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FHREERE:
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BHEFSHE,06-23535354%2049
HEAE:
MEET BITIRChKEERERHIG by RS BN
HEER. 'E
HEE: £
HERE: REEI£E07H 128 -EE94£0 A0 H
$REHE: BEOI&FEILHILIIH
SEFHYE: 10/fFe (BEE) J0/&& (BEE)
Mg EASREYEE HRRAR  REEE - EREH - BREE
AR BEKE RS EmMRBER+—EEA+ B E A —H#ktE
University of California, Davis Medical Center& 7 * Z2EdPharmaceutical Service
DepartmentZ BRIRFAEZEEY/EHE - #LEHARI#FInvestigational Drug Service%E
HfiVickie Bradley Pharm DZ {8 & T » SEAREE LG R AR EEEEE K
ZEATFrRERIEC AT - KPR BUR » FTERG RS ERZEYMFe FI B8 UVE
RN BRI HEEM B B R AR - BRI LRE T
€ - MEEEENACENE - ARTSERABMEERAE AEREBEE
BEERABTEE R - SFEERNEY - WEREEEETERES
EEERABETEELERBUFENIEE - BEFELERERAR
#%(Good Clinical Practice) * ZEfiz 2EERR]ELZH) - UHC Pharmacy
Research & Education Committee 32001558151 2 S5 £ B2 BE B iE PR SR ER /R 72
FAEEEEE Z MR R A 3 Investigational Drug ServiceBEfi B K TIEHLL
FRERE% » KREEBREHIMITTASIRSEN - S EHBELGES
Rkt » TIFE B EEERERIARTIESTZHE A ABARESE - H
WHAEWEREESEE - BURRRIE - RHIELENS - BT  BRFEE
B - SR T TR 00 B RS E -

AR ETFHE LEZLREHETAHE

lfreport.nat.gov.tw/cgi-bin/cat_modify 2002/11/1
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BWARXERERTEGHRAMNBAEN LT —F LA+ =8B EHLA
— B #t %£ University of California, Davis Medical Center & %8 » £ #
Pharmaceutical Service Department % Es/RIRXER %45 32 - AL £ 8R4
Investigational Drug Service # &f Vickie Bradley Pharm.D 2 35 % F - /&
NEBBERERAREEERABREGAEREZASL

KR ZBUR » A BR ARAER B 4 /B 70 B 35 o6 JARE 72 0 B B 41
HEGHEAETNRTERE - BERBRRNELAR /A F R
EZHNALERE  APTEBRABREROEARRBEE CBR
Rt EE2EL HEEHEY -HRAERGEERSE &
SCERAREAEHFELENRBIAELME > AR L RERBARR
B #, %5 (Good Clinical Practice) » #%&f 2 M T R T4 % & - UHC
Pharmacy Research & Education Committee # 2001 44+ #1 2 £ #4281y
E& R SRER/F A M % % 32 2 48 5L 38 £ 4 3 Investigational Drug Service %
B RIERTBUAERKREES » KEZHBIRA R EATR ERFG
BEr > ARBBEBAESAMARN  THBE e ERBARRRTE
EE4PHARRBREE G  HAARLABRLETH - HETHE - %
FIALBAE - B BLARAEE - S HBRARGEET I
A2iB 100 JEBE R R E -
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—~AETTAH

BARAMBGNRABRERNFETBRRARARETER
BREF > LARAT LGB ESE REERRABAE( Good Clinical
Practice, GCP ) - fe /5§ ¥ B X & i & R B 3R A+ Bl P9 ER AR 3R ER K -
RUEZBARFAERRRRFRE BEAEANA+T—F A+
— B Z/HA—B8# % UC Davis Medical Center, Pharmaceutical
Service Department Es K X5 Al % AR # 42 ( Investigational Drug
Service )& & * #XAAMIKRIE T A 2 B HN BRI RAS
# o

LR E B £ F B 44 Investigational Drug Service # 67 7 35
Feh A G et (1) AR5 ZE 8 € (Institutional Review
Board)z. #ft : (2) MAREEREGZME » () FHBARK
BEXREZAMARAERIMZEERE (D) - EHER
HBAEFZTE O) AARBZBEHA - BERA Esk -

