcseOenseAC_PaclItaxeI 

! . TAC 


Hormonal Thefapy 

: ::'=::;:~~;:'AI"3YJS
• Tamozifen.x5 years 
• Tamaxifenx5yrsfoRawedbyanAlx5yrs 

Note: No benefit has been seen with contfnuaUon of tamoxifen longer 
than5yrs. Th."""",QsvrviYa/benefitofusinganAllnsteedof« 
folowing tamOldfen has nctyrd been rlemonstrated. The use ofan AI 
in place ofor after2 yrs. of1amaxifen has demonsfr.lteda$lgnlllt!ltnf 
benefit"""""'''''''aHn>esvnrilnlldurlngfheIirst10yearsalhr 
dlagnasls. 

Note:: In women who an! ~rendenulpost-menopausal. 
avomn esbvgenpnxtuction mayperslstth__ /1!!I1!Is 

with high sensltMtyassayshouldbe done to confim menopausal 
status. A level 0« 10p/cogr.rmsldl.shouldbe ob_ 

Patients f1!COivlng _en should have a yearty gynecologic exam (If no prior 
hystel1!domy) end should be carefully questioned regarding vaginal discharge or 
bleeding. 
PaUents recelving an ammatase Inhibitor should have periodic monttarfng of bone 
mineral density. Anti-resorptive therapy (prefeJable a non--SERM) should be 
considered If bone mineral density Is depressed and all".rJents should take 
calcium and vitamin D 
The use of serum marl<er.; for following response in patients with recurrent 
disease should be restricted to patients in whom atherobjective: measures are 
equivocal 
In women who an! tveef1ffy mndeTed postmenopauSilI. onrian estrogen 
produc1fonmaypersistthen!foreesf7adiof_wlthhlghsensltMty,,""'Y 
shouldbedcnefO conf1rmmenopausa/_A level o£< 10p/cogramsMI. 
should be observed. 
P<ttients with SRCA-1 .and2 mutaffons that have not elected to undergo 
contralateral pmphytactfcmasfecfomy, eonslderannual MRI screening 
P_f1entsreceMng ~shouldh"",,, earrflacmonltodngat3. 6, and 
12 months alferbeglnnlng __b thenJpy. Trastuwmab /be_y 
should be 1Iritbh_ forfhe foBowing: 

> Ifejedion fi"action _"..more /ban 10" below /be institutional 
normal 

)0 If the EFdrops more than 15% olffN7ll1 
> CIinicaICHFwIth"rIocumMfeddropInEF 
>- ITEFnorrnal1;ms within <4 weells may consider resuming fr'ilstuzumab 

thenpy 

HormDne Receptor neqattva om: and pos1meoopausaf (tumor> 1cml high risk nod! negative d1seastl 

Hormone therapy In this gmup of patients Is not appropriate. Choose a treatment cption from the chemotherapy a:dumn. 


r ­

'i 	 Harmonal TherapyChemathera~ 
f 	 . None 

9 	 • CMF x S cycles orB cycles rlependlng en "'!limen used I 
~ 	 • ACx4cydes 

S- • CAFIFACx6cycies 
~ • FEClCEFxScycles 
• • AC - PaditaxeJ or Oocetaxeli 	 'AC__ +T~stuzumab(forHER2+"'-"'OfIIyJ 

! 
I;); • OcseOenseAC-PacIltaxel I 
~ • TAC 

~ 	 tThe more /ntenshnJ cIlematherapylllglmens"", aa:ompanled by greaterloxicity and a:>stand must be balanced by the patient's 
overan risk and absolute benefiL Higherrisk tumors based on size. grade. Iymphovascular invasion and other agQn!9illed character­
istics may warr.mt more aggresstve chemolhempy regimens. 
t There are inadequate data to draw ccmcfuslons about the benefit of chemotherapy in women> 70 yrs. For aU other age gJt)Ups there is 
ovfdence afbenefit.. Benefit from chemotherapy is greater in youngerwomen and steadily decreases wHh age. 

'mem!ng Issues· 

Choosing an AI over-tamodfen baSed on HER-21nau protein overexpressiln is aurently understudy and should nat affect in5atment decisions at this 

tim.. 
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Diagnostic Work-Up Staging11 
~ ~: 
To make the diagnosis: Syrsurvival:75% 
• 	 bilateral mammography Stage IIA 
• 	 biopsy of lesion (core, incisiona' or excisional) TD.N1. MIl 


T1. N1. MIl 

12, NO. MIl 


fnitiaIWork-upcxmsistsofthefollowing: 
History and physical exam Stage 118 

caC. PHs & Diff, Chern panel 12,N1.MIl 
Chest x-ray if CJt1ically Indicated n.NO. MIl 
Revlewpalhologyresults 
Scans as clinically indicated 

Baseline MUGA scan or Echo if cfinicaUy Indicated 

for patients recelvfog anthracycflfle or herceplfn 

Evaluate the following prognostic factors: 


- tumor size and grade 

- $-phase may be used to assist in decision 


maldng 

- ER/PRJevets 

- lymph node involvement 

- menopausal status 

- HER·2!neu status should be obtained fur 


future use Ifpatient were to n!lapsa but 

remains contn::Jverslal for guJdanca in 

decision ",."lng for aarly-stage disease 


Note: The flkellhood of metastatic disease detected by 
radiographic means in an asymptomalie incfMduaJ 
needs to be weighed against the dlance ofa false 
positive and the evaluation Ihat would ensue. Routine 
bone scans In patients with stage utI disease could be 
reserved for those with muscoloskeletal symptoms or 
elevated eJkanne phosphatase. 

Emmginqlssues: 

At this time. the optimal method attesting HER 21neu 

over..expression fmmunohisl.ochemistry vs. FtsH) 

remains undefined. Some experts agree that if HER­
21neubylmmunohis1ochemistryisO.1+.or3+. the 
results are m6abfe.. However. if2+. they recommend 
sending for FISH. Testing should be performed at 
experienced testing centers. 

I BREAST CANCER, FEMALE Stage II-IliA I 
II Initial Treatment: 

Stageli.IIIA 
Treabnent approach depends upon tumor characteristics, breast size and patlenfs desire to preserve the 
breast. Assessment ofaxlUary lymph node status for clinicallynode negative patients is 
recommended by way ofa sentfnellymph node dlssectlon.. «SLND is unavailable. an axillary 
lymph node _ion maybe done_ 

NeoacfJUvant chemotherapy may be considered for patients who would benefit fi1:Im cytoreductJon and 
in whom chemotherapy will be part of thelrtmatment regimen. Patients should CXtntinue to receive 
chemotherapy unW the complete neoadjuvanl regimen is given, until response plateau achieved. or 
unb1 progression. If the patient pmgressesdurtng chemotherapy. dlange the regimen. perform a 
modffied radical mastectomy. or breast conserving surgery. if feasible. The objective msponse to 
chemotherapy should be assessed with each cycfe. Regimens whk:h may be amsldered for 
neoadjuvant administration include: 

- Anthracycfme-based regimen {AC, FAC. CAF, FEe. CEF} or- AC foUowed by a taxane. 
;. HER2 positJve patients may be considered for anthracyc6ne-based therapy 

followed bya CDmbimJtlon oftrastuzumab plus paclltaxel- CJoce_- c..pedtablne 
- Doxorubicin - Pacrdaxel 
- CMF 
- Tamoxifen alone can be considered in post-menopausal honnone receptorpositive women 

and should be added after chemotherapy for pre-menopausal woman. 
)- If tumor mduction is not suitable for breast conserving surgery. consider modified 

radical mastedomy and axillary node cflSSection if SLND not done followed by 
external beam radiation to the breast and nodal regions. The use ofSLND renowing 
neoadjuvant chemotherapy can be alnsldered. 

> 	 If tumor size is sfgniflcanUy decreased, consider conservative treatment (e.g•• 
quadranl1!dtlmy) and axIIIaIy nod. dlsseclion flf SLND not done) followed by external 
beam radiation to the breast and nodal region. The use of SLND followtng 
neoadjuvant chemotherapy can be considered. 

Lumpectomy fe'owed by radiation if tumor is:s 5 em. Followlng excision, the margins shauld be 
evaluated. 


- ff positive margins are observed, a more extensive excision should be performed. 

- If negative margins are nat possibie, a mastectomy should be performed. 


Modtfied radical mastedomy orsimple mastectomy (in women with a negative SLND or in those who 
have already had an 3)tiJlary lymph node dlssection) which may be followed by immediate or delayed 
reconstructfon. 

- PatIents with positive margins orwho have ~ 4 positive lymph nodes should recefve radiation 
to the chest wan and draining lymph nodes. 

- ConsiderradiationforStagB n, T;stumors. 
- Radlolherapy may be considered for paUents with 1-3 positive nodes partlcularty if unfavorable 

tumor characteristics. 

- Radiation genernJly follows chemotherapy. 


Cnnical1Jia1s - Pfease referto the following website ra. availabJe clinical trials: 

ht1p:Jlcancat1rials.nd.nih.gfN' 


~ 
The usa oftr.tstuzumab in the neootdjuvam setting for HER~21neupositive operable 
bnlast cancer w.IS associated with.a higherpmhologlcal complete response nita In 
one smaIl randomized trial. but has not yet been shown to improve long..tenn 
outcome. hence this remains InvesOgatlonal. 

I I 	 ~Adjuvant Treatment 

Stage II-iliA 
• All patients who have not received neoadluvant therapy should receive adjuvant systemic therapy. For palfenlS who have received neoadjuvant chemotherapy. 
adcrtional chemotherapy after surgery may be considered. Patients wHh > 10 positive nodes am considered hlgh~risk for relapse. Anthracycfine-based 
chemotherapy for 6 cydes or a taJcane containing regimen is the preferred adjuvant therapy. 
.. ForpatJents that are HER2 pasifive who have alntady completed adjuvantehemotherapy, considenrtJon can be given to administering a year of 
tzastuzumabtherapy 

Hormone receptor POSitive premfmtloausal (tumors> 1cml: 

There are multiple d"ifferent ways in which hormonal therapy and chemotherapy may be combined. Treatment options include combining 1 or mare selections 

from the honnone column with 1 selection from the chemotherapy column. When memotherapy and hannanal therapy are both used they should be given 

sequentially. 


~ Chemotherapyt:t: 

l' Nonew 

of : ~~~:~or8CYCIeSdependingonrogimenU$ed 
S • Eplrub/cin - tunOJdfen (elderly) 

[ .. CAFn=AC x 6 cycles
i .. FECJCEF x 6 cyctes 
! .. AC _ Padltaxel or Oocetaxel 
~ .. FEC-1OO" 3 __ Docstaxel x 3 
if AC -- Pac(Jtaxe1 + Trastuzumab (for HER2 + patients only)w 

• Dose Dense Ac _ PadHaxel 

• TAC 

Hormonal Therapy 

.. T amoxffen x 5 years. When pa6ents become menopausal. an aromatase 
Inhibitorshould be added for5 yealS 
: ~=:(Goserelin.leUPrnlide) 

Note: In women who are recantly rendered postmenopausal. ovarian 
~ production mq pet'Sist therefom estradiol levels with high 
sensitivity assay should be done to conflnn menopausalstatus. A level of < 
10 pleogramsldL should be observed. 

Hormone Receotoroosilive postmenopausal ftumor>1cml . 

There are multiple alfferent ways In which hormonal therapy and chemotherapy may be combined. Treabnent options include combining 1 or more selections from 

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

and not cooOJrrenUy. 


Chemolherapyj:l: 	 Honnonal Therapy 

• None 

• eMF x 6 cycles or B cycles depending on regimen used 
• ACx4cydes 
• Epirubtcln - blmoxffen (elderly) 

.. CAFfFACx6cycJes 
• FECICEF x 6 cycles 
.. AC - Paclitaxel or Docetaxel 
• FEe-1OOx3-Do_xJ 
• AC__ Paclit:ttel + Trastu%umab {for HER2 + piIfients only} 

w Oose Dense AC _ Padilaxel 

• TAC 

• _rnatase Inhlbltor(AI) x5years 
• Tllmoxifen x 2 yrs followed by an AIx 3 yrs 
• Tamoxlfen x 5 yeillS 
.. TamoxtfenxSymfoUowedbyanAJx5yrs 
Note: No benefit has been seen with continuation of 1amoxifen longer than 5 yrs. The 
overaa survival benefit of using an AI Instead of orfollowing tarnoxifen has notyet been 
demonstrated. The use of an AI in place oforafter2yrs_oftamoxjfen has demonstr.rted 
a significant benefit on teCUrrence-tnK! survival during the rll'Sf 10 years after 
diagnosis. 

In women who am mcently renderedpost..menopausal. ovarian estrogen production 
maypersist therefore estradioIleveJs with high sensitivity assayshould be done fa 
cont1rm menopausal status... A level of< 10pkograms/dL shouldbe observed. 

Hmrnooe Receptor-negative pm~ and postmenopausal (tumor> 1cm) 

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


Chemoiherapyj:l: Hormonal Therapy 

• CMF x 6 cycles or 8 cycles depending on regimen used 
• ACx4cycles 

• CAFIFACx6cycles 
• FEClCEFx6cycles 
• AC _ Pacfrtaxel or Docetaxel 
• FEe-1oo JC 3 ~ Doeetrurel JC 3 
• AC _ P>lel/Wt"el + T"'stuzumab (for HER2 + patients onlyJ 

• Oose Dense AC - Pacfitaxei 
• TAC 

t The more aggressive chemotherapy regimens are accompanied by grea1er 10xJdty and cost and must be balanced by the patient's overall risk and absolute 
benefiL Higher risk tumors based on size. grade, Iymphovascular Invasion and olher aggregated: cnamderls:tics may warrant mare aggressive chemotherapy 

regimens.

i There are lnadequate data to draw conclusions about the benefit of chemotherapy in women> 70 yrs. For all other age groups there is evidence of benefit. 

Benefit from chemotherapy is greater in younger women and steadily decreases with age. 


Choosing an At overtamoxifen based on HER-21neu protein overexpression Is auTBOtly under study and should not affect treatment decisions at this time. 

