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Purpose:

This policy has been developed for the Post Graduate Year Two (PGY -2) resident in Infectious
Diseases of the SUNY Downstate Medical Center to provide information on policies, procedures,
application process, qualifications for the program and obligations of the resident. These policies
and guidelines may directly affect a resident completing our program. It is recommended to read
this policy and keep a copy of it for future reference. Questions regarding the policy may be
addressed with the Residency Program Director (RPD) or the Director of Pharmacy Services.
Revision of policies and procedures may happen at any time and it is the obligation of the RPD to
inform the changes to the resident.

The purpose of this PGY-2 Residency is to provide an opportunity to accelerate their growth beyond
PGY-1 residency so they can become specialist in an area of pharmacy and can provide patient
care in infectious diseases. Further development of leadership skills that can be applied in any
position and in any practice setting is fostered during this residency. A PGY-2 Infectious Disease
Pharmacy Practice resident will acquire knowledge to refine their problem-solving strategies,
strengthen their professional values, work-ethics, attitudes, and advance the growth of their clinical
judgment. The residency year provides an educational environment to develop competencies
necessary to provide pharmaceutical care to patients with infectious diseases by providing patient
care, teaching, and clinical research in the area of infectious diseases pharmacotherapy. A
graduate of the program will be a competent and confident clinician in the management of Infectious
Disease Pharmacotherapy. Additionally, the resident will be an educator while working with patients
and other health care professionals in both inpatient and HIV clinic.

Upon successful completion of this PGY-2 residency, the graduate will be prepared to be a
prospective faculty candidate at the college of pharmacy and/or enter a clinical practice in Infectious
Diseases.

Definition(s):

Residency Candidate:

A resident candidate is a pharmacist who has completed a PGY-1 residency from an American
Society of Health-Systems Pharmacists (ASHP) accredited program who is applying for the post-



VL.

graduate year 2 residency program in Infectious Diseases at SUNY Downstate Medical Center. A
residency candidate must be enrolled in the ASHP Resident Matching Program to be considered for
the position.

Residency Committee:

The residency committee is made up of the following individuals Nicholas W. Galeota.,M.S.,RPh,
Roopali Sharma, PharmD, Alan Hui, PharmD, LilyAnn Jeu, PharmD, Maureen McColl, PharmD,
Teresa Chan, Pharm.D

Resident:

A resident is a resident candidate who is successfully matched to SUNY Downstate Medical Center
by the ASHP match process, and accepts an offer for employment. If no candidate is matched with
the program, then the program will attempt to interview candidates on a first-available basis until an
offer has been made and accepted.

Qualifications:

Applicants for the position of resident post-graduation year two (PGY2) should possess a PharmD
degree by an American Council of Pharmaceutical Education accredited college of Pharmacy and
should have completed (or be currently enrolled in) a PGY-1 Pharmacy Practice Residency. The
applicant must also demonstrate a commitment to excellent verbal and written communication skills,
professionalism and leadership, and to the provision of pharmaceutical care. Applicants should be
licensed, or otherwise eligible for pharmacy licensure, in New York State. The resident candidate
will apply for the program by submitting a curriculum vitae, completing an application, writing a letter
of intent and submitting an official college transcript. The candidate must also solicit three (3) letters
of recommendation to be submitted on their behalf by the recommender, one letter should be from
the director of the program. Only candidates who submit all of the required materials by the
application deadline will be considered for an onsite interview.

Policy:

PGY-2 Infectious Disease resident are subject to and must comply with all SUNY Downstate
Medical Center Human Resources and Pharmacy Department Policies and Procedures. Policies
relating to conduct, attendance etc. are all reviewed at the institutional orientation sessions during
the first two days of employment. In addition, the PGY-2 resident must comply with the Program
Overview and Requirements as they relate to completing the goals set out by ASHP for completion
of the residency.

Responsibilities (Include all departments/services involved in development/implementation
and/or monitoring): Pharmacy

Procedures/Guidelines:

INTERVIEW PROCESS:
* Candidates who submit all of the required materials, as outlined in the QUALIFICATIONS
section, by the deadline (January 20th), will be considered for an onsite interview.
* SUNY Downstate Medical Center will conduct a maximum of 10 onsite interviews for each
available residency position
e |If it is necessary to limit those candidates who are invited onsite, the application materials will
be reviewed by the Residency Program Director (RPD), Director of Pharmacy, and at least one
Clinical Specialist (see: Resident Interview Form) for:
o Academic credentials
o Letters of recommendations
o CV (relevant work experience)
o Letter of intent
* Candidates with the highest scores in these areas will be invited for an onsite interview




o Onsite interviews will be conducted to determine, in addition to verification of relevant
work experience, academic credentials, letter of intent (see: Resident Interview
Evaluation Form):

Professionalism

Communication skills

Clinical skills

Service orientation

Understanding of PGY-2 residency in infectious diseases

O O O O O

* The candidate will interview with the RPD, Director of Pharmacy, all the clinical specialists, two
infectious disease physicians and the current resident.