A S REFERARIRRE > ABKREZE CTRARE
LBERERANCEHEIRA FIDER  B-FEHARTC - #
FRESTHER T - BREEXHNRBERL LA EMBEEE -



RAMEEEZRRLABRRREN TR E L S wBR
KR RERREHERS TILRAE

Bl E AT

-
BIESART S BEREERWRBRELAERSEE -
TR RALEEAF L BRRUHE

(—)

BS AR 35 Al 2 AR %% ( Investigational Drug Service, IDS )4k ¥

£ B Ao K% Davis BL + w3 F 1973 £ > 4#¢ 1986
FARRBERRARABETERY - i F 5~10 HBERR
BRI EFESCHAT 1794 EHE > MBATH 162 JAEE AR
BAEGIDS A BEE - KREMRER IR AAAEBERR
BB (AR B)LBMAANER L & IDS £ 65458
BB -

FRH A E M BRI ERATHRA —F -t EF
AR LR OIERA B T & BARRR T £ 4EGRR
By~ Bk~ 5B XRE%AH AR s ARAKES
ZW - XHAFHENER EHFAHAR T EZIEZAESR
EEFEMERARAXAEREE - AEEHA LKA
AHE 7% % ( Experimental Subjects Bill of Rights ) ~ % 4 815 %
# 2 Z % ( Letter to Research Participants ) & % $1B% /K 3R5& F]
& Z ( Consent to Participate in a Research Study ) °

BEARRBITERELEARAFSRRE EGM4RARMHA
REERBDARREREEEMEFL - BERENEEH
BRMARER -ARRE -HA-LERE RUITHELA
B CANAE - MA RS LBLEAR - BIFZZREF
BEME EAARARZACRAERARB I EE - ED
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FREREHRE - RBRELE -ARERR S ¥ OB RRRH
RRERAEMBLE R - R ELER/EE—FARBA
RAREZAGTEM LERRSE -
#k  Investigational Drug Service & Efi 7 & BS K X5 %
BZBEA
1. 281 A28 % 8 € (Institutional Review Board )
UC Davis B2 P o2 ABRRBREE S, AHAEK
43 (Clinical IRB) & — 424 € #.(Social IRB) - IDS &7 &
—SARMEBRARRBER XL E LB IFHREBR
HRAENER - ARELTRGHALRBBRNE
SRR A mARKMARS RN EEZEN - BA
BARRRITEEHER L B FAE B F M Primary
% Secondary Reviewer ) » A€ P44 » KA EHR 2
RFEBALFEHFRBPAT - SBARARELEER
MBZMBTEH BREBBEB_+HFHEE -
2. RGEARRHBA EREFE
IDS #6GAREFRNHLEFEET LI E
ERBEXM ~ EHFAFM - BSREMEHR - S
Sk BRAEMARER&R S ERMEHEA LR
BARRBRAERTE - BITEGLBRABEIHTALS
H2ZREGRRAERAEABERRERMREITZARLA

%
3. AR & EERMAE
FifRBEEARNBRRBREAERBEASME
PIZ) SRERMA AT/ R AT RAL CREF R E LM
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WoEBORBRHEBGHAIR Y 0 RAYFEH(ERE
BHERZ -RER) ELAD  BERABEAERE R
FREHF M ZABEUFFE AR EHBE - 2k
BRI BRI IR BR M R R R
HAERRY R ERE

SENEHRBMELE EERMEDA)EMF ¥
BRI AL AP ATRZ B R B A% R
IS EAPRREEBEFEHURTEXFR
BoAF BB EeHEN RE RO BRAOHLEEIER
M (FDA)Z BS IR BB EHAE ¥ -
RECEHOHEHFEE? R AARFILEUATHEE:
cREARAEER NG TEHRE?

FER BB RFURRE - B EL Bk
WHAEREABEREHATER CEL BT A
LEBARATHREFEAT
RE % ERIFH TR

RERELMNEBBEFMIARAERAE T
2wtk EMRAECHERYHER RUB T
R-MAEARAEZRL - BHREBRRHKERTHE
R F B ARIERE SR -
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RABER T TESAEGFLRABFIHAR LN
FIGAT -
cEBLRATOCREAME LA
B ERERERA/ B AR E L FRBRE L
RERBBREEEHG G RBRERBELH -
ANBIRERARAEEEREZETEASLE R

%o -

1. #7k $47 & A (Study Initiation Fee) : & - US $1000 ;