M~~itori~9/FOIIOW=U~~ 

Stagell·IIIA 
l1ostorylPhyslcal Exam 

- every 3-6 months years 1-3 after primary therapy, then every 6­
12 mon1hs years 40-5. then annually thereafter 

Follow-up of the patient should be coordinated and not dup6cated. 
Continuity of care should be conducted by a physfdan experienced In the 
surve!iJance ofcancerpatlents. 
Annualmammograrri 
Blood woOl:. chest X-ray and scans if cfmically intftCated. 
Patients receiving tamoldfen should have a yearly gynecologic exam [If 
no prior hysterectomy) and should be carefuUy questioned regarding 
vaginal discharge or bleedlng_ 
Patients receivIng an aromatase inhibitor should have periodic 
mooi1Dring of bone mineral density. An!j.resotptive Ih"",py (preferably a 
non-SERM) should be considered If bone mineral density is depressed. 
and all patients should fa"e calcium and vitamin D 
The use ofserum marker.a forfolfowing response in patients with 
recurrent disease should be mstric:ted to patients in whom other 
objective measures are equivocal. 
In women who am recently rendered postmenopausal. ovarian 
estrogen pf'!X/uctlon maypersist therefore estradiol levels wffh high 
sensitivity assay should be done to confinn menopausal status. A 
level of< 10plcogramsldL shouldbe observed. 
Patients with BRCA-1 and2 mutations that have not eleeted to 
undergo contral8teral prophylactic mastectomy. considerannual 
ftfRlscreenlng 
Patients receiving trastuzumab shouldhave cardIac monfforing Iff 
3, 6, and 12months after beginning Ir.Jstuzumab therapy. 
Trastuzumab therapyshouldbe withheld for the following: 

> "eJedion fiaetJon drops mOl'e than 10% beloW' the 
institJJtIonal nonnal 
Jfthe EFdrops mon! than 15% overall 
COnical CHFwith a documented drop In EF 
IfEFnonnal(zes within .., weeks mq consider resuming 
InIsIuzumab_y 
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BREAST CANCER, FEMALE Stage IIIB/IIIC I 
[D~Qr;~~tiC Work-up I I Staging C --- I~tial Tr~~tment-	 Adjuvant Treatment --] Monitoring/Follow-Up 

~ StagelliS-UlC ~ ~ To make the diagnosis; (inoperable at time m • NeoadJuvant chemotherapy may be used to attempt and shrink the tumor so AD patients who have not recefved neoadjuvant therapy should receive adjuvant systemic therapy. For patients who have received neoadjuvant chemotherapy, additional chemo--therapy 
-	 blaternl mammography 

diagnosis) that it wiD. be.amenabfa to resedfctn to patients who 81'1! Inoperable at the aftersutgery may be considered. Patients with,. 10 positive nodes are considered higtHisk for relapse. Anthracycfloe-based chemotherapy forS cydes or a taxane containing regimen Es
bIopsyof/eslon(core,incisionalOf 

T4,NO,MO time ofpresentatiOn. Patients should continue to receive dlematherapyuntU thepnofetTededJuvantthetapv. ..-q T4,N1,MO the ccmpfete neoadJuYant regfmen has been given. until response pJatasu
Skin biopsy may be needed to conflml 

T4,N2,MO acI1ieved crootil progression. If the patient progresses during ForpatJents that 11m HER2 positive who hava already completedadjuvantchemotherapy. consldetiltion can be given to iJdmlnlstr!ring ..yeNof tmstuzumab thet3py
lnffammatory<:ance!" ifclinical featums 

flOdudeslnllammatnry chemolh"",pv, change systemic th"",pv or perform a modified rndlcal 
are equivocal and pathology shows 	 Hormone mcep1Dr pClSltive ore: menooausal (tumors > 1an\:mastedOfny. The objedlve _ to chemotherapy should b. assessed 
tumor cells In Intradennallymphatlcs. Them am multiple d~ntways in which honnonat therapy and chemothefapy may be combined. Trealment options indude rombining 1 or morn selections finm 1hebnlastCSlla!<} 


with each cycle. Regimens that may be considered Include: 

hormone column with 1 seJeclion from 1he chemotherapy co1umn. When chemotherapy and hormonal therapy are both used they should be given sequentially. - Anthracydlne-besed mglmen (eg, FAC, CAF, FEC, or CEF) or AC 

InltJaIWIlf1<-upConsisisoftbefullowlng; AnyT,N3,MO followed by a ladllO. 
~ 

Chem01herapytl: 	 Honnonal Therapy 
lilstory and physical exam > HER2 positive patients may be considered far 

CBC, Pits & Diff., Chern panel IIntbntt;yd1ne-based thtnpy followed by a combination 
 ~ .. None .. Tamoxifen x 5 years. When patients become menopausal, lin aromatast! inhibitor 
Review pathology msulls oftrastuzumab plus pad/taJre1 
Sonescan - IJo=faJ<el-Capecltab/ne ~ : ;~;:~or8cydesdepondingOnreglmenUSed ~hLC::/~~=~!::~eUproflde) 
CXR - Do...-ubi<:ln-Pad/taJre1 

Addflional scans as cfrrUcaDy indicated (such as - CMF 
 f -Ep/ttIbkln-f1unoxtfea(eldertyJ - Cop_my 

an abdominal CT scan iflFrs are elevated). 	 - Tamaden alone can be. considered n postmenopausal honnooe 3" .. CAFIFAC x 6 C)des In women who are l1!'centIy rendered postmenopausal, avatil'n estrogen ptOducllon 
Baselln. MUGAst:an crEdlo lfcllnlcally receptor positive women and should be added after chemotherapy ~ _ FEClCEF.6cydes maypeBist __lO/levelswlth high sensifMtyassoyshouldbe dono to 
Indlcated for patients receiving arnhracydlne 0.­ forpremenopausal women. ~

1
Q ..

 .. AC- Padftaxel orOoc:elaxel confirm menopausalstatus. A level of< 10pk:ogramsfdL shrwldba obsorvvd. 
IraStUZlJmeb > ,ftumorredtlc1fon Is notsultable forbreasf ~ng 
Evaluale the fuIlowIng prognostic fadOlS: 	 SUl]1f!ty. consider modffied mdfcaJ mastectomy and axfttary R:C.foox3_Docetaxelx3 

-AC_~/+T"sWzum.b(forHERZ+paUentsonlyJ- tumor size and grade 	 ncde dissection followed by external beam radiation to the 
- S-phase may be used 10 assist In chest wall and nodal regtons. tt .. Dose Dense AC - Pacfitaxel 


decision making > II tumor ,1m Is signlficanUy decreased, consider 
 - - TAC 
- ERlPRIewIs c:onservatlve lreatment (e.g., quadranledomy) and axillary 

- lymph nooe involvement node dlssectfon followed by external beam radlaUon to the 

- menopausal status bnIast and nodal region. 
 Hoonane ReceotorposHive POStmenopausal (tumor>1anl 

~ 
- HlstorylPhyslcalE>am 

- every 3-6 monthS years 1-3 afteq>rirnary therapy. then every 6-12 
months ~4-S.lhen annuaDy thereafter 

Follow-up of_ patientshauld be C<l<l<rlIn_ and !lOt duplicated. 
Continuity ofcare should be conducted by a physician experienced in !he 
surveillanc:e ofcancer patients. 
Annualm"""""!l"l 
Blood worl<, chestX-my and scans If clinically Indlcaled. 
Patlenlsoreceivlng tnrnoxilenshould have a yearly gynecologlc "'""" fofno 
priM hystarectomy) and should be carefully questioned regarding vaginal 
discharge orbteedfng. . 
Patients'nK:elving an aromatasa lnhlbitor should have periodic monitoring 
of bone mlnerat density. _resorptive ther.opv (preferallle" non-$ERM) 
should be considered if bone minerai density is depressed and.1I patients 
should ralra calcium lind vitamin D 
The use ofserum marfcBfS fDrfoUawing tesponse io patients with recurrent 
disease should be restricted to patients in whom olhef obfective measures 
are equivocal.. 
In women _ ""'""""'tty "",dared postmen.",....,.t. .....rnur 
ed"ogenp_ur:tion"",yp"",lst/hereforeesfr.ldlot__hlgh 

sensitivity as:scry shouldbe done 10 ccnIirm menopausal.status. A 
level of< 10pk:ogramsldt.. shouldbe observed.. 
PIdietJ1s _ BRCA-1 andZ mutatIons that """" not 01_ to 
undergo contralateml prophylacti.c mastectomy. consider IInnulll MRl 
screening 
Pat1en~mcaMng Ir.Jstuzumal> shouldhave CMdIae mon/fDdng at 3, 6, 
and 12 monthsatterbegtnnlng Ints1uzumab lhenrpy. Tnostummab 
Ihenrpyshould be withheld for/he foIlawIng: 

> 	 lfeJedion rr..dion drops mora tban 10% be/owthelns/ilullonal 

""""at 
> IflheEFdropsm<Nttthan1S% ........ 
)- "CIinle:d CHFwith. documenteddrop In EF 
)- trEFnonnallras wiUJln .. weeb" may consIderresumlng 

trastummablher.tpy 

HER-2/neu Sttt= shouldbe_/ned 
for future use Ifpatient ........ to re/JIpsa 
but retrntlns =ntro""",bdforguidan"" 
In d_ rilaltlngforaorly-sfage 
dIs<NIse 

Emmglng Issues; • 
AI this time, the optimal method oftosllng IiER 
21nau aver-expression rmmunohistcchemistryvs. 
FlSIi) remains undellned. Some """""" agree that 
If HER· 2Ineu by lmmuno_1sby Is 0, H, or 
3+, thel8SUltsare reHable.liowever,if2+, they 
recommend sending ftr FlSH. Testing should ba 
performed at experlencad testing cent.",. 

> tf neoadjuvant chemothernpy succeeds in debulldng an 
Inoperable tumor, SUIlIlcal resect!on should be attempted. 

P'-ts maybe considered formoariied r.odicalmaslednmy lnillaRy, 
foDowed by chemotherapy and r.odlatlon. 
Sen6nel node bfopsycan b. conslderedforpatients with dlnJcal1y 
negative_either",., orposlchemotheRpy._gh /hera".., 
nsgativents In thissetfJng""s no/ been f/nnly esIzIblished 
PatIents with N3 disease should b. considered forsurylcal resection and/or 
radiation thef3pyto the supraclavicular lymph nodes. 
Fcrpatients who are nat surgicaf candidates i1itially. the same 
chemotherapy regimens which would be used in the first recurrent/refractory 
treatment setting may be considered.. 
Clinical triais - Pleas. refer to the following websne for available clinical 
trials:httJrllcancertrials.ru::lnlh.govf 

There are mutUpia diffeft!nt ways in whic:t1 hormonal therapy and chemotherapy may be combined. Treatment options indude combining 1 Of mam se1edkms from the homtone 
column with 1 salectbn from the chemotherapycohnnn. When chemotherapy and hormonal therapy are both used they should be given sequentially and not concurrently. 

Chemolh~ 	 Honnonal Therapy 

~ 	 - None - Am_lnhlbltor(AI}x5years 
3,b :~: 6 ~ orB cycles depending on regimen used : ~=:;:~!!::'owedby"Alx yrs 

! -Eplrub=:-f1un_feldertyJ ~~::':"::n~:"~ee~~:uatlonoftalTlOl<lrenlongerthanSym, TbeoveraHsprvivai 
~ _ CAFIFAC. 6 cycles benelitofusing an A1lnstead of..-loUowlng tamoxifan has rraty..tbeen _tsd. The us. of an 
::. • FECICEF x 6 cycles AI in place of or after2 yrs. of tamoxifen has demonstnded _ significant benelH on reetll1'I!'nc:e-li'eei" . AC _ pacfftaxel or Docetaxel survival duTlng the first 10 years atrar diagnosis.. 

~ :~::::::':':;;'~b (forHERZ + patients onlyJ In worn"" who .... nocenttyrenderedpostmeno"..,sa~ ovarian ed"og"" p_ur:tlon moypersisf 
thenrti:N1t estrad10llevels with high sflMltJvi1y assayshould be done to contfnn menopausal 

!!III- Dose Dense AC_PacIltaxel _soA level of< 10 pkogramsIdl. should be obsenred. 

- TAC 

HOf!!'looa Receptor!U!!Jaiive pre- and postmenopausal (tumor> 1eml 

Hormone therapy in this group of patients is not appropriate. Choose a treabnent optJon from the chemotherapy column. 


Chemolherapytl: 

• None 

• CMF x 6 cycfes or8 c:yeIes depending em tvgImen used 
- AC.4cyclas 

- CAFIFAC.6cyc1es 
- FECICEF. 6 cydes 
- AC_Padl1axslD<Doc:etaxaI 
.. FfEC..100x3-Docefittelx3 
- AC- Pacllta>ml + Tnostummab (forHERZ +patients onlyJ 

- Dose Dense AC _ Padltru<aI 
- TAC 

Honnonal Th....PV 

I· NoneI 

t The mOl8 eggmsslvo chemotl1<!rapy ",gimens are accompanied by groatertoxldly and cost and must be balanced by ihe paUent's overalI risk and absolute beneflL Higherrisk ..mors 

based on size. grade.lymphcvasallar invasion and otheraggregated charaderistics may warrant mORt aggressive chem~erapy regimens. 

:I: Them are inadequate data to dr.Iw condusions about the benefit ofchemo1herapy in women> 10 YfS. ForaR c1hflf age groups there is evidence of beneftt. Benefit fi'om chemotherapy 

is greater In youngerwomen and steadily decreases with age. 


• ChoosinQ an AI DV8f1amOldfen basad on HER-21neu protein is cumm11v under study and should not affect treatment decistons at this 1ime • 
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Treatment of First Recurrence (Stages I - IIIG) 	 Treatment of Subsequent Recurrences (Stages 1- IJIG) 

l.ocaln!CUm!nce: Prior to l"ftiatIng additional salvage therapy, assess PS and goal of therapy. Patients with good PS (ECOG Q..1) who demonstrated a response to Ute last-regimen may be 
• Patients who experience local recurrence after lumpectomy and radiation should undergo a mastectomy. Reconsider additional systemic therapy based upon the chamcteristics of the considered for additional salvage therapy. It is imperative to look for evidence of response priOfto initiating each cyde (eg. subjective improvement fn tumor related 


recurrence and history ofprevious treatment. 
 symptoms). After initiaoon of therapy,1t is best to administer at least 2-3 cycles prior to evaluation for response. Scans may be ildicated to follow objective response. 
• 	 PatIents who experirmca local recurnmce atfera mastectomy should be SUI'fIlcally resected Ifamenable and should receive radTOItion to the chest wan and lymph nodes.. 