* After the last interview, the preceptors, director, clinical specialists, resident and RPD will meet
to determine the rank-order for the ASHP match process.

*  When there are conflicting assessments, the interviewers will negotiate an agreement.

* Between the results of the negotiation and the overall Resident Interview Form assessment, the
rank order will be obtained and submitted.

* The ASHP match process is the final authority which determines placement of the resident
candidate with the institution.

POSITION ACCEPTANCE AND STARTING THE JOB:

* Avresident candidate who successfully matches with the institution must agree to the terms and
conditions of employment, as outlined in the offer letter.

* The resident candidate must make every attempt to obtain New York Pharmacy licensure as
soon as possible.

* The resident candidate is expected to contact Human Resources and provide all requested
materials (i.e., proof of identity), complete a physical examination, and obtain an identification
badge prior to the start date.

* The start date will be on or about August 1 of the same year as the ASHP match.

* Pharmacy Practice Residents are subject to and must comply with all SUNY Downstate Medical
Center Human Resources Policies and Procedures.

* Policies relating to conduct, attendance etc. are all reviewed at the institutional orientation
sessions during the first two days of employment. In addition to those policies the following also
applies to the PGY-2 Resident:

DISMISSAL: The Residency Program Director may direct that a resident be dismissed during
the term of his/her residency for unsatisfactory performance or conduct. Examples include, but
are not limited to the following:

* Continued unsatisfactory performance and/or progress in the program

* Performance which presents a compromise to acceptable standards of patient care, or
jeopardizes patient’s welfare.

lllegal and/or unethical conduct

Excessive tardiness and or absenteeism

Unprofessional behavior

Inability to perform the obligations pursuant to the resident contract

DISMISSAL ACTION PROCESS: will be utilized if the resident fails to meet his/her obligations.

(see above Dismissal)

* Resident will be given two verbal warning by the preceptor. If the behavior does not change
then the Residency Program Director will be notified to conduct an investigation, including
meeting with the preceptor and the resident to identify information that relates to the
problem.

* |f the resident continues to engage in behavior which are deemed harmful to the residency
program and fails to meet the obligations of the residency, the resident shall be given a
warning in writing and will have suggestions on the corrective action. This will be
documented in the resident’s file.

* |f the preceptor determines that the resident may not be able to complete the obligations of
the rotation/residency, a plan to adequately complete the requirements shall be presented
by the preceptor and reviewed by the Residency Program Director and the Residency



Committee. No action will be taken against the resident until the Residency Committee has
reviewed the report and recommendations concerning any action.

* |f the Residency Committee feels that the action recommended by the preceptor /
Residency Program Director is appropriate, the action will be implemented and the resident
will be in a probationary period.

* During the probationary period if significant improvement is not documented. Action may
include termination.

* The Director of Human Resources at SUNY Downstate Medical Center will be notified in
advance of placing a resident on probation. Dismissal of a resident requires consultation
with the Director of Human Resources.

* |f dismissal is recommended the resident is given two weeks advance notice in writing by
the Residency Program director.

TIME OFF FOR EXTENDED LEAVE (DISABILITY/PROFESSIONAL/FAMILY/SICK): Attempts
will be made to accommodate in the event that the resident must take an extended leave for
certain life emergencies or life events. The resident must first use accrued sick time and vacation
time, unless the resident qualifies for Family Medical Leave Act (FMLA). If the leave extends
beyond the accrued time the resident will continue to be paid. However, the resident must sign a
contract to make up all missed time which does not qualify for accrued time, without pay until the
requirements and time (1-year) of the residency are satisfactorily completed. Failure to comply
with above will be a reason for dismissal from the residency program.

VL. Reasons for Revision:
O Changes in regulatory or statutory laws or standards
QO System failures/ changes
O Institutional/operational changes

VII. Attachments: Interview evaluation, Evaluation form to screen for on-site interviews, signed offer,
application packet.