2. 4 % MA(Annual Fee) : kBHS I EFE 214 ED
# 10 /o HAKF RAE A £ 4 US $500 » 10~20 /) 8§ T 4%
ER—AEIRMEA F U US $1000 » T4 EABiB 20 /N85
& & RAE A F 4 US §1500

3. 18 %] % A (Individualized Fee) : 1B XS B RER X
Z AR E 5B £y & ™ National Cancer Institute 4T
ZEBARARRELUERTEE -

st 4 » 4k UHC Pharmacy Research & Education

Committee #* 2001 F4t# £ R £ B IR PATEE RSB/ R

RBEZBMAAE  RAOMDRIPMELERER

. X3#BRwa 5 &2 %A %R ( Investigational
Drug service, IDS)# &7 (87%) ; & E|#HH &8 & St
AT REME(89%) BAINH BIx LA LA LRI X%
EREOGT%) ARAREEEEREEEO6%) EoHEl
BHEIATEEHETQ®I%)  EERAE 29%E 2 A
& o

2. BHR A EARA TAEE B L35 # A7 (96%) - #SuAR



B (93%) © 4 bl SLEA5(93%) ; BAR A FRBEL H 5B
(89%) ; HHREA(B5%); BAXAMRHE LT &2
B(76%) ; HARBIRE B @ B (72%) 5 5 L& HER K
WE3t £ £(22%) - RAEFZ/HF IR5GA7(65%)

3. FEEZHABARBRAERSEGIALEABRAERE
B % 5 65%E RIS BMATEZEM 29%F ML
BH sk BEISMREASLAARAREAE 5% 91%A
THEFEE 2% AEMRAEZDBWMBEGA K
(62%) ~ 2~3 £ (22%) ~ 4~5 L FE(T%) s AR S # B
BE KRB A BRI T HITARH 100 HeE R K53t £ o

(=) #8/2 UCDavis £ P SEFHE LA

1. Satellite Pharmacy Service (#f 2 & 5) :
BATRARBHEIERSAREIR 528 RIERRER
REAZLHREZAERTG - HEEH R R ERIA
BRARSIEA (1) BB~ 258 QR EBRA ER
HOERTEL ME FEBRABER NN B
RELTREER  REMB - HEAERS &5 5
ERBFRAGAEHEGER Q) BEHE (@) RE

(5) A ERB LTI -

HREEARMEER 24 NFRAERYE  BLBEBER
BMEHME AR BEGEHALSE (B i)
HEEIEN o KL EENHA 1 ~2 & Pyxis machine (& A%
ICHe) BEHEEREFRAES - AR HUBAFT X
HRERHOEMHBAREIAE - HELRHARE LR
B &2 % 8 & (first dose unit-of-use medication) R E &
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Bi{E Al & » @& B A % & Pyxis machine B2 & %4 &
¥ — 3 2 HE ¥ w (Central Unit Dose Area) 38k x4
FEL P& (Central IV Area) Eo5#ih - A8 T2 %8
zZF#H BARERAEASFRT ERENKEA
Nursing/Pharmacy Communication Sheet #1 # &7 Jf 4% o 3 7
TR B S REBRA G 0 RTHAEE N -
R B A EABIHRATBERAIE BT
BEREREGSN  BABKRERBEG SN AR EER
RGP~ LB R/ B e ) LR - BRR BT IR
Bk B - ARABREG - BRR/MIERG - 28
BhE A RED - D AHBREFREB L LT - BBREG
SaMREh e vRE AR Warfarin ~ 34 % A
Heparin » Aminoglycosides #1k A | €% E R &8 o P
B #1448 ~ Amphotericin B ~ Ganciclovir ~ Cyclosporin
BERRBEBIEALIRA | (BHRA - RRFZESEH
PG IR ZER) -

2. Ambulatory Care Center Pharmacy (ACC Fi% & 5) :
URARRIPILER > @ ACC EHNIIIE
o ARBGPISRY OEEDLRBREM 0 £8 4 300
ko BERBAEYE - R - HiwAREFRL - AAFE
—MARLE/FEL BT HTHHBIRTHFA
RA-EHRAE - BRXEAERE - BWERABREA
T HREMEBLTHAERZIESLAAMBERE &
HERNBHARBANBES TN ERZLZHIA
B ORAKE A BEREFE HWERATHEAL