ConsiderarJcrrtJonal SJSlemie ther.apy. Hoff!: No prospective _ exists regarding which patients should receive addilional therapy; the decision to Ire. should be on a case by • For patients who pcogress on hotmone therapy but showed an ilitial response, another endocrine treatment should be amsidett!d. Patients with extensive visceral or 

case basis~ f'os1.menopau~patients who W1!!n!' Initially on tamoxffim orno bonnonal thf!l1lPY with ER/PR+ tumOlS should lHI p'~d on an aromatase inhibitor for 5 yeass 
 immea.ate rne 1:hn!atening disease might be optimally treated with i1itlalchemotherapy and then considered formainmnance trnatmentwith hormone therapy. Treatment 

choices include one of the foDowing: 
IspIMed Metastatic Recurrences if premenopausal-

stngle isolated cranial orpulmonary metastases shouldbe considered for surgical mseeUon or radtosurgery [note: radiosuf!11!ry does not apply to pulmonary lesions] > Oophorectomy. (eithersurglcaJ or medlcal with aGNRH analog) +tamoxifen. ormegestmJacetate

Mostpatients with brain metastases .shouldreceM! radiation ther.Jpy 
 - if postmenopausal 

PatIents with spinal t:on1 compression should receive paHlative radIation. Surgical decompression may be considered forselected cases 
 > Arnmalase inhibi10r (except amlnogfutslhlmlde) 

PatIents with an Isolated bone metastasis may be considered for palDative radlatJon therapy only. ,. Fasfoda 

,"",y consider IntratJreeaJ l/posomal AnI·C (llepoCy1). Intrathecal MT.X; .tpproprlalo )- MBgestrolecetate 

Systemic chemotherapy orpalUative radiation forpatlents with meningeal disease.. 


Nate: The suggested order of sequence Is based upon side effects and response mlas. Patients with HER·21neu positive disease are Jess likely to respond 10 hormone 

Me1astaticrBCUmlnce' therapy and may have a shorter duration of response. . 

Note: Patients with metastaUc breast cancer should have '!heir HER·2Jneu status assessed if it was not done at the time of primary diagnosis:. The current FDA recommendation Is 10 treat 

palJents who are 2+ or 3+ with trastuzumab. See "Emerging Issues" regarding 2+ HER·21neu protein overexpressJon. 
 .. For patients who recur following adjuvant chemotherapy, the ~atment will depend on a number of factors, including time of mcurrBnca, previous 1herapy, patient 

symptoms. ps. and ather patJent specific considerations. Treatment can Indude combination or single-agent dlemotherapy: 
Hormone recaptnr positive and bone/soft: tissue recurrence only; Combination Thernpy 
.. For patients who have had prior arrti-estrogen within the past year, strong consideration should be given to additklnal r line hormonal therapy. )- ArrthracycUne-based therapy 
• For patients who have had no prioranti-estrogen orwhoara more1han 1 year off of an anti-estrogen: > Ooxorubicin-taxane 


- If pre--menopausal: T amoxifen. an LHRH Agonist. an oophorec1any or combination of some 
 )- Capecitablne- taxane (dOCf!fv:eI orpaelitaxel) 

- If post-menopausal: tamoxifen, toremifene. or an At (depending on prevkrus treatment) 
 )- Gemcitabhle- Pacl"rtuel 

• CUnical trials- Refer10 the following website for available dintcal trfals: http://cancertrlals.nci.nih..gov Catboplatln - Paelibntel (randomized trilfls have not been performed with this comblnilfion) 
CMF 

Hormone mceptor positive with symptomatic visceral cflSease' 
.. Patients willi extensive viscmal or immeolSte fife-threatening disease might be optimany treated with initial chemotherapy and then considered fbr" maintenance treatment with hormone Single-Agent Therapy (numerous ctJI1lblmdfOM arms following agents hne been studied In phase H trials. Many have shown 

therapy. Treatment chobes indude one of the foUowing: efficacy but none have shown benefit ovurslno/e agent tht!!'aoy.'

Combination Therapy 
 )- S"mgle--agent ta""ne therapy 


Anlhmcycflne-based !hernpy (AC. FAC. CAF. FEC. CEF. EC) 
 )- S"mgle--agenl an1hracydlne therapy 

Ocmrubidn - taxane (doxorubitin - paditaxel ordoxorublcin - docetaxel) 
 Capecitabine 

- CapecitJblno-tvGuJe(do_orpacl//azel) ~ fJfXlSOmal doxorubldn 
- Gemdtabine- Paclffarel > vilorelbIne 


CMF gemcitablne 

- Carboplatin - Pacrttaxel (randomized trials have not been pedonned with this combination) 
 infusJonal5FU 

Single Agent Therapv (numerous eombinlJflons of the following tKreI!ts have been studied In phase II trials. Many hew shown etricacybut none have shown bendit Dvet" single ... For patients with HBr-21neu protein overexpression (3+ mmunoperoxidase staining and/or FJSH+) who have progressed following first-fine transuzumab -chemotherapy.
agemthenrpy.l it is controvetsial whether trastuzumab plus another chemotherapy agent should be used as opposed to using chemotherapy alone. Tmstuzumab alone is FDA approved 

- Single--agent taxane therapy - Gemcftablne - Vinorelbine as Second fine after progression on chemotherapy (without trastuzumab). However, in 1oday's cf1nicaf pmdke. most patients receive 1Jash.a;umab initially: 

- Single-agent anlhracydlne Iherapy - Infuslonal5FU - nab - pacl/taxo' (AlKaJrane) 
 )- Trastuzumab-PadDal<tl1 
- capecitabine - fiposomal doxorubidn ,. Trasttmrmab-Paftdaxel-Carboplatfn

• Clinical trlals- R_to the fi:>~ ",,!>sHe fOravaDabie dlnlcal trials: hllp:l/cancel1rials.nd.nlh.gov )- Trastuzumab-Doa!taxel 
)0 Trastuzumab - Docstaxet - Carboplatin 

Hormone receplnrnegative ore: and pasbru!nopausal oatients: > T13Stuzumab- VlnorelbIne 
.. For psUents who mcur foliawing adjuvant chemothern:py, the treatment win depend on a number of factors.lnduding time Df recurrence, prevklus )- Trastuzumab- Capecitab/ne 


therapy. patient symptoms. PS. and ather patient specific considSm.OOIlS. Treatment can include combination or single-agoot chemotherapy. 
 )- Trastuzumab - Gemcitabine 

Combination l1waoy 


- Anthracydlne-basad therapy (AC. FAC. CAF. FEC. CEF. EC) 

Doxorubicin - taxane (damrubkin - pacitaxel or doxorublcin - docetaxet) 

C<IpecItablne-_(do_ orpacl/trureq 


- Gemcitablne- Pacrrtaxel 

- CMF 


Bwaclzumab - PacIItaxeI 

_ Calboplatin - PacJitaxaI (nndomlmd trialS have not been perftmned wffh this ccmblnatlon) 


Slngle Agent Themoy (numeltJUs combinations of the fonowlng agents have been studied In phase II trials. Many have shown efljcacy but nDne have shown benefit over single 

agent therapy.) 


- Single-agent taxane therapy - Gemcitabine - Vinorelbfne 

- SlngllHJQentanlhracydlnetherapy -lnfusional5FU -nab-pae//taln!/(Abra:mne) 

- Capedtabine -liposomal doxorubiein 


.. Clinical bials· Refer to the foRowing website for available cftnlcal trials: http://cancertrials.nci.nih.gov 

Her-21neu overexoression {3+ inmunoperolddasa staining andlor2+ 3+ by ASH} pat5ents 
.. l'rastuzumab combinations are considered optimal first-ine therapy (not for use with anthracycfines). AtlemaUvely. trnstuzumab alone can be given to patients who am unwilling or not 

suitable candidates fOr chl!!ll!l1herapy. Trastuzumah combinations Include: 
- TrastuzumBb-Paclitaxel - Tr.rsfu2umab-Vlnorelbine 
- TrastuzlImab-PafiClaXel-Carbopiatin - Tras1JJzumab-Capec/tabin. 

_ Trastuz:umab - Docetaxel - Trasfuzumab- Gemcitablml 

- Trastuzumab - Docetaxel- CarbopJatin 


• Ctinlcal trials -Referto the following we.bsita for available cflnicaJ trials: http-Jlcanc:ertnals.nd..nih.gov 

General Considerations reoarding therapy choices: 
Many chemotherapy combinations have been tested and have shown improved response rates compared to single ~nts. However. these combinaoons are generaly mora toxic than 
slngfa iJgent therapy and most have shown no improvement In survival. Combfnation therapy over single agents should be considered in patients with good PS and in those with aggressive 

disease and viseet'al threat.... 
If the patient has received prior anthracydine therapy. further- aothracycfme 1herapy may be considered tf cardiac ejection hct10n Is normal. Additional options to consider Indude the use 

of a less 10xIc anlh",cycrme (eg. eplrubicin). Hpcsomal dolUJrubldn. or. can:iloprntectanl (dexra:zo""",,). 

Patients with bone cfrseBSe (especially1hcse with lytic changes on x-ray) shoufd be considered fer bisphosphonate thernpy In adcfrti1n to chemo- or honnonal therapy. EBRT should be 

reserved for painful mel:aStases or'ftx-fesklns in which patho!ogicfractures am imminantochave already occurred.ln general. bfsphosphonate therapy 
should continue regardless ofchanges in a patient's chemotherapy fl!!gimen • 

.. Special coosiderations-see last page ofguidenne fortraatmentofpaUents with solitary metastases. splnal cord compression and ctherspedaltysituations. 
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I. BREAST CANCER, FEMALE Stage IV I 
C- Diagnostic Work-up I r- Staging II Initial Treatment -------- I[MF8;Tr~~tme~ Subsequent RecurrentiRefractory Treatment Monitoring/Follow-Up 

/.oC311l1sGose~ ~ ~: ~ 	 ~Ex!emal beam radlothetapy or a hyg;enie mastectomy may be nIalmmended 10 control k:M:a1 dIseas•• 
5yrSUJVival:10% CUnicaftrials- Please refertn History and physical exam tancred to disease progression andMetastatic reeurnlflce: 

To mal<eIhedlagnosfs: Single Isdated cr.anl;al orpu/monarymetufases should be ~forsurg(cal resection or 
Any T, any N, M1 the following webSite for therapychosen. Routine useafX.-ray5. scans and senan markers inNote: Patients with metastatic breast canQ!( should have their HER-21neu status assessed if it was not done at the time of 


bilateral mammography radiosurgery{note: tadiosuJDeIY does not.ppIy 1'0 pulmonary lesions} 
 primary diagnosis. The current FDA recommerulatlon Is 10 treat patlenls who an! 2+or 3+ wiIh IrasIlmlmab. Sea "emerging 
.. biopsyafleslon(core,indsionalorexcisbnaI} MostPJflents with brain met.asfa:s:es should tr!'Ct!1ve tadlatlon thetapy avoliabl.d1n1caltrials: 	 patients wiIhoutsymptnms Is not n!almmended. 

Issues" regarding 2+ HER-2Jneu overexpres:soo. 
Pitflenfs with spinal CDi'd compression should t'1tCtfJw palHatlve md1atfon.. Surgical deCDmpmsslon may http://cancenrials.nd.nlh.govl 	 Patients receiving tamoxifen should have a yearty gynecoiogic exam 

(ifno prior llysIe"'ctomy) and should be can!fuIly questioned be consk/erud forselec;led casesInitial W,,",-<lP Consists of !he ftlIlowIng: 	 Hormone recepfDf posI!fvtL and bone/softUuua disease only: regarding vaginal discharge or bleedingPatJonts with an IsoIJtedbone metastasis may be conslderedtbrpalliative l4Jd1ation therapy only~History and physical exam 	 .. For pmlents who have had prior anti-estmgen within the past year. strang consideration should be gfven to additJonal r' Patients receiving an aromatase inhibitorshould have periocflC 
cac, P11s & Dilf. Chern panel line honnonal therapy. May consIder Intrathecal I/posonuII Ant-C (DepoCytJ,lntnolhecal N/TX; appmpriate 

monitoring of bOne minerai density. An1J-resorptive therapySystemic chemotherapy orpalHative radiation fiNpatients with men/ng1!al disuse..Review palhDlogy results 	 .. For paUen1S who have had no priorantJ..estrcgen orwho are more than 1 ~atoffofan anfi..estrogen: (p<efernbIe • non-SERM) should be consld"",d If bon. min"",1 
Sonescan 	 - If pre.menopausal: Tamoxifen. an LHRH Agonist. an oopherectomy orcombinatfan ofsome of these density fs depressed and all patients should take calcium andHormone ReceptorPosiflve with bone/saft tissue disease only;CXR 	 -; If post-menapausal: tamoxifen. tommifene, or an At (depending on previous treatment) vitaminDHonnone therapy can be considered (except in the event of life threatening visceral disease). CT: ac:an of abdomen. 	 .. ClinicallrlfJls .. Please referto the foDowing webstte for avanabte dlnlcaJ trials: http://cancertrials.nd.nlh.govI The use ofserum markers for fonowfng response in patients with 
SilSe/lne MUGA scan or Echo Ifcfmlcally Indicaled for - Tamoxifen - ammatase InhibitDfS (eg, anastrozole. letrazole) 

recurrent disease should be mstri:ted to patients In whom other- Toremifene - Faslodex.patients receiving anthraeydine ortrastuzumab 	 Hormone ntcaptorpositfve with sympfprrurtfc vtseeral disease: obJective measures are equivocalNote: (A1S, faslodex & I.trazole .... for pos1menop.usaI women only)Check a baseline hGadMRJ orCTscan for pa6ems Ib:tt 	 Patienls wiIh .xtenslve visceral orimmedlalelifi> Ihreat.nlng disease might be optimally treated with inltJal chemotherapy Pat/entsmcoMng bevac/zumab-pacIIta:teIshouldbe routinelyoophoreCtomy is an option fOr premenopausal wom~" 
monilr>redfiJr~pmtelnurla._bIeed1ng.may",.",m,fhe_-pacllta:telcombinafion 	 and then considered for maintenance tmatment wiUl hormone therapy. Treabnent choices lndude one ofthe following: 

GNRH analogs (premenopausal women only)Evaluale!hetbllowing prognos1l::facIOIs: 	 Comb!na1!onThe!l!py CardhwasculNewmsshould"" cmdislly monilr>redfiJrbut!heMegaca-D_bun1en 	 Anlhmcyclin ... based 1herapy (AC, FAC, CAF, FEC, CEF, EC) ben_O/lherug/ment:leariy~lhe_, 
- ERlPRIevaIs - Doxorubicin - taxane (daxmubidn - pacitaxet ordaxarubicin - docetaxeJ)