VIII. References:
Date Reviewed Revision Required (Circle Responsible Staff Name and Title
One)
06/01/08 Yes No Nicholas Galeota, Director of Pharmacy
06/01/08 Yes No Roopali Sharma, PharmD
06/15/08 Yes No Alan Hui, PharmD
Yes No
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Purpose: The purpose of this program is to provide a process and establish guidelines for the

conversion of intravenous to oral/enteral (IV to PO) anti-infectives when medically appropriate. The

advantages of this program are:

¢ To provide an oral/enteral dosage form with comparable bioavailability to the intravenous form,
this could reduce hospital length of stay.

* To avoid the added risks associated with continued intravenous therapy (e.g. IV infiltration, line
infection).

* To lower overall medication and associated costs to the patient and the hospital.

Background Information: A number of commonly used antimicrobial agents have near 100%

bioavailability*. The intravenous forms of these agents are useful in situations where the patient
may have compromised gastrointestinal function. In cases where the patient is in need of continued
antimicrobial therapy but is clinically stable with a functioning Gl tract, oral therapy is a viable and
preferred option. Oral administration of medications has the advantages of greater safety,
decreased staff workload and decreased medication ancillary costs. A number of institutions have
implemented “Intravenous to Oral” conversion programs and have documented the
pharmacoeconomic benefit of an automatic, pharmacist-initiated automatic oral conversion
program.

Medications suitable for such “Intravenous to Oral” programs are those which are either well (>90%)
absorbed in patients with functioning Gl tracts or those which have been shown to produce
equivalent therapeutic effects at appropriate doses with either route of administration.

*The exception to this is azithromycin. The oral bioavailability of azithromycin is about 40%.
Nevertheless, aside from treatment for community-acquired pneumonia in an ICU patient, oral
azithromycin is still recommended for patients able to take oral medications. Azithromycin has a
long half-life (11-68 hours) and concentrates intracellulary. In general, tissue concentrations are
much higher (10 to 100 times) than corresponding serum concentrations.

Wwi/c/personal/draftprolprd.,doc



Cost Difference and Potential Savings at a Large teaching Hospital

PO v 2006 IV Cost Potential % Potential Cost
conversion Savings
Linezolid $37.87 $52.00 | $ 472,783 40% 40,114
(600 mg)
Voriconazole | $21.27 $73.00 | $ 444,646 30% 88,400
(200 mg)
Azithromycin | $3.58 $12.00
(500 mg)
Levofloxacin | $5.60 $11.73
(500 mg)
Fluconazole | $0.08 $8.68
(200 mg)
Cost Difference of IV vs. PO Antimicrobials
at SUNY Downstate Medical Center
PO/unit IV/unit
Linezolid (600 mg) $60.00 $78.00
Voriconazole (200 mg) $32.00 $99.00
Azithromycin (500 mg) $6.60 $7.00
Moxifloxacin (400 mg) $2.55 $11.75
Fluconazole (200 mg) $0.02 $8.00
Il Policy:

In accordance with the Infectious Disease Division and P&T guidelines, the Department of
Pharmacy services shall facilitate an intravenous to oral conversion program to adult patients at
SUNY Downstate Medical Center with the goal of providing high-quality, cost-effective care. This
service will be provided Monday to Friday. Patients receiving certain IV antimicrobials (see
Appendix A) will be identified on a daily basis. The Post Graduate Year- 2 (PGY-2) infectious
disease resident and/or clinical pharmacist may automatically convert patients taking “approved
intravenous-oral equivalent medications” (see Appendix A) from intravenous to oral/per tube
administration when the PGY-2 infectious disease resident and clinical pharmacist patient
evaluation demonstrates the patient meets the established criteria for conversion.

. Definition(s): (Optional)

Iv. Responsibilities (Include all departments/services involved in development/implementation
and/or monitoring): Pharmacy

V. Procedures/Guidelines:

1. All patients taking any of the “approved intravenous —oral equivalent medications” will be
identified on a daily basis by the PGY-2 infectious disease resident and/or clinical pharmacist
Monday to Friday.

2. When a patient is prescribed one of the “approved intravenous-oral equivalent medications” the
medical record and medication administration record will be reviewed by the PGY-2 infectious
disease resident and/or clinical pharmacist. If necessary, the PGY-2 infectious disease resident
and/or clinical pharmacist will consult with the ID fellow/attending or patient’s physician to obtain
necessary information. If the inclusion criteria for route change are met without exclusion
criteria being present, the PGY-2 infectious disease resident and/or clinical pharmacist will
place an “Intravenous-Oral Equivalent Auto-substitution Order Sheet” (see Appendix B) and a
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progress note in the chart documenting the route change “per P&T IV to PO conversion
protocol”.

3. Once the CONVERSION OCCURRS, the PGY-2 Infectious Disease Resident and/or Clinical
Pharmacist will continue to monitor the patient’s progress to assure the change was clinically
adequate and to identify and prevent any unexpected or untoward patient response.