SRR BARTRZIELENETIER -

BOEREMEQBETZLE  RBEHFRY - &
EDLRAAREHE - BMR - BEHEREL  AAEES
BoERBETRRABEMRRE > REH T - B -
FRAL R BAKAF L oRAB RS EE LN
0 ARFS -

MRBEHSE LGS PRELIEFA - FRIAKR
sh o BEAAMAKEXDRRRE 0B ARE T &~
BHFX - ERFEARERALELY - FRB L ERA(OK
BN BaEEAETE BRBEER O - £E6RA
PH 2 &I A 4o Aldactone U IR E R R D A FRA B
X o

3. Primary Care Center Pharmacy (PCC Fi# £ 5) :

FEAB—HKRATIL HIRBRERFERAELIZIR
F R % H584400 ~500 7k - AP RS A ER LR
RAE  ABRBEBZESLEBRE S » 4218 1500 4 -
BARZAABH AR MMAEOREDLYUE LA B
ey AR EERERIFLZRE - BHZHHRME
F¥AF BARFR  HFIRLBENEF -

H-BLEPELEA(ER )R T £ &R #HNational
Drug Code)RF R B EBIG L L% B E -~ BAH -~ &
A FRRBWBIPMESD > AEIFEATHR
WERAT ETHERLABMERERERAK - KPP
EDBHBARET B REBHLAXTHIEFHT
HERERE -
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4. Central Unit Dose Area (B — & & B F ) !
sb P E 4 &3 22 35 # $ (Pyxis machine)Z fIA &
R & 24 0 oFeh O fRAu sh A B o AT A SR EL T AF o Bk
Baf 7Ad | MRERGHHEE  RELEEHEN -
0%z o RSB ARE  RROEARE R EHE - 5 —
EROETSAEL MR -ARXBH BHHR -
RR - EREBERRLTSHEE B E M EE
THEARBERBAELOREATE -

5. Central IV Area (ki 4 2R 8L P 3)
BIEHFARTFCETERAIBE LR EZIDH
BB HRBER - BB ERAGHEBAEE o &
AR BANEAR S HBRAFRRERA ELEET
BEPImBRGBMERE Re%E R FE ¢
HREBEFABATRAESHIARAZAE - LRSS AW
B PR ERFR  REAMTAEREZHXREEA
ABMARKRME - 2HREEHERZEHER B §H
B - AR REEZHER -G EEFAZH > Ta
ZEABEZESRREMGFAEL > BHERZERNAE
FHm BRTHREML REBER -ARR -BHLH A
RERE  RhodBlAAAN WARERWGM - RS
Ben - BT B R H B -
6. Clinical Pharmacology Consult Service (E% /R % 12 3%k
%)
BRARBEERNEG(— M ARFLETXELA)E R
HEBB/HERFELZRTRAERL LT REGER

11



LARBHLEY  REBHLEZELEF LR RTG
BRI EVMEPFEUNIRLEFTLES AL ER
R EZ Ot EEN  BERFEEISARMBERR
BZRERE RLRERTABRLRARY £ o
MEPFThROPRBERNEERE  @EF£E
BREFIINTRERKRER AR - MBEFX
RTHEEBEDERTHI L HEAMRIMB A TR
BATTRAE—S(RXF_GAE - ZHRERARR 5
AMBEENRESTAEZES - BETHMAZ HE -
TAEE R B AR - AR T A KBRS 5 2L 7] 8
@E 12 B ANAKLCS 250)Z itk Rt - AB LR
FHEBAFEES AP FBARETHAMBPZEAR
BT ITH o

7. Medication Safety Service (%42 A % R #%) :

#En - BE¥ABZBME M Incident Reporting
System ¥HEMARKREIR S AR - AZBX - B
RGN AEGRMELFHLEEIRLEFLAS
s Z 05 G FDA RAH ¥ A 693065 ~ ARIRE
B BMBMBFABARLEFRENBMZIARAREHT
BOBEER - FREGELINEYMARRE > 5L/AB4
AE2EREM HRBHLFATHHERERER
RE FABFERALE4 PERAFIR -

A-FORREBAAER T REREN R RRE
Z %% 4 4o 3 %] 4# A 2 Hydrocortisone, Methylprednisolone,

Antihistamine, Naloxone, Epinephrine, Protamine, U fk

12



Vancomycin, Kayexalate, 50% &) & #%, 444 K R 4%
EREBERR T wiRMA R SRR - Rk - JFEIEE
AL A B - FIERBF -
ZRAEFDAZBRBRBREEDT R AL AR KR
ERERZEMER  RE - RREFTRAREZIRARR
o REWSZENRA BARBHFRAMZRE
REMARTRAERERGBERRABREME EZRY
BRBH#FmELORESNER