Honnone Recepmrposit1ve with sympfcmatlc vlscet'at c/i$aase: 
 PatlentsreceMng /noStUzJJmabshould",.." etnIiaemonilDdng 
- menopausal status at 3, 6. and 12months aflerbeginning /noStUzJJmab ther.Jpy. - c.pecitabIne-tanne(doa!tue/OI'pac6tan!l) 

Patientswilh extensIvevlsc8li1l orknmedlate IIfe-Ihreatenlngdisease mighl beoptimaDytreated with innla!HER~2Ineu status (if not done at the time of the 	 - CMF Tr.u1D=mab thetapyshould be w/lhhe/d forth. following:chemotherapy and then eonsfdered formalntenance treatment wflh hormone therapy.primarydiagnosis).Atlhistime,lhe optimat method of » lfejecfionhr:tlondropsmontlhan10%be_lheCgmbrnatfon Therapy Single Agent Therapy 
- AnI/uaCjdin&-based 1hetapy (AC, FAC, CAF, FEC, CEF, EC)

testing HER· 21neu """"""",Ion (lmmun<>­ Institution«t/normal
histochemistry vs. ASH) """atns undefined. Some - Sln91&-agoot taxane therapy Gemcftablne - Vlnorelbine 


- DollOfUblcln - Ti!lI2l1B (daxnrublcln - paclltaxel ordoxorublcln - docetaxel) 
 Iflhe EFrIrops more th." 15% overall 
"""""" agre.lhallf HER·21n.u by immuno­ Clinical CHFwlth a documented drop In EF- Slngl...agenl anlhracydine Iherapy InfusJonat5AJ - "",b - paclltaxel (Abranrne) 

htstochemSttylsO,1+or3+.1heresuttsarereliabte. - Capecitabine lIposomal doxorubicin
- Capedtablne- Taxane (doeetaral orpacUtaxeO 

IfEF norrrutlizes within of weaks may amsfder resuming
However, If 2+, RSH tssIlng Is ",commended. - Gemc:itablne-Paclitaxel 	 • Clinlcallrials - Please _10 !he ftlIlowing weboR. fur available cfmlcallrlals: htlp:lIc:ance<1riaIs.ncI.nlh.govI trastuzumabthorapy- Bevaci;wmab-Pacllta:telTesting should be performed at expt!tlenced testing 
cenfers. 	 - CMF Hormone receptor negatlva. ant-- and postmenopausal oatfents: 


- Catt>aphJtin- PacIitaxeI (nmdomlzed trials /UI"" not been performed wiIh Ihls ccrnb/naf/on) 
 .. For patients who progress on chemOlherapy. the treatment wt1J depend on a number offactors. including previous therapy. 
patient symptoms. PSt and other patient specific considerations. Treatment can indude combination or single-agent 

Slng(e Agent Therapy (numerou.s comblniHfons offhe followinq !(l!I!fSlsave been studied In phase B trials.. chemotherapy. 
Many hIM! shown eIficacy but none hIrvr! shown benefit overslnqle-.aqent therapyJ CgmbhuJtionThe!!my 

- SIngJe.agsnl twme Iherapy (padi!axel Dr docetaxel) AnIhracycIin...based therapy (AC, FAC, CAF, FEC, CEF, EC) 
- SlngJe.agsnt enlhracyd'm.lherapy (dOllOfUblcln or eplrublcin) - Doxorubicin - taxane (doxcrubidn - paditaxel Of dmtorubldn - docetaxel) 
- Capecllabina - Cape_blne-_(do_ orpac6tan!l) 
- \llncn!lbine - CMF 
- Gemcitabine 
- Infuslonat5F\J Sfngfe Agent Therapy 
- Uposcmal doxorubldn - Slngle-agent taxane !herapy - Gemcitabine - VInon!lbina 
- nab-pac_ (Abra1Gfll8) - Singfe..agenl anthracydine themp:y - Infuslonal5F\J -nab-paclifaxel(Abr.uane} 

Note:: Truatment choice Will depend on a numberof factors. including pn!Vfous therapy. patient symptans. - Capedtabln. - Ilposomal doxorubicfn 

perl'cnnance status, end otherpatient specHfc consIderatlcns. 


" OlnicaJ trials ~ Please refer to the foOowIng website for available dinicaf trials: http://cancertrials.ncinih.gov/ 
Hormone nx;eptornegative OR Y'iscfHa1 disease should receive chemofherapy as IJsted abowa. 

Htlr~2Ineu 9V1!!f1J:Xllrusfon 13+ lmmunoD!!!mxida5e staining andlor2+.3+ bY fISH) Patients 
H/gh-Rislc, NrxIe Neg_ ormi<:ros=plcally Involved nodes: " For patients with Her·21neu protein overexpres:slon (3+ Immunoperoxldase stainIng and/or ASH+) who hev. progmssed 
" For patlenls wiIh hlgh-rlsk. node-negative dIsease or mlcmscopk:aUy Involved nodes [pN1ml or pNO P>)] foDDWlng first~nne transuzumab - chemotherapy. it is controversial whethertrastuzumab plus anotherd1emotherapy agent 

consideration can be given 10 !he use of l8gImens for node-posl1!ve disease. In general, !he benelills p"'P"f1lona1 should be used as opposed 10 using chemotherapy alone. Trastuzumab alone fs FDA approved as second line after 
to the risk so one mustfadDrbl the associated l:oxiclUes and durations offherapy. progrnssJon on chemotherapy (wilhout traslUZ1JI11ab). HOWOV8r, In II:>day's clinical practice, most patients receive 

traslUZlJIllabinltJany: 
Her-Zlneu ~ (3+ Immunopenrddass stalnlnllandfor2+,3+ by RSH) Patients - Trastuzumab alone 
• For patients vrith Her~21neu protein OVI!I'I!XpmsskJo (3+ immunoperolddase staining and! or ASH+) trasbmJmab - Trastuzumab-Padilaxet 

combInations ""' cnnsId9f1!d optimal ftIsI.flne Iherapy (not fur use wiIh .nthracydlnes). Alternatively, traslU21Jmab - TtaSluzumab - PaflClaxel - Carboplalln 
alone can be given to patien1S who are unwtlling ornat suitable candidates for" chemotherapy. : - Trastuzumab - Docetaxel 

- Tmsluzumab-Paclllaxal - Trastuzumab- DoceIaxeI- CarlwplaUn 
- Trastuzumab-Pallclaxel-Carboplatln TntSflmtmab- VinomIbine 
- Trastuzumab - DoceIaxeI - Tr.u1D=mab-~e 
- Tmsluzumab-DoceIaxel-Carlwplatin .. Clink::af trlats: - Please refer to the following websfta for available clinical trials: http://caneertrfafs.nci.nih.govI 
- Tr.utuzumab - V/nore/b/ne 
- Tr.utuzumab- Capecilabino 

Note: PatJents with metastatic breast cancer should have their HER~21neu s1atus assessed If Hwas not done at General ConaJderaUans regarding therapy choices: 
the time of the prmary diagnosis. The current FDA recommendation is to treat patients with a 2+ or 3+. See • Many chemotherapy cnmbinations have been tested and have shown improved response rates. However. Ihese combinationS am 
"emerging Issues" regarding 2+ HER·2 cverex......lon. generaUy more toxic than single agent Utecapy and most have shown no Imprcvement In survival. CombinatiOn therapy over single
Cllnlcallriats - Please referlO!he ftlIIowing webon. fur avaIlabl. clinical trlaIs: hllp:llcancenrials.nci.nih.gov/ agents should be considered in patients wflh good PS and in those with aggressive disease. 
Best supportive ""m only and referral 10 hospice ff patient has poor peribmlanca stollls. .. Jfthe paUenthas received prioranthracycli1e therapy. furtheranthracydine therapy may be considered If can:Hac status lsstabls. 

Additional opti""" 10 consider Indude Ihe ... of a less toxic anthracyctJne (eg, eplrublcin), IIposcmaI dOJ<tlrlJblcln. CI', cardia­
pmtedant (dalll32D"""e~ 

" Patienls with bone dIsease (espedally1hcse wiIh lytic dlanges on .-ray) should be conslderad fur blsphosphonate1herapy In 
General ConskI._ reganllng Ihenopy cholcas: addition to chemo- or honnanallhempy. EBRT should be _ forpeinful metastases not controlled by b1sphosphonates or for 
... Many chemotherapy axnbfnations have been tested and have shown improved respon:sa: rates compared with single.agents. lesions In whl::h pathologic fiadwes _immInent orheve already occurred. In general, blsphosphonete Ihempy should continue 

However. 1hesa combinations an! generally mote toxic than single agent 1herapy and most have shown no lmpnwament in 
regardiMs ofchanges in a patienl's chemothempy regimen.

survival. ComblnatiDn therapy over single agents should be considered in patients with good PS and In those wtth aggresstve " Special conslderalloos - see last page of guldenne furtreatmentof patients wiIh solitary metastases, spinal conl compnlSSlon end 
disease.ndYiseer.rltht'fUIt.. other specially siluations.
~!he patient has received prieranlhracyd'm. Iherapy, further .nthrac:ydIn.Ih....py may b. consiOOI1JHlIf cardiac ejecfion hr:tlon Is 

nonnal. Additional optklns to consfder indude the use ofa less toxic anthracycfme (eg. epirubicin). rlJXlSOfMl oxorubJdn. or a 

cardIopmtedant (d"""""""'n8~ 

Patients with bono dis.... (especially 1hcse with lytic dlenges on .-my) should be cnnsIden!d fur blsphosphonal. therapy in 


addltion to chama- orhormonal therapy. EaRT shoufd be reserved far painful metastases Dr for lesions In whk:h pathologrc fradures are 

imminent or have atmady occurred.. In geneml, blsphosphcnate therapy should continue regardless of changes In • patient's 

chemothetapyregimen• 


• 	SpeciaI~s-_laslpage ofguideline furll1!etmentofpatlents withsctJtaryme_, spinal cord compression and 

otherspedatty_ns. • 
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EndOCrlneRegimens---I'- ChemolherapyRegimens 

Nota: Mlloxantrone maybe substituted fordo)(Drubidn inpatients who an! elderly. or have cardiovascularcfisease. orhava received prioranUuacyclJne therapy. A = Adjuvant M:=: Motastatlc Neo = neoadjuvant 

AROMATASE INHIBITORS 
~ 

Anastroznle1 mg PO CD 

For adjuvant 'therapy. continue for 5 years. 

ForStage ftI disease, continue until disease pmgresskln 
Loneel 2002; J5!l:2131·21J9. 
Cancer 200J; 98.:1802·1810. 

~ 	
u.lroZDIe2..5 mg PO dally unllld_ progression 
JCO 2003;21:2101-2109. 
The Oncologist 2OCU; 9:497·506. 

tlemestane lAmmasinl 
Exemestane 25 mg PC daDy 
N Engl J Med, 2tHU; 350:1081-1092. (adJuvanI) 
J CUn Oncol, 2fJIl(/; 18:13911-1411. (mal1lstalic) 

LHRH AGAONlST5 
Goserelin 

Gosernnn acelate 3.5 mg sa day 1 
Ropeat every 28 days ,2 years 
Euro J Cancer, 2003; 39: 1711-1717 (adjuvant therapy) 

or 
Goserenn acetate 10.8 mg sa day 1 
Repeat every 3 months 
JCO 1993;11:1529. (melasta1J<:) 

GosereBn+TM!ll!ffim 
Goserefin 3.6 mg subcutaneously every 2S days for 3 years 
TamOldfen 20 mg PC dany fur 5 years 
JCO 2002; 20:4621-4627. 

LeupmrKfe (monthfyl 
lsuprolido 75 mg 1M day 1 
Repeat every 28 days 

Leupmlfde 193 mol 	
lsuprolide 22.5 mg 1M day 1 
Repeat every3 months 
• leuproflde not FDA approved for breast cancer 

OTHER 

~ 
Faslod.. 250mg 1M Q28 days 
J CRn Oncol, 2tHU; 22:1605-1613. 

~ 
Meges1rolacetate40mg PO CID 
Semln CncoI1986; 13: 9 -14 

Il!!!lm!!fml 
TamOldfen 20 mg PO CD 
Begln2-5wee1<s~pera1IveIy 
For adjuvant 1herapy. conllnu. fbr 5 years. Fer Slag. IV 
disease, continue until disease progression 
J COn O_~ 2ODJ; 21:2276-22B1. 

~ 
TO!1!mlfllne 60 mg PO daUy 
JCQ 1995;13:2556-2566. 

Neoadjuvant Regimens 

Docs.tarel-Cali!!!dtablne 
Docetuel75 m~ IVover 1 hourday 1 
Capedl1lb/ne 1,OOOmglm' PC 'BID days 1-14 
R~ away 21 daysx4 cye/e$ 

ESM02004;lIbstntd215 

IJoxonIbkin-Padltu:el 
/JOmntblcln 60 mglm' IVbolus o,",r5 -15minutes day 1 
__200 mgAn-' 1V0....3 hours day 1 


R~"way 21 ,days x4 cycles 
JeO 2004; 22:4953-4965. 

Adjuvant Regimens 
~ 

Do.orublcln 6OmgIm' !VB day 1 
Cyclophosphamkl. 600mghn' !VB day 1 
Repeat overy 21 days x 4 cycles
JCO 1990; 8:1483 - 1496. 	

~ 
CycIophosphomklo SOOmgl m' IV day 1 
Do.orublcln 50mgI m' IV day 1 
5FU 500 mgt m;t IV day 1 	
Repeat overy 21 days' 6 cycles 
Breast Can Res & Traat. 1983~:209-220. (metastatic) 
Pmc Am Soc C/In Oncol. 199B;17:1.._et2 

~ 
5FU SOOmgIm'!VB days 1 & 8 
Doxorubicin 5Omglm' !VB day 1 
Cyclophosphomkle: 500rn9Im' !VB day 1 
Repeatevery21-28daysx6cyc1es 
Ann Jnt Med 1979; 91:847 

~ 
Cyclophosphamkle 75 mglm' PO days 1 - 14 
Epirubicln 60 mglm"1V days 1 and B 	
SFU 500 mglm' IV days 1 and 8 
Repeat cycle every 28 days' 6 ejdes 

JCO 1998; 16: 2651-2658 

FEC-100 tA. M Neal 	
5FU 500 mglm' IV day 1 
Ep1rublckl100 mgtm' IV day 1 

Cyclophosphamkle 500 mgIm' IV day 1 
Repeat cycle every 21 days x 6 cycles 	
JeO 2001; 19: 6112-611. (adjuvant) 
JCO 2DfU; 22:3071J.31J11l 


FEe-1oo -. pocntaml (AJ 

FEC-100 doses as above 

R~ FEC-100 oway 21 days" 3 cycles foI_ by 
Doce_100 mglm'lVd8y 1
Ropeiltt.""'Y 21 days" 3 cye/e$ 
SABCSymposium 2DfU._ 27. 