4. If the primary physician refuses to accept the conversion, the IV to PO protocol may be
overridden by WRITING A NEW IV ORDER AS “Do not Auto Substitute” and no further changes
will occur for the patient during that admission. Reasons for declining the conversion
should be stated on the progress note.

5. Patients who did not initially fall under the inclusion criteria will be followed-up by the PGY-2

infectious disease resident and/or clinical pharmacist and monitored for IV to PO conversion per

protocol. Once the clinical presentation improves and patients fall under the inclusion criteria,
the IV to PO protocol will apply.

Stop Date — the new order stop date should be the same as that of the original order.

Applicable Antimicrobials — Linezolid, Azithromycin, Moxifloxacin, Ciprofloxacin, Fluconazole,

Voriconazole, Metronidazole

8. Criteria for Switch: (IV therapy for > 24 hours and must meet at least one of the Inclusion
Criteria and none of the Exclusion Criteria)

9. INCLUSION CRITERIA for automatic pharmacy conversion from intravenous to oral/per tube
administration of approved medications are:

a. Patientis receiving and tolerating oral/enteral medications and/or oral/enteral diet.

b. Patientis hemodynamically stable.

c. Absorption of oral/per tube medication is expected to be reliable (see exclusion
criteria)

d. Patientis receiving an approved intravenous-oral equivalent medication.

e. Afebrile for at least 24 hours (temp < 100.4°F) and WBC decreasing toward normal
range (if leukocytosis initially present)

f. If an organism is identified, it must be sensitive to current choice of antibiotic

g. Additional specific criteria for documented indications should be met prior to switching
therapy in patients:

1. Bacteremia: afebrile x 24 hours, blood cultures negative x 48 hours, and
received IV therapy for at least 3 days.

2. Septic arthritis/osteomylelitis: Afebrile x 24 hours, received IV therapy for at
least 5 days, negative repeat cultures (if recultured), and with adequate
drainage where appropriate.

3. Draining abscess: Afebrile x 24 hours

4. Candidemia/lnvasive Candidiasis; afebrile x 24 hours, blood cultures negative x
72 hours, and received IV therapy for at least 3 days.

5. Invasive Asergillosis/other invasive fungal infections: Received IV therapy for at
least 7 days.

10. EXLUSION CRITERIA for automatic pharmacy conversion from intravenous to oral/per tube
administration of approved medications are:

a. Patientis NPO (including medications)

b. Vomiting and diarrhea present in the last 24 hours

c. Presence of continuous NG suction, short bowel syndrome, ileus, proximal resection
of the small bowel, active Gl bleed, patient is on paralytics

d. Dysphagia associated with recent seizure episodes; risk of aspiration

e. Patients who are comatose or have decrease in consciousness

f. Patients with bacteremia due to (Staphylococcus aureus or Pseudomonas
aeruginosa); endocarditis, myocarditis, mediastinitis, meningitis, intracranial
abscesses; febrile neutropenia (ANC < 500), Legionella or Pseudomonas pneumonia,
inadequately drained abscesses and empyema, severe soft tissue infections (strep
Group A)

g. Sepsis (evidence of infection and two or more of the following criteria: temperature >
38°C (100.4°F) or < 36°C (96.8°F), heart rate > 90 beats/min, respiratory rate > 20
breaths/min or PaCO2 of < 32 mmHg, and WBC count > 12, 000/mm3 or <
4,000/mm?® or > 10% immature neutrophils)

h. Mucositis, esophagitis, stomatitis

No
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11. The PGY-2 infectious disease resident and/or clinical pharmacist should also assess for drug
allergies, appropriate time of administration, drug interactions (drug-drug, drug-food) and
potential for adverse effects. In any notable issue is detected during the pharmacist’s
assessment, the PGY-2 infectious disease resident and/or clinical pharmacist should write a
note in the progress notes section of the patient chart.

12. In situations where the clinical assessment is ambiguous, the PGY-2 infectious disease resident
and/or clinical pharmacist will discuss individual cases with the prescribing physician/ID fellow
prior to proceeding to the switch.

13. The Acceptance/disregard of IV to PO recommendations will be tracked and reported back to
the P&T committee along with estimated cost implications. This data will also be reported to the
ID division.