(2) £z IRREEEHK

1. “The Role of the Investigational Drug Service Pharmacist in
Research” on July 23, 2002 #* Sacramento Heart & Vascular
Research Center 47 » ¥ 3% # 4 Katherine Timmerman,
Pharm D & Angela Lee-Ow, Pharm D -

2. IRB Joint Meeting on July 26, 2002 3f3% £ 8 :
A Summary of the OHRP Guidebook, Chapter 3, entitled,
Basic IRB Review °
Articles :“U-M Doc Broke Research Rules”, The Detroit
News, by Justin Gillis °
“A Hospital’s Conflict of Interest” Washington Post, by
Sarah A.Webster -

3. IRB Clinical Research Committee A Meeting on August 7,
2002 €M P EL 24 BBERRBTESR -

4. IRB Clinical Research Committee B Meeting on August 12,
2002 > &3 T EM 20 BERRRITER
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BT REGALEBERGRER b ebm? FER
Beh s SHBGLNERMBZITIEFREZAERLSE A
HEEERIALEZBRERRE - FROABEEORTAR
BoomBEiiE A R EEXIBARRE T -

ER FHEBZHFTHALCRTEAEHGBEEG  wEhHE
WL BT R A SR BE AR TAE 4580 > I T S H £65 RAZH
ERATHREZZARE - HKERTHBRER T EFLIRBHR
HELBNRERABAABIARARATEMN BHLZRMELE
BRRALR T FALERAER T BRABIMELSGERATER
RADYE  REBGRAZHFRIR SRHLERZEEER
WER -

BIEFRHMILREA LT ERBE  #ARBETH  BR
HRS ODEAHBRRRAEEE  BGIBMERLAHEGA
EHEBEZRBRAL c AR FRER  BABANZT
EH LA AT BB  HEME RBARRKERARAEE
BHERBHEE -
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s =

(—) %HEBERARRALIRLGAREELRARAE LA
KR EE2ES > RAABRKBREZEGHRE -

(=) REZEHMBARBRALIAME TN BEXEE -4
BAAREERAPIY  AAraMATABES -

(2) #8H2 B ERCERARA LMY RL B LN FinE
FMHRAREEHEFERA AR EREN -

(@) THELRERARBARERZRERE RIEZEEHR
EBMARZBEREEE -

(B) WEHEFAALABRARABOHRABRELEEABEFTR
PEBEITFZHARALE -

(R) FERFERDNIBEREZHE L5 B - pl 2B
REG  REXBEBRRFLE -

(t) B REL IR REBERET -

() L HEEHF A ERILE B ERAETHEL R
AR T RS BOGRELABERRSY o

(V) 2BMREEHIRTHREAEMIARBERE  AAEE
RV BETEBE -

(+) EFem & O BRAB AE— B B R QR THIERREK
RUEMAEAHRERFTE -

}
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B TAREFHERLBT R, BEANE
BREEHZen 10 A | B ARRER TG FRELRA
£RBSE BN 12 A2 BABRIPEHEXIYSARS
Ve e”PigE T £ B8 University of California, Davis
Medical Center £ /£ LB OF > BHERA ST T ©
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Scope of Pharmaceutical Services

<+ Pharmacy Administration #+ Cancer Center Pharmacy

+ 8% Floor Sateltite Pharmacy Service -+ Clinical Pharmacology Consult Service
& 273 Floor Satellite Pharmacy Service -+ Infectious Disease Service

+ Central IV Area (CIVA) -+ Anticoagulation Monitoring Service

4+ Central Unit Dose Area (CUDA) + Pain Management Service

+ Nutrition Support Service + Medication Safety Service

+ Investigational Drug Serviee <+ Managed Care Pharmacy Service

+ Pharmacy Purchasing/Stores -+ Floor-Based Pharmacy Service

+ Primary Care Center Pharmacy

4 Ambulatory Care Center Pharmacy

- -

Investigational Dirug Service

1986 (5~10 active proteesls)
~ till today
Active protocols : 162
Drug available
commercially : 64
IDS staff : 1.5 RPh

+ 1 technician

18




Investigational Drug Service

Refrigerated Investigational Drogs

Storage of Investigational Drugs

Investigational Drug Service

Al fnvestigational drugs used at UCDMC shail be
appropriately stored, labeled, dispensed by the

Pharmaecutical Services Department.