~ 
Eplrubicin 100mghn'lV day 1 

Cyclophosphamide 830mgtm' IV day 1 

Repeat cycle every 21 days 

JCO 2001; 19: 3103-3110 (adjuvant) 


CMFIIVCTXl fA M Neal 
Cyclophosphomkle 600 mgIm' IV day 1 
Melh-.o 40mglm' IV day 1 
5FU 600 mglm' IV day 1 
Repeat cycle 021 days 

Am J Mod. 1987; 83:455 

CMFlIV..cTX;D181iA M Nee) 
Cyclophosphamkle 600mghn' IV days 1 & 8 
M.1h-.o 4OmgIm' !VB on days 1 & 8 
5FU 600mg1m' !VB days 1 and 8 
Repeat cycle 028 days x 6 cycles 
BrJ Can""", 1999: B1 (2): 316-322 (mol1lstalic ref) 

CMF (0raI- CTXl CA M Neal 
Cyclophosphamide 100 mgIm' PO days 1 - 14 
Me1h-.o 40 mghn' IV days 1, 8 
SFU 600 mglm' IV days 1, 8 
Repeat cycle Q28 days, 6 cycles 
JCO 1990: 8(9):1483 

Adjuvant Regimens (can't) 	

AC ~ Paditaxel fA Neal 
Dororubicln 6Omglm' !VB day 1
Cyclophosphamkle 600mghn' !VB day 1 
Repeat every 21 daysx4cycles_by
_-..1175 mgtm' IV day 1 
Repeat every21 days ,4 cycles 
JCO 2003; 21:!J76.983.

AC 4- Pocetaxel fA Neal
ao.orubicin 60mg!m'1V day 1 	
Cyclophosphamide 600mghn' IV day 1 
Repeat every 21 days ,4 cycles 
then 
DocetaxeI100mgtm' IV day 1 
Repeat every 21 days x4 cyan 
Je02003;21:4165 

TAC
Tamlefa 75 mgfm2 IV day 1 
DOlCOIUblcln 50 mglm' IV day 1 

Cyclophosphamkle 500 mglm' IV day 1 
Repeat every 21 days x6 cycles 
PmcAm Soc Cin Oneal. 2002; 36a.. Abstract 141.
SABCS 2003; abstriIet43 

DosEHlense AC -.. Pacitaxel 
ao.orubidn 6Omgtm'1V day 1 
CycIophosphamkle 600mgtm' IV day 1 	
Repeatevery14daysx4cycles_by 

Pacitaxe1175 mg/m2 tv day 1 admlnisternd eYety 14 days x 4 cycles 

G-CSF300 or480 meg days 3 -10 ofe_ cycle 
JCO 2003: 21:1431 -1439. 


Epirubicin - Tamo.rlfen 'acthtvant for eldertyJ 
Ep/rubkin30mglVdays1,8,15 	
ramomim 30 mg PO dally (or 3 yeatS
Repeiltt eplrubfein every 28 days fOr 6 cycles
JeO 20/u; 22:4674-46112. 


AC _ PadIt:axe1 +Trastuzumab 
ao.orublcln 6Omglm' IVday 1 
Cyt:Iophosph....,de 600mglm' IVday 1 
R~.way21 daysx4 cye/e$ followed by 

_ 80 mgtm' IVweekIy" 12 _ Is prefetred (or 175mglm' IVday 1 
every 21 days}C4 eyetos) 
Tr.tSfJmrmab 4mg/Icg loading dose for the 1" week followed by 2 mgII<g
weeklyfvr 51 .....1os (total _mob -1 ystj. Trastuzumab should be 

given coneummtIywith ,.,._, 	

Late-bn!aldng session ASCO 200S presented on May 16th. 20fJS (results of 
NSABP.J1/NCCTG N-9(31) 


Capecilabine Dose Calculation According to Body Sulface Area 	

Dose level 2500 mghn2lday 
 Numberaftablets to be 
taken at each dose

(morning and evening)

Total Dally'" J 1lilJ.lDg J ~ 
~ 
fag} ~ 

s124 

1.25-1.36 3300

1.37-151 3600 

152-1.54 4000

1.65-1.76

1_77-1.91 4600 

50001.92-2.04 

2.05-2.17 5300 

;:218 5600 

• TCtal Cally Dose divided by 2 to allow equal morning ~nd evenlng dose 

Metastatic Combination Regimens
Doxorubicin - Docemel 	

UOXoruDicin 50 mgmr IV ever 15 minutes on day 1 followed by 
DocetaxeI75 mg/m2 lVover1 hour on day 1 
Repeat every 21 days 

JCO 2003; 21:968-975. 	

Doxorubldn - Paclitaxel 	
ao.orublcin 50 mgIm' IV day 1 	
Pacilaxel150 mghn' IV day 1 
Repeat cycle every 21 days
Note: CSF support admlnlslered 
JCO 2003: 21:588-592. 

Pocetaxel Capedta.bine 
Doce1a,a175 mgIm' IV over 1 hour day 1 
Caped1ablne 1.250 m9lm' PO BID days 1-14 
Repeat every 21 days 
J CRn Onco~ 2002; 20:2812-2823.(1'" and Z'" line mel1lstalic) 

Pacll'tuel- Capecltablne 	
l'adIf;ael175 mgAn-' IV0.",..3 houlS day 1
Capecltab/ne 825mglm' PO BID days 1- 14 
Repeiltt eway 21 days 
JCO 2004; 22:2321- 2327. 

Trnsturumab - PacfrtPxel 
Trastuzumab loading dose:: 4 mg/kg tv over90mlnutes x 1 
MainlBnance dose: 2 mg/kg IV weekly over30 milllrtes [of lnitialloa<fmg dose weU 	
'_ed) 
Pacli1an1175 mgtm' IV over3 hours 
Repeat 021 daysx6cyc1es 
ASCO Proceedings 1998; 17: abstract 377 

Tras!UZUmab - PadiIaxeI- 9ubopIatin 
Carbopla1ln AUC 6 IV on day 1 
Pac:itaxaI175 mgim2 rv aver3 haUlS 
Tras/lmJrnab 4mglkg loading dose fonowed by. weekly _e of 2 mglkg 	
Repeat every 21 days x 6 cycles 	
SABCS 2002; abstract 35. 	

Tras!UZUmsb - Oocataxel
Oocetaxel100 mg{m"lV day 1 
Tras/lmJrnab 4mglkg loading _e fuDowed by a weekly dose of2 mglkg 
Repeal every21 days ,6 cycles (Herceplln continued unlll disease progression) 	
SABCS 2003; abstract 217. 
JCO 2004; 22.'1071-1077(_may a/so be admln_as 35mglm'weokly 
" 6 .....11s; cycles repeated every B....Ios)

Tr.osfuzumab-Oocetuel-cm.oelilttln 
CarbopIiIttInAUC 6 IVday 1 
_75mglm' IVday1
Trastuzumab 4mg/l<g loading dose fOllowed by weekly 2 mg/l<g 
Repeat evety 21 days x 6 cyeIfts (continue tmstuzumab for 1 year oruntH dlseasa 
progression 
JNCl2004;!16:75!<-7&!l. 

Tnrsfu%umab Vlnorelb/ne 
Tnrsfu%umab 4mg/1qJ loading dose followed by weeldy 2 mg/Jfg 
Wnorelb/ne 25 mglm' IV weekly 0YIH'10 mIn fvl/Owfng trosfuzumab 
R~weekly untH progression
JCO 2003; 21;288!<-2891i. 

Trastuzumab- Capecitabh!e
Troostuzumab 4mg/Icg loading dose followed by weeldy 2 mg/l<g
Capecltab/ne 1250 mgAn-' PO BID days 1-14 (m"" of6 eyetes) 	
R~ oway21 days (hstuzumob may be coat untH diseaseprog.) 
SABCS 2OCU; __ 3(U9.

T!l!Si!m!mab-Gemdtab/ne
TnlsfJmmJab<fmg/l<g loading doso fOllowed byweeldy 2 mg/l<g 
Gemdtabine 1.2DO mgmr N days 1 and 8 	
R~gemcitablne"""'Y21 days
C.n Breast Can""" 2tHU;5:142-147. 

Gemclfabfne-PiIclIt;uel
Gemcitabln. 1,200-1;150mglm'1V0n days 1 and B 

_el175mgAn-' 1V0n day 1 
Repeiltt away 21 days forB c;ychs 
Oncology 2tKU; 66..'18- 23.(G -1,200 mglm')
Proe Am Soc CIIn Onr:d. 2tKU; 22: Abstraet510 (G - 1;150 mg/DI'j 	

Bmr:izunutb- Paattaxel
_mob 10 mglm' on days 1 and 15
__90 mglm' on days 1, 8, 15 	
Repeilt every 28 days 
lafe..break/ng ASCO 2005.bstnetpresented on May1r. 2005 

C;uboobtln-Pat:f!fm/fweelrlrl 
CarbopIiIttInAUC2Nday~ 
P_el100 mgAn-'lVday1 
Repeiltt cye/e$ weekly 
JeO 2002; 20:3857-3864. 	

Single-Agent Metastatic Regimens
~ 

Docetaxel60 -100 mglm'lV day 1
Repeat every 21 days 
J CHn Onco~ 1998; 16:3362-3368. 

D9C!I!!rn!IfWeokM
DocetaxeI 35-40 mglm' IV day 1 weekly,6wee1cs 
Repeat every 8 weeks 
JCQ 2000;16..-1212-19 (40 mgJm')
JCQ 2001;19'.3500-3505 (35 mglm')


~ 
Doxorubicin 60 mgIm' IV day 1 
Repeal cycle 021- 28 days
Drugs. 1992:44(5uppI4):17. 
Am JCC. 1989;12:57 - 62.
JCO 2003; 21:5Il8-592 

Doxorubicin (weekly)

Do.orubicin 20 mgIm' IV weekly
Eur J Cancer. 1994;3OA:1n5.

ru:Y 

5FU 300 mglm'lday CIV 

Continue unbl progression or unacceptable toxJcity~ 
JCO.1995;13:419-423.

~ 
Epirubicln 70 mgIm' IV days 1 and 8
Repeat every28 days
Cancer Chemother Phannac:ol2DOO;46:459466
OR 
Epitubicln 90 mglm' IV day 1
Repeal every 21 days
BrJ Cancer199B;77:22S7~2263.


~ 
Trastuzumab LoaClll9 dose4mg/kg rv over90 minu1esx 1;
Maintenance dose 2 mglkg IV weeklyaver 30 minutes
(lflnJtlalloading _ewen_raled)
ASCO Proceedings 1998;17:abstract 376. 

~ 
Capeei1abino 2510 mgIm'PO OD (divided dose given ""'" deny) days1-14
Repeat 021 days
JeD 1999; 'f7: 485-f93. 

OJpecitablne {elderlyl
Capedfablne1,OOO mgfm' PO dally (dlvlded dose given BID) days 1-14 
Repeiltt cycle every21 days
JeO 2005 (early moase) 

Eru;E!l!!!!l 
Pacitaxel175 mg!m2 N day 1 over 3 hours or over24 hours 

Repeat overy 21 days

JCO 1995; 13:2575 

JCO 2003; 21:588-592 


PacitaxellWeekly) 
Paclila>tel60 - 90 mgtm' IV day 1 

Repeat weekly

JCO 1998;16:33SJ.3361 (ro"""nee uses 100 mgfm'..-IyJ

VIno",lblne 
VIno",1bIne 30 mgl m' IV day 1 
Repeat every 7 days 
JCO 1995;13:2567.

~ 
Gemcitablne1200mgIm'days1.8.15
Repeat Q28 days
BroastCancerRes Trea12001;56:83-l!7 
OncoIogy2002.1i2:2-l1

Uposomal doxorubicin
Uposomal dlMllUblcin 50 mghn' IV day 1
Repeat every21-28 days
J COn Oncal2tKH; 22:3893- 3901.


UDO!iornal Arn-C ClOtr'a1hecaD 
50 mg rr Q2 weeks x 1 month.

Intrathecal Methotremte 
12mg IT 1-2 times p ...weeklnltiallyfuDowed by 
therapy every 1~2weeks- aftersymptcm improvement 

1Mb _ patfdaxel CAbr.IlaIneJ 

nab - pacl"da1Ce1Z60 mgrmt IV0"'"30 minutes day 1 

Repeat 8V1!}'3weals 
SABCS 2003; absfntet44 

nab- pac!!tnel fAbralClne -!!!!!!Idyl 
nab paetiW<oI125 mglm' lVo.....3D mln_ day 1_1y"3 
Repeiltevery4,...,1os
A5CO 2004 (O'Shaughnessy J eI aQ 

1TMV1.D2005RNAl.updatMon7n1105~ upmdedon711812005 These guidelines ant governed by the Tnudment Guideline. Term$ of Use found IItwww..noplnc.ccm<htfp·!fwoww;.!sutincsaml>andmaynotberep~ucedlnanYformwlthouttheprior.up.... wrltbmpennlsslonofNOA.1I:. 2005 NatJonaJ Oncology Alliance, Inc. All RIghts Reserved 
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Radiation -----~~~--- ] 

~ 
4500-5040 cGy Is deilve_ to the 
enlfnlbmastindaUyfractlcosof18D-	
200 cGy, RadlaUon is def....11!<1 
through langentlal opposed fields. 

Aboost0l1000-1500to1heprfmary 
site may be considered 

§l;mJ. 
A dose or4500-5040 cGy to the enUre breast 
_red at 180-200 cGylday 5 days/weel<. A 
boost of 1000-2000 eGy is usuaRy delivered to 
thatumorbed. 

Palliative Rl!!Qlmens - Examples of possible 	
radIation reglmBns follow - there are other 
acceptable reglm""" 	

Sprnal Cord Compression 
Acceptable regimens Include the following: 

• 400 cGy. 3,then 200 cGy.12 
• 300 cGy. 10 to 1D!al3000 cGy 
• 250 cGy. 151D to",13750 cGy 
• 2ODcGy.2DID_14000cGy 	

BoneMeialD... 
Acceptable regimens Include the following: 

600-1ooocGy1n1_ 

400cGyx5 
300cGyx 10 

• 250cGyx 15-16 	

~ 	
A dose of4500-5040 cGyto the entire breast ± 
nodes deliverod at 160,200 cGylday 5 days/weel<. 
A boost0l1000-2OOO cGy is usuallydellvel1!<l to 
thetumarbed. 	