14. Each IV to PO conversion will be documented as a clinical intervention.

VL. Reasons for Revision:
O Changes in regulatory or statutory laws or standards
O System failures/ changes
a Institutional/operational changes
VII. Attachments: Appendix A, Appendix B
VIIL. References:
1. Ramirez J. Early discharge strategies: role of transitional therapy programs. In: Owens R, Ambrose
PG, Nightingale CH, eds. Antibiotic Optimization: Concepts and Strategies in Clinical Practice. Boca
Raton, FL: Taylor & Francis Group;2005:431-451.
2. Mandell LA, Wunderink RG, Anzueto A, et al. Infectious Diseases Society of America/American
Thoracic Society consensus guidelines on the management of community-acquired pneumonia in
adults. Clin Infect Dis 2007;44:S27-72.
3. Sevinc et. Al . Early switch from intravenous to oral antibiotics: guidelines and implementation in a
large teaching hospital. Journal of antimicrobial Chemotherapy 1999; 43:601.
4. Wong-Beringer et. Al. Implementing a program for switching from IV to oral antimicrobial therapy.
AJHSP 2001;58:1146.
5. Kuti et. Al Pharmacoeconomics of a pharmacist —managed program for automatically converting
levofloxacin route from IV to oral. AJHP 2002;59:2209.
6.Ramirez et.al. Early switch from IV to Oral antibiotics in hospitalized patients with bacteremic
community acquired Streptococcus pneumoniae Pneumonia. Archives of Internal Medicine
2001;161:848.
7.Ankee at. Al Early switch from Intravenous to Oral Antibiotics in Hospitalized Patients with Infections:
A 6 month prospective study. Pharmacotherapy 1997; 30; 569
8. Lelekis et. al sequential antibiotic therapy for cost containment in the hospital setting; why not?
Journal of Hospital Infection 2001;48:249.
Date Reviewed Revision  Required (Circle One) Responsible Staff Name and Title
Yes No
Yes No
Yes No
Yes No
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APPENDIX A : Proposed Intravenous - Adult Oral Equivalent Antimicrobials

IV DRUG
Azithromycin 500 mg IVPB Q 24hr

ORAL Equivalent
Azithromycin 500 mg PO Q24hr

Rationale
Recommended dosing

Azithromycin 250 mg IVPB Q24hr

Azithromycin 250 mg PO Q 24hr

Recommended dosing

Ciprofloxacin 400 mg IVPB Q12hr

Cirpofloxacin 500 mg PO Q 12hr

Equivalent serum levels

Ciprofloxacin 200 mg IVPB Q12hr

Ciprofloxacin 250 mg PO Q 12 hr

Equivalent serum levels

Moxifloxacin 400 mg IVPB Q 24hr

Moxifloxacin 400 mg PO Q 24hr

Equivalent serum levels

Linezolid 600 mg IVPB Q 12hr

Linezolid 600 mg PO Q 12hr

Equivalent serum levels

Metronidazole 250 mg IVPB Q 8h

Metronidazole 250 mg PO Q 8hr

Equivalent serum levels

Metronidazole 500 mg IVPB Q 8h

Metronidazole 500 mg PO Q 8hr

Equivalent serum levels

Fluconazole 400 mg IVPB Q 24hr
Higher doses can be converted 1:1

Fluconazole 400 mg PO Q 24hr

Equivalent serum levels

Fluconazole 200 mg IVPB Q 24hr

Fluconazole 200 mg PO Q 24hr

Equivalent serum levels

Fluconazole 100 mg IVPB Q 24hr

Fluconazole 100 mg PO Q 24 hr

Equivalent serum levels

Voriconazole 4 mg/kg* IVPB Q 12hr

Voriconazole 200 mg PO BID,
dose may be increased to 300 mg
BID if not responding

Equivalent serum levels

* Based on 70 Kg patient (4 mg/kg x 70 = 280 mg)
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APPENDIX B - Intravenous-Oral Equivalent Auto-substitution Order Sheet

PHARMACY THERAPEUTIC
SUBSTITUTION ORDER SHEET

Instructions:

1. Imprint patient’s plate before placing in chart
2. Sign bottom of form.

3. Kardex order as substitution.

ALLERGIES: WEIGHT Ib. kg. HEIGHT: CrCL:
/ Intravenous to Oral Conversion Therapeutic Substitution
BY DIRECTION OF THE SUNY DOWNSTATE MEDICAL CENTER P&T COMMITTEE, THE ROUTES OF THESE

AGENTS ARE DESIGNATED THERAPEUTIC EQUIVALENTS FOR AUTOMATIC SUBSTITUTION.

Physician — Please discontinue:

mg [V
(drug) (dose) (frequency)
Nursing — Please document substitution in the MAR as follows:

mgpo
(drug) (dose) (frequency)

Clinical Pharmacist Signature:
Date: Time:

Print Name: Beeper #:
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