IRB Committee

Trial setup
Stock control and dispensing
Trial administration

Audit (Sponsor, FIDA)

19




Role of Pharmacist

IRB Committee

@ Member of IRB, voting,
@ Review study protocol, propose changes.

Trial setup

@ Receive a copy of the protocol at the earliest opportunity.

@ Prepare investigational drug data sheet.

@ Educate pharmacy staff and medical nursing about the protocol
and dispensing requirements.

Role of Pharmacist

Stock control and dispensing

@ Store trial drug supplies in secured area.

@ Keep track of trial drug stock levels.

@ Keep accurate dispensing records.

@ Allow only appropriate staff to prescribe trial drugs.

@ Ensure correct label of drugs.

@ Prescription reviews, dispensing, checking and patient education.

@ Return all unused material to the sponsoring company or
destroyed in accordance with the sponsers instructions.

20




Investigational Drug Service

:.
&

2

Trial administration

@ Keep randomization code for blinding purposes and emergencies.
@ Accurately account for returned medicines to help the investigator
to monitor patient compliance.

Audit

@ Maintain close working relationship with trial monitors from the
Sponsoring company.
@ FDA audit.

Investigational Drug Service

Study Activity Check List

Protocol File " Stady Initiation

* Master Drug Accountability Log

*« Dete of {ipshdogl shipment

« Storaye : Raéd Qmet’ngmte
« Material Sateiy Data Sheet + Data busc entry updated

+ Prescription FAX form completed

”" Satetlite Binder =
Study Closerd

+ Pharmacist Instrachions

» Phermac Log » Stud Dm_g retprred
» Drug Acerisigbigs Reoord . Randomziﬁms retzmed
+ Drug Informatien. copy ¢! protocol * Forrzularv codes dise’:led

» Nursing Assessment Questionnaire * Data base (status) updated

21




Investigational Drug Service

Investigational Drug Dispensing

The following must be verified prior to dispensing :
(1) Informed Consent is signed.
(2) Investigational drug protocol is current.

(3) Drug protocol and drug information available in dispensing
pharmacy or pharmacy satellite and at nursing station where drug
is administered.

(4) Investigational drug use authorized by listed investigator.
(5) Valid & complete physician’s order for the investigational agent

( dose, route, frequency and duration ).

10

Investigational Drug Service

Accountability Record / Distribution Logs

BEERERE

11
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Investigational Drug Service

Fax Transmission of Prescription

UC DAVIS MEDICAL CENTER
2518 Shockion Bewd
Secearnemo, GA 83017
Name:
Med Record 9.
FAX TRANSMISSION
To:  ivestigaionel Drug Gevvios Phacvecist Feox: PUIM/Ct Core
Fax: (716) 703-7048
Phone:(916) 7034090 Seen by
Dute Sled: Desex
R Protoeol #: 99-2508 Phone
RPn e Faxw:
Address & maling (netrUCTIONS @NKIOF COMrENenis:
ARPLD W COPO
Pt Rmsdowtzanon 5
Check tw prescriptons nesded:
0 “Runir” Phase K20
Sig: Toke 118b £o BID imenedistely siier ¢ meel
Rotr wad empty
© Vo infaier #1
B UD. Dring inheter with you 10 emch cinks visk.
© AND 10mg o Plecats 420 mtivistotle __ bootes
Imrnackmely aiter & mewi
Rt o3 o et e ety visk o ot ek
o renme
Sgnenss - MD. (wgrmture recrtrect)

12

Investigational Drug Service

Pharmacist Instructions

A Doutie @iing. acste Cont-ubes, Rasioucter Triel of VICTX™®
g b Puends Unaiy

SHEWIAD  EpatonDow OS2H(2 P Bam Wisey. MO
Bty Coorfinator. s Beck  Phone 4TOSS  Payer. TE043

stetng 2 s pre-op
G wilt e O ME PTA K 24 bexars posi-ap, $16) rsy ik
U seoracs €68 dove of Vo e 1l b kb 3w
oy

T e o rvesions oy et

1

2 3 e
¢ Alpstients wil probsbly be bystereciony paera. o
" because ramiaizdon w e G0

» Comect sty Toey

¢ Bommm evo e by patient et
= Fach bos cocmens 6 omes, 1 tatit per boate.
* otie ars ramtused Goy 1 - Doy B
- Tk the a0orcpASe box. eve & ok for (3.
1
2 box)
3 591 Thetkatdose s guen 2 hou e cp e 41 et
. -4

o
00 sty diug. o PCA et Dy 1 G T VEEECE 2ot wittn d boxa.
« Days 3= % Cive sy 60 et spmra. B am.