Patrrstfve Reqirrtefm~Examples ofpossible 	
radiation regimens follow - there are other 
acceptable regimens 

Spinal Cord ComD!1!SSign 
Acceptable regimens include the 
folowing: 

400 cGy .3, then 200 cGy x 12 
300 cGy x 10 to 1D!al3000 cGy 
250 cGy x 15 to IDtal3750 cGy 
200 cGy. 20 ID _14000 cGy 

SoneMetastases 
Acceptable regimens Indude the 
following: 

6OD-1ooocGyln 1 frnction 	
400cGy.5 
3OOcGy.10 
2SOcGyx15-16 

ll!l!!!!!.!l!
A dose of45OD-504O cGy to !he .nUre tnast 
and nodal reglonsdeliverod at 180-200 cGyfday 
5dayslweek. Aboostat1000-2000cGyls
usually deHvered to the tumor bed.. 

Pamative Regimens - Examples of possible
radiation regimens follow - there are other 
acceptabiereglmOflS

Spinal Cord Comprnssbn 
Acceptable regimens indude the fellowlng: 

• 400 cGy x 3, then 200 cGy. 12 
• 300 cGy x 10 to total 3000 cGy 
• 250 cGY' 15 10 _ 3750 cGy

• 200 cGyx 20 ID latal4000 cGy 

~ 
Acceptable regimens indude the following: 

• 800-1000 cGy In 1 frnellon 
.400cGyx5
• 300cGy.10 
• 250 cGy. 15-16

~ 
Adoseof45lJO..504OcGytotheentfrebreast 
and nodal f8gIons deliverod at 18D-200 cGyfday
5days/weel<. Aboostof1000-2000cGyis 

usually derM!l1!<lID the tumor bed.


faJlfaffve Regfmf!QS - Examples of possible 

radiation regmens follow - there are othSf'"

acceptabtereglmens 

Spina! Card Compression 
Acceptabfe regimens lndude the following: 

• 400 cGy x 3, then 200 cGyx 12 
·300cGyx10to_3000cGy 
• 25OcGy. 15to_3750 cGy 
• 200 cGy. 20 to total4OQO cGy 

BcneMetata_ 
Acceptable neglmens Include the ronowlng: 

• 800·1000cGyIn1_
·400cGy.5 
• 300cGy. 10 
• 250cGyx 15-16 

StaoelllB
A dose of 4500-5040 cGy to the entire breast and 
nodal regions deilvered a11BD-2OO cGyfday 5 

days/weel<. A boos! at 1000-2000 cGy Is usually 

deftvered to the tumor bed. 


. Pamative Regimens ~ Examples of possible 

radiation regimens fcUow ~ them an! other 

accepIabIereglmens 

Spinal Cord ComPreSSion 

AcceptabI. regimens lncIud. the Ionowing; 


• 400 cGY' 3, then 200 cGy. 12 
• 300 cGy x 10 to to!al3000 cGy 
• 25OcGyx15tolo!al3750cGy 
• 200 cGy. 20 10 total 4000 cGy 

Booe Metatases 
AcceptabJe regimens fndude the fonewing: 

& 800-1000 cGyin 1 fraction 
• 400cGyxS 
·300cGyx10 
• 250 cGY' 15-16 

Breast Cancer - AJCC Staging Handbook - 6th Edition 
Prlmary Tumor (T): 
T1: Tumor2.0cmorlessmgreatestdimensicn 

T1mlc:: MJc:roinvasiDnO.1cmoriessingreatestdlmension 

T1a: O.5cmorless 

T1b: Mom than 05 em but ncrt mere than 1 em in greatest dimension 

T1c: MoretMn1anbutnctrnon!than2cmtngreatestdimension 


1"2: TumormDra than 2 an but not rnDm' than 5 em ingreatestdmension 
13: Tumormorethan5cmingrealeStdlmension 
T4: 	 Tumor of any sfze with dIrect extenskm to chest wan arskin 

T4a: Extension to chest wal, not inclucfmg pecIOOIflS muscI. 
T4b: Edema. ulcemtfon of the skin ofthe braast, orsateDite skin nodules confined to the same breast 
T4c: BalhT4aendT4b 
T4d: lnlIammatorycarcinoma 

Regional lymph nodes (N) 
NO; No ",gilnellymph node _ or only clumps ofealls by immuno-h_em!slJy but nat by H&E s1aining (NOl+) 

pNO (l-~ No regional lymph node mots hlsInIoglcaIIy, negative IHe 
pNO P+~ No regional lymph node mots histologically, poslIIve IHC, no IHC clus1er> 02 mm 
pNO (mol-~ negative moiaculaT findings 
pNO (mol +~ positive molerulaTfindlngs 

N1; M_1sto movabl. ipsilateral axI1lary lymph node(s) 
pN1: m_es in 1 - 3 axI1lary lymph nodes a_in Intemal mammary nodes with microsa>plc dIseas. detected by SlNO but not <inicaDy 

pN1a: 1-3 a"illa.ynodes 

pN1b: Mats in Internal mammary nodes with rntcmscop/Cdisease detected by St.ND but not cllnlcaiiy ~ 


pN1C: m_1n1-3 axI1larylymph nodes and in internal mammarynodos with miausccplc cf........ detected by SlNO but nat cinicaRy 
N2: MBIaStaSis to 1pslIateta1lymph node(s) fixed crm_d orin clinically a_rent lpstIateral intemal marnmarynodes In the absence of cinlcally evident axlIlary 

IymphnodemelaStaSeS 

pN2: Metastases In 4 -9 axilary lymph nodes orin <inicaDy apparent Ipsilaterallntamal mammary nodes In the absence ofclinlcalyevfdent axI1lary lymph node metastases 

pN2a: metastases In 4 -9 nodes with at least one tumor deposit> 2.0 mm 

pN2b; Mels In cr..lcally apparentlntemal mammary nodes in the absence ofaxJIary lymph nod. melas1ases 

N2a: MeIastasls in Ipsilateral axI1lary lymph node(s) fixed orm_1D one anolharorto oth....truclUleS 

N2b: Metastases only In cflnlcally apparent lpstIaterallntemal mammarynodes and In the absence ofcflnlcally evfdent axlIlary lymph node m_es 


N3: 	Me_os In lpsIIate",llnfracIavicuiaTlymph nodes wlthorwlthoutaxl1lary lymph node IlWoIvemento.-in cIlnlcally-",ntlpsllatenll nocIesand In the 
presence ofclinlcaly evident axI1lary lymph node metastases; or metastases in Ipsllall!mlsup<a-davicularlymph nodes with o.-withoutSJdllary orlntemal 
mammary lymph node Involvement 

pN3: metastases In 100.-mOn! axI1lary lymph rodes, infrnclavlo>laT lymph nodes orin cfinicaOy appa",nt IpsIIa!erallnlemal mammary lymph nodes in the presence of 1 or more positive 
nodes or ... > 3 nodes with cfinicaUy negative micto-salpic- metastasis In Intemal mammary nodes; or In IpsDateraisupradavicuiar nodes~ 
N3alpN3a:Melas1ases in 10 ormoreaxll!arynocles crmetastases IDthe IpsBall!ral infrnctavlrularlymph nodes 
N3b1pNab: MBlas!ases In Ipstlaterallnll!rnal mammary lymph nodes and axilary lymph nodes 

N3clpN3c: Metastases in ipsilateral supra-davicular lymph nodes 


DlsIantM_IM) 
MO:Nodlstantm_1s 
M1:OlstantmelaStaSispresent 

I 	 JPatient Education 

Lt..:IS 
-PetformmonthlybrBastexam 

Recommend screening and counsefing of rafatiyes 

". positive fumly hlslDry is Identified (males, II 
carTfe<s also need counselng) 
Tamaxlfenlnfmmalion 
Llfesty1emodlficatilns 

- W1!lghtloss 
- decrease alcohol consumption 
- tow fat diet 
- Increase exsrcise 

Educate women about symptoms of recurrence 

QQli 
Perfolmmonthlybnaastexam 
Recommend scnK!ning and counseUng of femaJe 
reIetlves Ifa positive family history Is ld.nUfled 
Tamaxlfeninfonmatlon 
LJrastyle modifications 

- wslghtloss 
- decmase aJcohol: consumptfon 
- Iowfatdlel 
- lncm3Se exercise 

Educate women about symptoms of recurrence 

~ 
Recommend joining a self help orsupport group 
(fOrstagel-lVpa!ients) 
Perform monthly breast exam 
Recommond weening and counsefing of female 
relatIveslfa posltivefamllyhls1oryls Identified 
Educate women about symptoms or mcummce 
Infctm care provider about use atallemative 
medicines such as herbs (some can lead to 
interactions wlth other drugs) 
UfestyfamcxftficatjQns 

>welghtloss 
>deaease alcohol consumption 
>Iawfatdlet ' 
JIo-increasee.xertise 

Patients onstafin tJrer.spyfarl/pld ""'nagement 
should a/so be made aware that It maya/so be 
assodIted with .. c:fec:rea'se In the risks of 
breu1.nd colon ~ncers. 

Drug Complications 
i i 

5FU; 
Most Common: Myelosuppression: granulocytopenia nadir: 7-14 days;: 
thrombocy!opentanadlr;7·14days 
Gastrointestinal: nauses and vomiting, stomatitis. diantlea, PfOdftIs. 
esophagitis 
Less Cllmmon: Alopecia; hyperplgmentation of nail bed, face and 
hands; pattlalloss or nails; maculopapular !aSh 
Rarely: Acute cerebenar syndrome 

CYClophosphamide: 
Most Common: Leukopenia. nadiroa:urs @ 7~14 days. recovery after 
10 days, mild anemia, thrombocytopenia, hemorrhaglc~ 5-10% or 
patients, akJpeda.. anorexia. nausea. vomiting 
Less Common: Amenormea. urtfcaria. transverse ridging ofnalls, skin 
hype!lligmentatlon, SIADH, hepatoloxlclly 
Rarely: Anaphylaxis, cardio!nxlclly, puimonary toxicl1y, Increased 
inddence of1ransitionaJ cell CA of the bladder. 

~ 
Most Common: Nausea. vomiting. anorexia. stomatltls. dian11ea. 
myelosuppression with pancytopenia: RBC nadir 6-13 days; 
retlaJloc:ytes, 2-7 days; wac's naerr. 4-7 days (rarely again at 12-21 
days); plalelet nadir: 5-12 days 
Less Common: Hepatic fibnlsls, cirrllosls (usuaUy high dose MlX); renal 
tubularneacsis (high dose regimens); alopecia, llenn.!itis, pigment 
changes, dizziness, malaise, bluned vision 
Rarely: ChiDs. fever, osteoporosis. ccnjunc::tivitis. anaphylaxis • 

Iamoxifen: 
Most Common: Mild and transient leukopenia and thrombocytopenIa can 
ocosrln5-10%ofpaUents. Meoopaus"-symptoms:holflashes, 
nausea. vomiting occur in < 25% of patients. 
Less Commoo: vaginal bleeding. vaginal cfoschlllJ!", menstrual 
frregularities. prurifis vulvae. skin rashes, dizziness. headache. 
depression, IassI\lJde, leg aamps, sUght periphBfal edema 
Rare: Retinitis. pseudotumor cerebrae. deeJrvein thrombosis 

Doxorubicin' 
~n:MyeIosup~ion:mlki to moderate. nausea, vomiting. 
dlanhea.aIopecta 
Less Common: Radlation ceR recaD reaction, radfosensftization, skin 
hyperpigmentatbn. dennal emeses, fever, chfls, allergic: reaction. 

l._ 
conjunctivitis. 
Cumulative Dose TOldclty: Cardiac - CHF cardiomyopathy 

Musculoskeletal pain, neusea. vomiting. headeche, fallgue, dlanhea. 
cmsIipa!ion. hot flashes, peripheral edema. 

~ 
Leukopenla. nadIr0C0Jl'S@7-8days.anamle, 1hrambocytopenfa. fluid 
nelenUon (peripheral edema), hypeBensHlvlly ",actions (l1eludlng 
flushing rash. dyspnea. hypertension)•• asthenia, nausea. vomiting, 
stomatiUs. alopecia. transient skin changes. arthraIgla and/or myalgia 

~ 
GI upset. peptic ulceration, higher SUSCt!ptlbIlIIy ID lntiIcIfon, decn!ased 
glucose intolerance, electrolyte disturbance. papef~ lhln skin with striae, 
beha\lioral abnonnallties. acne. 

Dosing for SSbhosphona1es 
Pamkhunall! 90reg IV every 21-28 days 
Zoledronicacid4mglVrNery21-28days 

l2!!!!!Iif!!Jm 
Hot fIasIles. _ng, nausea, vaginal discharge, dlzzInes, edema, 
cataracts. vomiting, thrombophlebitis.. 

~ 
Most Comman: cough orSOB, GI bieeding,lBul<openla. stomach pain, 
stomatfUsormucositis. 
Less Frequent or Rare; arrhylhmles, CHF, conjunctivitis, jaundice, 
renal; failure, seizures. thrombocytopenia. allergic ~dion. 
extJawsation, ilcallnitation, orphlebitis. 

AnaSlr.mlIB 
Rushing, nausea, increased bone andIottum~ pain, breast palo, 
confisslDn. thrombophlebitis 

Exemestane 'Arpmasln1 

Hot flashes. nausea. fatigue, Increased sweating, lncfeased appetite. 
androgenic symptDmS, peripheral edema 

Meoestn:il Amtale _ 

Most Common: breakthrough bleeding and anef1"iOrthea. abdominal pain 

or aamping, edema, headache, mood changes, weigh! gain. 
Less Fn!quent or ram: rash, depression, thromboembofosm, bnaast pain 
Of1endemess, hotflashes, insornnia. nausea.. 

~ 
Nausea, wmitlng, dlanhea. stomatitis, hand and foot syndrome. fatigue. 
parasthBSfas, anorexla,lymphopenla, nautmpenla, thrombocylDpenla. 
hyper_..... 

