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LCDR John Q Pharmacist, R Ph., MP.H

PHS# Sept enber 2001

Regul atory Review O ficer
O fice of Generic Drugs
Label i ng Revi ew Branch

EDUCATI ON
Johns Hopkins University - Master of Public Health, 219xx

University of Maryland at Baltinore - BS Pharmacy (with honors), 19xx

LI CENSURE AND CERTI FI CATI ON

Regi stered Pharnmaci st: Maryland State |icense nunber xxxxx - 11/30/03

ASS|I GNVENT AND GEOGRAPHI C MOBI LI TY

Served in two different billets in the IHS, as a Consuner Safety Oficer in the Ofice
Conpl i ance of the FDA, and currently serve in the Labeling Review Branch of the Ofice
Generic Drugs (OG) in the Center for Drug Eval uation and Research (CDER) of the FDA

-Regul atory Review Oficer; Rockville, M
-Consuner Safety O ficer; Rockville, M
-Staff Pharmaci st; Cherokee, NC
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LCDR John Q Pharmacist, R Ph., MP.H
PHS# Sept enber 2001
PHS ASSI GNVENTS/ GEOGRAPHI C MOBI LI TY

O fice of Generic Drugs, FDA Nov. 19xx - Present

Rockvill e, Maryl and

O fice of Conpliance, FDA Nov. 19xx - Nov. 19xx

Rockvill e, Maryl and

USPHS | ndi an Health Service Cct. 19xx - Nov. 19xx

Hospi t al
Cher okee, North Carolina

PHS ASSI GNVENTS/ GEOGRAPHI C MOBI LI TY - TDY

Mohawk | ndi an Reservation; St. Regis, NY

EDUCATI ON

Johns Hopki ns University

School of Hygi ene and Public Health
Graduation: May 19xx

Degree: Master of Public Health

Thi s degree was conpl eted at the Johns Hopkins University, School of Hygi ene and

Public Health Part-tinme programover a three year period nmaintaining a 4.0 GPA,
whil e working full-tine.

University of Maryland at Baltinore
School of Pharmacy

Graduation: May 19xx

Degree: B.S. Pharmacy with Honors
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TRAI NI NG

July 2001 - Conpleted the Basic O ficer Training Course (BOTC

PHS SUPPORT ACTI VI Tl ES

Phar macy Professional Advisory Commttee Activities

May 2000 to Present - Assist PharnPac webnaster in updates and revisions for
t he PharnmPac website

May 19xx to Cctober 20xx - Served as Chair of the Pronotion Wrking G oup of
t he Career Devel opnent Subcommittee

Precepting and Recruiting Activities

March 2001 - Conceived project to request nation's pharmacy schools to create
link(s) fromtheir webpages to the PharnPAC webpage in order for students to
di scover "pharnmacy's best kept secret". Wth help from Phar nPAC Chair and
pharmacy externs, this project was inplenented with success.

Preceptor for University of North Carolina pharnmacy students at the Cherokee
I ndi an Health Service Unit

Ot her PHS Support Activities

Cct ober 2000 - Along with a coworker, organized and participated in the first
running of the Arny Ten-Mler under the PHS flag; this successful event is
pl anned agai n for 2001

PHS HONORS AND AWARDS

Unit Commendation - 2000

Bi centenni al Unit Commendation - 1998
Unit Conmendation - 1996

PHS Achi evenent Medal - 1991

OTHER HONORS/ AWARDS

Rho Chi Honor Society, University of Maryland School of Pharnacy, 19xx
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PROFESSI ONAL ACCOWVPLI SHMENTS

Awar ded PHS Unit Conmmendation for role in team based revi ews.

PROFESSI ONAL EXPERI ENCE

Currently serve as Regul atory Review O ficer, Labeling Review Branch
(Division I) of the Ofice of Generic Drugs in the FDA responsible
for:

- Reviewing container |abels and insert |abeling for Abbreviated New
Drug Applications (ANDAs) to deternine safety and efficacy

- Evaluating materials subnmtted to ANDAs from admi nistrative and
| egal aspects then:

$ Provi di ng feedback to sponsors by describing | abeling
deficiencies or recommendations either in the formof a review
sunmary or a letter

$ Provi di ng techni cal support on |abeling issues to industry and
other health professionals at neetings, via tel ephone or through
witten correspondence

$ Preparing or evaluating | abeling guidelines and policies
concerni ng generic drug

Consuner Safety O ficer in the branch, Conpliance Eval uati on and
Investigation of the Ofice of Conpliance in the FDA from Novenber,
19xx to Novenber, 19xx. Duties included:

- Acting as liaison between FDA district contacts nati onwi de and
Center review division contacts with regard to pre-approval
i nspection assignments and conpliance status of drug applications

- Assigning preapproval inspections of facilities involved with the
manuf acture of drugs

- Conducting a weekly nmeeting with the Ofice of Generic Drugs for the
pur pose of updating themon the conpliance status of priority
applications

Staff Pharmaci st at Cherokee | ndian Hospital, Cherokee, NC from

Cct ober, 19xx to Novenber, 19xx. Cherokee Indian Hospital is a 32 bed
facility which generates 65,000 outpatient visits annually and which
then staffed five pharmacists. Duties included:

- Monitoring departnental inpatient and outpatient indicators as
Quality Assurance O ficer and reporting nonthly
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- Performing nonthly ward audits and crash cart checks
(for disposition of outdated pharnaceutical s)

- Providing input to Pharmacy and Therapeutics Committee
as a voting nenber

- Performng duties of a hospital pharnmaci st including:

$ Assuring appropriateness of drug therapy

$ Filling prescriptions; outpatient and inpatient (1V
and unit dose)

$ Assuring patients' understanding of their mnedications
and appropriate outconmes of their drug therapy

$ Providing drug information to primary care providers

Staff Pharmacist in a retail setting at Kmart in the
Baltinmore area from 19xx to Cctober, 19xx. Performed duties
of a retail pharnmacist including:

- Filling prescriptions with and without a conputer and
pati ent counseling

- Billing "third party" providers

- Providing procurenent and inventory control duties

Phar macy technician at Johns Hopki ns Bayvi ew Medi cal Center
form June 19xx to May 19xx, working 20 hrs per week while
att endi ng Pharnacy School
- Preparation of intravenous nedications including

chenot her apy
- Delivering nedication to the floors for patient

di stribution.

PROFESSI ONAL AFFI LI ATI ONS

Maryl and Pharnaceuti cal Associ ation
Conmi ssioned O ficers Association

ClVIC AND COVWMUNI TY ACTI VI TI ES

Wrk with Habitat for Humanity, Baltinore Chapter.
Eucharistic Mnister for Archdiocese in Baltinore, M.
Presi dent of Christian Youth O ganization soccer program
from 1996 to present

Wrk with Meal s on Wieel s programin Baltinore, M.

PUBLI CATI ONS