Trastuzumab lHereeptinl 
ParalbesIa, fever, chnls, headeche, CHF (mom likely In COOlbination 
thenapy~ nausea, vomiting, dlarrllea. rasII. peripheral edema 

Enlrubirzit fElJence) 
MajorDose LknHlng: leukopenia, neutropenia 
Hematolt>glc: leukopenia. neutmpenla. anemia, fabrile neutropenia 
Gt Effeds: Nausa. mucositis. dlarrhaa, anon!lda. abdominal pain 
Other: Alopecia, hat flashes, leukemia 

Uposomal Ara-C OntrathecaO fDepoCytl 
Headache. arilchnoidltla 

~ 
MalcrDose Lknitlng: GrnnuIocylDpen!a.,lBuknpenla 
HematD!ogic: as above end anemia (mild) 
~ oausea.wmlting.constIpation,dlarrh..,rlseln_ 
blDrubln,rIseIn SGOT 
Nervous System Effects: peripheral neuropathy. asthenia 
Q!!lJ!{: Injectlon sl!a mac!ions, pain, phlebitis, aIopBcIa, djspnBa 

Pecitax.1 

Most Cllmmon: hypersensitivity Rxns (less common with pre­

medlcalfon), neutropenia. leukopenia. anemia, peripheml neuropathies, 


elkaflne phospha1ase _Ievation, alopecia. myalgia/anthralgla, "'_ 
recall 

~ 
Hot Flashes. NauseaNomlting, Impotence. Loss of Dblda 

lTMv1.02005 ANAL upd,M.:t on 71t11115. upJoadedon1/1812OO5 These guktelJnes are governed by ttl_ Treatment GuldellnH Tttnns of Use found atJ!WY'.noafnc_com <http:/~oai:tc .comb and may not be reproduced In anyfonn wHhout ftHt prtor. express wrftten pennlr:a50n of NOA. Cl2005 National Oncology AlUanca. Inc.. All RJghts Reserved 
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P egfilgrastim (PEG-fill-GRASS-tim) 


Brand Name: Neulasta® (Noo-Iasta) 


Patient Education Quick Reference Guide 

Uses For ....his 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 Of 'This 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 ....his Medication 
You should not take this medication if you: 

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

Rr.ecautions "'[0 Be A.ware Of Before making ....his 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. 

© 2005 National Oncology Alliance, Inc. All Rights Reserved. 



Precautions (continued) 

Blood related tJrecautions .. 
• 	 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. If you have sickle 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 cah 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 stJecific tJrecautions 
.... 	 " .... 

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

PregnanfY 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 tJrecautions 
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 healthcare provider's approval. Possible interactions 'can occur 
with pegfilgrastim and the following medications: 

• 	 Lithium 

Side 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 healthcare provider ifyou experience any side effect(s) which do not go 
away, worsen, are serious in nature, or are worrisome to you. 

P egfilgrastim (N eulasta ®) 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 andlor muscle pain [Acetaminophen (Tylenol) may be taken for pain relief (follow package dir~ctions)J 

• 	 Redness, swelling, or itching at site of injection 

Rare side effects 
• 	 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 ....0 'fake rrhis 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 of your 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. 

Proper 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 of the reach of children or pets. 

Ask ur doctor or healthcare rovider how to 


This handout is to provide you with additional information about pegfilgrastim. It is not a substitute or rerHa(:enlerlt 
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 before startin or . medication. 

Pegfilgrastim (N eulasta ®) Patient Education Quick Reference Guide 
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AGENDA ITEM 2 




State of California Department of Consumer Affairs . 

Memorandum 

To: Licensing Committee Date: March 9, 2006 

From: Patricia HarrisK 
Executive Officer 

Subject: Proposed Regulation to Recognize Approved 
Accreditation Entities and Evaluation Factors 

Background on B & P § 4127.1 

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 pharrp.acies 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 
home infusion pharmacies and specialty pharmacies that deliver biotech drugs and other 
specialty products. 

In July 2003, the board also 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. 

Information on ACHC and CHAP and its accreditation processes will be provided at the 
meeting. 

In 2003, the Licensing Committee developed the following criteria for the evaluation of 
applications by accrediting entities for board approval. The following criteria are the result of 
the Licensing Committee's discussions, including a presentation to the Committee by an ACHC 
surveyor. 

The factors are: 

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, CalPERS). 

5. 	 Unannounced inspection of California accredited sites - The board must conduct 
unannounced inspections oftwo 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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State of California 	 Department of Consumer Affairs 

Memorandum 
To: 	 Licensing Cominittee Date: March 9,2006 

From: 	 Patricia Harris ~ 
Executive Officer 

Subject: 	 Approval of Accrediting Entities 

Background on B & P § 4127.1 

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 blaw 
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 ofPharmacy 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 reco gnized in statute. 

In addition, it is suggested to include the factors that are considered for approval as an 
accreditation agency to be included in the regulation, including a method by which the board 
may no longer recognize an agency. If the board agrees with this recommendation, proposed 
language will be drafted. 

The factors are: 

Factors to Consider 

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. The following 
factors should be considered when making such an evaluation: 



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

2. 	 Documented accre~itation standards - The standards for granting accreditation and scoring 
guidelines for those standards nlust reflect both applicable Califonlia 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 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, CalPERS). 

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 
cOlnpliance 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. 
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State of California 	 Department of Consumer Affairs 

Memorandum 
To: 	 Licensing Committee . Date: March 9,2006 

From:· 	 Patricia HarriS~ 
Executive Officer 

Subject: 	 Request to Extend the Waiver for the Study 
"Evaluation of the Impact of Pharmacists in the 
Prevention of Medication Errors" 

In April 2004, the Board ofPharmacy granted a 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." The wavier was granted for two years. 

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. 

This 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. 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 
the April board meeting. If the board approves the proposed regulation, it will take 
approximately 6-9 months before the regulation would become effective. 
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March 8, 200ti 

Patricia F~ Harris 
Executive Director 
Califomia State Board ofPharmacy 
1625 North Matket Blvd~ Suite N219 
Sacram.ento~ CA 95834 

Dear Ms. Harris, 

We would like to request the opportunity to discuss an. extension ofthe waiver for the stud), by the 
UCSF School ofPh8l'D1acy and Cedars-Sinai Medical Center entitled, '~Bva1uation ofthe hn.pact of 
Phannacists in the Prevention ofMedication Enol's Associated with Prescribing and Ac1minis1ration 
in the Hospital Setting,S' at the Maroh 22~ 2006 Licensing Commit.'tee Meeting, The two-yea: study 
was approved by the State Board ofPhanna.cy on AprU 21~ 2004. After the Board QfPb.arm.acy!s 
approval) the study was subsequently reviewed and approved by the Lnstitlltional Review Board at 
Cedara·Sinai Medical Center and the Committee on Human Research at UCSF. Therefore, :in order 
to oomplere the Qata collectio~ analysis and review ofthe 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, 

1:1:::.. ~, Al-_i~-
Peter 1. Ambrose~ Pbarm.,D.~ FASHE' 
Professor of Clinical Pharmacy 
UCSF School ofPhannacy 
C..152. Box 0622 
San Francisco, CA ~4143.0622 
Long Beac ffice: 562-93 0289 

'ta Shane~ Phmn.D., FASEP 
Director=, Pharmacy Servioes 
Cedars-Sinal Medical Center 
.Assistant Dean, Clinioal Pharmacy 
UCSF School of Phem1acy 
Los Angeles, CA 
3l0·423..5611 
shane@cshs.org 

cc~ Flank Saya~ Phaml,D. 

mailto:shane@cshs.org
http:ofPhanna.cy


Board of Pharmacy 

Specific Language 


Amend Section 1793.7 of Division 17 of Title 16 of the California Code of 
Regulations to read as follows: 

1793.7 Requirements for Pharmacies Employing Pharmacy Technicians. 

(a) Except as otherwise provided in section 1793.8. any ARy- function performed 
by a pharmacy technician in connection with the dispensing of a prescription, 
including repackaging from bulk and storage of pharmaceuticals, must be verified 
and documented in writing by a pharmacist. Except for the preparation of 
prescriptions for an inpatient of a hospital and for an inmate of a correctional 
facility, the pharmacist shall indicate verification of the prescription by initialing 
the prescription label before the medication is provided to the patient. 
(b) Pharmacy technicians must work under the direct supervision of a 
pharmacist and in such a relationship that the supervising pharmacist is fully 
aware of all activities involved in the preparation and dispensing of medications, 
including the maintenance of appropriate records. 
(c) A pharmacy technician must wear identification clearly identifying him or her 
as a pharmacy technician. 
(d) Any pharmacy employing or using a pharmacy technician shall develop a job 
description and written policies and procedures adequate to ensure compliance 
with the provisions of Article 11 of this Chapter, and shall maintain, for at least 
three years from the time of making, records adequate to establish compliance 
with these sections and written policies and procedures. 
(e) A pharmacist shall be responsible for all activities of pharmacy technicians to 
ensure that all such activities are performed completely, safely and without risk of 
harm to patients. 
(f) For the preparation of a prescription for an inpatient of a licensed health 
facility and for a patient of a licensed home health agency, the ratio shall not be 
less than one pharmacist on duty for a total of two pharmacy technicians on duty. 
Pursuant to Business and Professions Code section 4115(g)(1), this ratio shall 
not apply to the preparation of a prescription for an inmate of a correctional 
facility of the Department of the Youth Authority or the Department of 
Corrections, or for a person receiving treatment in a facility operated by the State 
Department of Mental Health, the State Department of Developmental Services, 
or the Department of Veterans Affairs. 

Note: Authority cited: Sections 4005, 4007, 4038, 4115 and 4202, Business and 

Professions Code. 

Reference: Sections 4005,4007,4038,4115 and 4202, Business and 

Professions Code. 




Adopt Section 1793.8 of Division 17 of Title 16 of the California Code of 
Regulations to reaq as follows: 

1793.8 Technicians in Hospitals with Clinical Pharmacy Programs. 

(a) A general acute care hospital, as defined in Health and Safety Code 1250 
(a), that has an ongoing clinical pharmacy program may allow pharmacy 
technicians to check the work of other pharmacy technicians in connection with 
the filling of floor and ward stock and unit dose distribution systems for patients 
admitted to the hospital whose orders have previously been reviewed and 
approved by a licensed pharmacist. 
Only inpatient hospital pharmacies as defined in 4029(a) that maintain a clinical 
pharmacy services program as described in 4052 may have a technician 
checking technician program as described. The pharmacy shall have on file a 
description of the clinical pharmacy program prior to initiating a technician 
checking technician program. 

(1) This section shall only apply to acute care inpatient hospital pharmacy 
settings. 
(2) Hospital pharmacies that have a technician checking technician 
program shall deploy pharmacists to the inpatient care setting to provide 
clinical services. 

(b) Compounded or repackaged products must have been previously checked 
by a pharmacist and then may be used by the technician to fill unit dose 
distribution systems, and floor and ward stock. 
(c) To ensure quality patient care and reduce medication errors, programs that 
use pharmacy technicians to check the work of other pharmacy technicians 
pursuant to this section must include the following components: 

(1) The overall operation of the program shall be the responsibility of the 
pharmacist-in-charge. 
(2) The program shall be under the direct supervision of a pharmacist and 
the parameters for the direct supervision shall be specified in the facility's 
policies and procedures. . 
(3) The pharmacy technician who performs the checking function has 
received specialized and advanced training as prescribed in the policies and 
procedures of the facility. 
(4) To ensure quality there shall be ongoing evaluation of programs that 
use pharmacy technicians to check the work of other pharmacy technicians. 

Note: Authority cited: Sections 4005, 4007, 4038, 4115, and 4202, Business and 

Professions Code. 

Reference cited: Sections 4007, 4038, 4115 and 4202, Business and Professions 

Code. 




LAfOC 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 

June 16, 2005 

Patricia F. Harris 
Executive Director 
California State Board of Phannacy 
400 "R" Street, Suite 4070 
Sacramento, CA 95814-6200 

Re: Teclmician Study - Interiln Report 

Dear Ms. Harris: 

As per the waiver approved by the Board of Pharmacy, I am sublnitting an interinl 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 
sumnlarizes the results for the first 48 weeks of the study. 

The results to date delnonstrate that having specially-trained pharmacy teclmicians 
perform the non-discretionary task of checking teclmician-filled unit-dose medication 
carts frees up pharmacist tilne and enables pharmacists to playa critical role in 
intercepting potential medication errors and preventing hann to patients. 

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 Ine at (562) 933-0289. 

Respectfully sublnitted, 

~l,LL
Peter J. Anlbrose, Phann.D. 
Professor of Clinical Phannacy 
School of Pharmacy 
University of California, San Francisco 

Enclosure 

Cc: Frank Saya, Pharm.D. 
Rita Shane, Phann.D. 



Evaluation of the Impact of Pharmacists in the 

Prevention of Medication Errors Associated 


with Prescribing and Administration of 

Medications in the Hospital Setting 


Summary of Results 

June 21st 2004 - May 22nd 2005 


A Collaborative Study Between 

UNIVERSITY OF CALIFORNIA, SAN FRANCISCO 

SCHOOL OF PHARMACY 


and the 

Pharmacy Services Department of 

CEDARS-SINAI MEDICAL CENTER 


Backgrou.nd 

• 	 Study to determine the impact of phannacists on 
prevention of medication errors during the equivalent 
time spent on checking medication cassettes . 

• 	 2 year study (waiver) allows technicians to check 
technicians filled medication cassettes 

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

• 	 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 

• 	 COlnpare intercepted errors with USP MedMARX data on 
errors 

• 	 Evaluate factors contributing to prescribing and medication 
administration errors 

• 	 Evaluate potential harm that could have resulted if error was 
not intercepted 

Medication Related Encounters 
June 21st 2004 - Ivlay 22nd 2005 (48 weeks) 

Total Medication Related Encounters: 28,969 (603/week) 

• 	 Potential Errors Intercepted (prevented): 1296 
Medication Prescribing : 885 (680/0) 
Medication Adnlinistration: 411 (32%) 

• 	 Other Medication Related Encounters : 
Pharmacist dosing per MD request: 25,342 
STAT orders: 360 
Rounds: 58 
Code Blue: 29 
DIUg Information: 1661 
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Medication Prescribing 

Potential Errors Intercepted 


June 21st 2004 - May 22nd 2005 (48 weeks) 

• Potential prescribing errors prevented by the pharmacist: 885 

• Orders requiring clarification: 534 (type of error not specified) 

• Types of medication errors intercepted which prevented* : 

Wrong Dose 48.9 % Medication Contraindicated 3.1 % 
Allergy Contraindication 21.7 % Drug Interaction 2.3 % 
Necessary medications not ordered 11.7 % Wrong FrequencylRate 2.0% 
Duplication in therapy 5.7 % Wrong Drug 0.6% 
Wrong Route 4.0 % 

* In those situations where error type was specified 

Additionally, there were 57 incomplete orders requiring clarification. 

Examples of Medication Prescribing 
Errors Prevented 

Problem Identified 

Ganclclovir: Smg/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.Smg/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 
exoess/ve dose of 

ohemotherapy

Avoided morbidity assooiated 
with an allergic reaction 

Avoided sub-optimal 
treatment, possible 
mortality/morbidity 

Avoided increased risk of 
bleeding In patient already 

reoeivlng blood transfusions 
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Medication Administration . . 
Potential Errors Intercepted 

June 21st 2004 - May 22nd 2005 (48 weeks) 

Potential medication administration errors prevented by a 
phannacist: 411 encounters 

Types of medication errors intercepted which prevented: 

Omission of Dose 41.2 % 

Transcription Error 13.9 % 

Wrong Dose 8.l % 

Wrong Patient 6.0% 

Extra Dose 7.9% 

Delay in Dose 5.7% 

Wrong Rate 5.5 % 

Wrong Drug 4.8% 

Drug to be given to 

patient was not ordered 3.8% 

Wrong Route 3.l % 

Examples of Medication Administration 
Errors Prevented 
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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~ 

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 
chemotherae.y 

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 



Results compared to USP MedMA,RX Data 

Leading types of errors include: 

USP MedMarx Data 
20031 Research Study 

Omission error 24% 22.70/0 

Improper 
dose/quantity 

23% 26.4% 

Unauthorized dnlg 10% 2.1 % 

Extra dose 5% 4.2 % 

Wrong patient 5% 3.3% 

Wrong route 2% 3.4 % 

I, htlp://www.mugnlltmail.net/uotions/Ilmail_web _ version.ofrn?rooipienUd=9223078&message jd=63691 &u.~er_id=USP 

TOP 10 Medications/Classes 
June 21st 2004 - May 22nd 2005 (48 weeks) 

Top 10 medications/classes involved in potential prescribing and administration 
errors 

Medication Prescribing 
• Chemotherapy 
• Electrolytes 
• Enoxaparin (Lovenox) 

• Vancomycin 
• Warfarin 
• Levofloxacin 
• Neupogen 
• Fluconazole 
• Cefepime 

• TPN 

Medication Adlninistration 
• Vancomycin 

• Heparin 
• Chemotherapy 
• Electrolytes 

• TPN 
• Erythropoietin 

• Warfarin 
• Fluconazole 

• Insulin 
• Levofloxacin 
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Preliminary Evaluation of Potential Patient 

Outcomes 

Phannacist prevented medications errors associated 
with potential harm: 422 

No Harm 340 

Temporary Harm 387 

Permanent Harm 11 

Increase in Length of Stay 23 

Demh 1 

Type ofhann unspecified 534 

Factors Contributing to Prescribing Errors 

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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Factors Contributing to 
Administration Errors 

Two patient identifiers not used 

illegible orders 

Drug name confusion 

Incorrect pump programming 

Patients transferred and orders not transcribed accurately 

Environmental factors- distractions, interruptions and 
significant workload 

Staffing issues- such as shift changes and floating staff 

Sumnlary of Study Results to Date 

Results of the 48 week study demonstrates the impact of 
phannacists on prescribing and administration errors: 

- 1296. errors intercepted by the pharmacist 

- 27450 medication related encounters including dosing of 
medications per 1\10 request, participation in codes, rounds 
and drug information questions 

- Prelilninary evaluation of outcomes: 422 pharmacist 
encounters prevented potential harm ofwhich: 


- 387 prevented temporary hann 

- 11 prevel1ted permanent harm 


- 23 prevented an increase in length of stay 
- 1 prevented death 
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State of California . . Department of Consumer Affairs 

Memorandum 
To: Licensing COlnnlittee Date: March 9, 2006 

From: Patricia Harris 
Executive Officer 

Subj ect: NABP Partnership with Educational Credential 
Evaluators, Inc. (ECE) 

« 

Attached is information from the National Association of Boards ofPhannacy (NABP) regarding 
its partnership with ECE for the educational credential evaluation of applicants to the Foreign 
Pharmacy Graduate Examination Committee (FPGEC) Certi;fication 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 infonnation. The foreign 
graduate will submit all documents directly to ECE for evaluation. 

This new partnership is intended to address the increase ofworkload that this prograln 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. 



EXECUTIVE OFFICERS - STATE BOARDS OF PHARMACY 
February 24, 2006 
Page 2 

then sends the ECE application form to ECE along with official transcripts, official proof 
of degree, and $85. The applicant also sends the FPGEC Application Form for 
Examination and Certification Program to NABP along with required documentation and 
$700. 

While ECE verifies the educational background information, NABP verifies the 
applicant's professional licensing and registration information. Following NABP's 
receipt of a General Evaluation Report from ECE verifying the applicant's educational 
equivalency and completion of the Association's own licensure and registration 
verification processes, the qualifying applicant receives an FPGEE acceptance letter. An 
applicant's receipt of the FPGEE acceptance letter allows him or her to sit for the Foreign 
Pharmacy Graduate Equivalency Examination (FPGEE). After receiving a passing grade 
on the FPGEE, along with passage of the Test of English as a Foreign Language 
(TOEFL), Test of Spoken English (TSE), or TOEFL Internet-based Test (iBT), applicants 
obtain the FPGEC Certificate. The FPGEC Certificate allows foreign-educated and 
licensed pharmacists to move forward towards licensure in the US. 

If you have any questions, please contact me via phone at 847/391-4400 or 
1-800/774-6227 or via e-mail atmdickson@nabp.net. Thank you. 

cc: 	 NABP Executive Committee 
NABP Advisory Committee on Examinations 
Carmen A. Catizone, Executive Director/Secretary 

mailto:atmdickson@nabp.net


News Releas.e 

FOR IMMEDIATE RELEASE For more information contact: 
Larissa Doucette, Editorial Manager 

March 9, 2006 847/391-4405; custserv@nabp.net 

NABP Partners with ECE for FPGEC Educational Credential Evaluations 

The National Association of Boards ofPharmacy® (NABp®) is pleased to announce that it has 

fonned a partnership with the Educational Credential Evaluators, Inc (ECE) to evaluate the 

educational credentials of applicants to the Foreign Pharmacy Graduate Examination 

CommitteeTM (FPGEC®) Certification Program. Beginning April 14, 2006, FPGEC applicants 

will be required to submit their supporting educational credential documents to ECE. 

The improved processing time that the new method is designed to achieve has resulted in the first 

increase of the $700 FPGEC fee in 21 years. Applicants will pay an additional $85 fee for ECE 

to evaluate an applicant's educational credentials. 

Founded in 1980, ECE is a not-for-profit public service organization specializing in the 

evaluation of foreign educational credentials. BCE has identified the United States equivalence 

of foreign educational credentials for more than 1,000 educational institutions, employers, and 

professional 'licensing boards for over 20 years. 

The FPGEC Certification program is accepted by the majority ofNABP's member boards of 

pharmacy as a means of documenting the educational equivalency of an applicant's foreign 

pharmacy education as well as the pharmacist's licensure andlor registration. Foreign-educated 

(-more-) 

NationalAssociation ofBoards ofPharmacy -1600 Feehanville Drive - Mount Prospect, IL 60056-6014 

847/391-4406 - (F) 847/391-4502 - www.nabp.net 

http:www.nabp.net
mailto:custserv@nabp.net


NABP Partners with ECE for FPGEC Educational Credential Evaluations 
Page 2 

pharmacists awarded FPGEC Certification are considered to have partially fulfilled eligibility 

requirements for licensure in those states that accept the Certification. 

For more infonnation, please .contact NABP at 847/391-4406 or via e-mail atcustserv@nabp.net. 

Infonnation and registration fonns as well as further details ofprogram requirements may be 

found on NABP's Web site at www.nabp.net. 

NABP is the independent, international, and impartial Association that assists its member boards 

and jurisdictions in developing, implementing, and enforcing uniform standards for the purpose 

ofprotecting the public health. 

-30­
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State of California 	 Department of Consumer Affairs 

Memorandum 
To: 	 Licensing Committee Date: March 9, 2006 

From: 	 Patricia Harris ~ 
Executive Officer 

Subject: 	 Accreditation Council for Pharmacy Education 
(ACPE) 

Attached is an almouncement from ACPE regarding the change in its accreditation procedures. 
After June 30, 2006, ACPE will require that any new doctor ofpharmacy program seeking 
pre accreditation 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 pre accreditation 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 progratn 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 of pharmacy 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 

Board members have been actively participating on the ACPE evaluation teams for the 
CalifoTIlia schools ofpharmacy. President Goldenberg participated in the recent evaluation of 
Western University ofHealth 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 Conro~ will be on the site team for Lorna Linda 
University School of Pharmacy scheduled for April 18t1 

_ 20th
• ACPE is scheduled to evaluate 

the Touro University California College ofPhannacy for candidate status on April 25-27, 2006, 
which conflicts with the board's April meeting. I am waiting to hear if they will reschedule the 
date.· Otherwise I will again be seeking a former board member as our representative on the site 
tealn. 



To: <stbdpharm@listserve.acpe-accredit.org> 
cc: 

Subject: ACPE Accreditation Procedure Change 

stbdpharm-request@list 
serve.acpe-accredit.org 

02/24/2006 12:20 PM 

February 24,2006 

Dear ACPE Stakeholder: 

The Accreditation Council for Pharmacy Education (ACPE) mmounces a change 
in its accreditation procedures. After June 30, 2006, ACPE requires that any new 
doctor ofpharmacy program seeking preaccreditation status progress through both 
stages ofpre accreditation, precandidate and candidate phases, before 
consideration of full accreditation. Prior to this policy change, it was not 
essential, although highly recommended, that a program be granted precandidate 
status before students were admitted. After June 30, 2006, a new program must 
achieve precandidate status. 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 progranl without candidate status will thus have therefore graduated from 
program with no accreditation status and will likely not be eligible for licensure. 

The full text of Section 9.3 as revised of the Policies and Procedures section of the 
ACPE Accreditation Manual is attached below. 

9.3 Preaccreditation. A newly instituted Doctor of Pharmacy program of a 
College or SchoolofPharmacymust be granted each of the two preaccreditation 
statuses at the appropriate stage of its development. The standards are the same as 
those elnployed for accredited status, however, preaccreditation involves, in large 
measure, plmming in accord with standards and provision of reasonable 
assurances for a quality outcome. It should be noted that a new program lnust 
achieve precandidate accreditation status prior to the enrollment of students. 
Failure to do so will preclude consideration for ACPE accreditation until after 

http:serve.acpe-accredit.org
mailto:stbdpharm@listserve.acpe-accredit.org


graduates have been produced, at which time a program could be considered for 
full accreditation status. As these first graduates would emerge from a program . 
with no accreditation status, they may not be eligible for licensure as pharmacists. 

9.3.1 Precandidate. A new program that has no students enrolled but that 
meets the eligibility criteria for accreditation may be granted Precandidate 
accreditation status. The granting ofPre candidate status indicates that a College 
or School's planning for the Doctor of Pharmacy program has taken into account 
ACPE standards and guidelines and suggests reasonable assurances ofmoving to 
the next step, that of Candidate status. Granting ofPre candidate status brings no 
rights or privileges of accreditation. Full public disclosure by the College or 
Schoolof Pharmacyof the terms and conditions of this accreditation status is 
required. 

9.3.2 Candidate. Once students have enrolled in a new progratn, but the 
progratn has not had a graduating class, the program may be granted Candidate 
status. The granting of Candidate status denotes a developmental program, which 
is expected to mature in accord with stated plans and within a defined time 
period. Reasonable assurances are expected to be provided that the program may 
becolne accredited as programmatic experiences are gained, generally, by the time 
the first class has graduated. Graduates of a class designated as having Candidate 
status have the same rights and privileges as graduates of an accredited program. 

Upon granting preaccreditation status (Precandidate or Candidate) to a program, 
or in the event of voluntary withdrawal from pre accreditation, or upon a decision 
to let preaccreditation lapse, written notification of such action shall be made to 
the U.S. Secretary of Education, the appropriate state licensing or authorizing 
agency, the appropriate regional and/or other accrediting agencies, and the public 
within 30 days. Public notification includes presentation on the ACPE web site. 

Sincerely, 

Jeffrey W. Wadelin, Ph.D. 

Associate Executive Director and 

Director, Professional Degree Program Accreditation 
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Jeffrey W. Wadelin, Ph.D. 
Associate Executive Director and 
Director, Professional Degree Program Accreditation 

February 28, 2006 

Darlene Fujimoto, PhannD 
Associate Director 
Medical Affairs 
Biogen Idee 
5200 Research Place ~ 

q
N 
'.-1 

San Diego, CA 92122 

Dear Darlene, 

We certainly appreciated the opportunity to work with you during the on-site visit to 
the University of California, San Diego, Skaggs School of Pharn1acy & 
Phannaceutical Sciences on January 31 - February 2, 2006. Your participation added 
to the success of the visit. 

I look forward to seeing you soon at NABP and other professional gatherings. 

Thanks again for all your help. 

Sincerely, 

cc: Patricia Harris, Executive Officer, California State Board of Phannacy 

The national agency for accreditation of professional degree programs in pharmacy and 
providers of continuing' pharmacy education including certificate programs in pharmacy 

http:www.acpe-accredit.org
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STATE AND CONSUMERS AFFAIRS AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 
ARNOLDSCHWARZENEGGER,GOVERNOR 

To: Board Members Date: March 13, 2006 

From: Board of Pharmacy 

Subject: Competency Committee Report 

New Content Outline and Handbook for CPJE 

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 updated 
Content Outline on the Web site. The content outline that will be used until 
April 1,2006, is posted on the Web site as well. 

The California Pharmacy Jurisprudence Examination Handbook is currently' 
being updated to include the new Content Outline as well as a sample CPJE 
exam. The anticipated effective date of the new handbook is April 1, 2006. 
The sample CPJE exam will be posted separately on the Web site prior to 
April 1, 2006. 

Test Administration Contract 

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 March 28, 2006. The cost opening is scheduled 
for April 7, 2006, with a Notice of Intent to Award the Contract on April 12, 
2006. The anticipated contract award date is April 28, 2006. The duration of 
the contract is 3 years with 2 one-year optional extensions. 

CPJE Statistics 

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. 
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