.

* Gign cxt emch caty doee
* 4 patory pw page

. by postas.,
eay ke Lova 7 /550 prviced iy e 0T

AT P— et Dom sy

13
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Investigational Drug Service

Pharmacy Training Log

PHARMACY TRAINING LOG*
N-ecetyicysteine in Acute Liver Fallure

#1: L Rossaro, D I1R8 #: 69-4231 exn: 6/17/03

orintad earou, a3 pgTwore OTow,

the trvenory of stdy éno must recond thetr lalfc!s,

¥
J
!

ey Hame = T
2 _
Ty ame Signatrs Catn
3.
fnmais Name E= Tate
.
Toels Namo Taetinn Date
s
Trsale Nowma e Date
s
[z Ware T =3
7 e
Intire e Cigrasne 0%
(3
) Sigratire (=)
)
=3

j
!

cespon
spechied i the protocol

14

Investigational Drug Service

Nursing Assessment Questions

The "APOLLO" Yriet EFC3558
Name RN MusboUar | Dezfime
1. Vimet one neme of S veskigucone dRg?
A Enomeperin
8 Fosapevax
€ Pondwin
2. vawre e incication for (hw e of s wesgstonsd ¢ug?
A Prrenton of pos-op eus end bows! dystrtion
8 Pravenson & besimey sy
€ Acito hemoriwos s
A Whetes
A Eferemoers orsltabet
6. Dwewlid Zencr
€ DesoSC aharaieg stes
© IV ictumon vie cermat e
4. Gids afiects that mowy be sewn nchizte
5 Suang
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Investigational Drug Service

Investigational Drug Service Fee Structure
Study Initiation Fee : Charged the first year of the study
Minimum US § 1,000
Annual Fee : According to anticipated annual workload
10 hours or less and low use of resources  US $ 500
10 ~ 20 hours and average use of resources US $ 1,000
over 20 hours and high use of resources  US $ 1,500
Individualized Fee : Extremely complex or resource consuming studies

Charges waived : Nationa! Cancer Institute

16

A 2001 Survey for Investigational
Drug Services

UHC Pharmacy Research & Education Committee

purpose I To provide an update on the Investigational Drug
po: Service activities in US academic health centers.

o Having a dedicated position for IDS (87%).

@ Pharmacy department have dedicated space and
facilities for the IDS (89%).

@ Pharmacy satisfaction with institutional support for
IDS (67%).

@ Charging a fee for providing IDS (96%).

@ Fees are intended to cover IDS salary expense(84%),
however it does so in only 29%.

Results

17
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A 2001 Survey for Investigational
Drug Services

UHC Pharmacy Research & Education Committee

Tvpes of IDS Activities

@ Drug storage (96%).

@ Drug preparation/delivery (93%).

@ Performing randomization (93%).

@ Developing procedures with investigators (89%).
@ Preparing placebos (85%).

@ Developing drug information sheets (76%).

@ Consulting on study designs (72%).

@ Serving as member of the IRB (72%).

@ Serving as a teaching/training site (65%).

@ Developing consent forms (24%).

@ Independent reviewer of clinical trials (22%).
18

A 2001 Survey for Investigational
Drug Services

UHC Pharmacy Research & Education Committee

Key Findings

@ Progression and increase in IDS activities compared to previous
surveys.

@ 65% pharmacy departments participated in the review of institutional
clinical trials.

@ 29% pharmacy departments have computerized “record-keeping”.

@ Pharmacy representation on IRBs is high (91%), and 72% attendance
rate at meetings.

@ Pharmacist full-time equivalents dedicated to IDS were 1 FTE-62%.
2~3 FTE-22%, 4~5 FTE-7%, 0 FTE-9%.

@ Most institutions stated more than 100 protocols under IDS

management.
19
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Ambulatory Care Center Pharmac

B Dispense medications & supplies written by a UCDMC Physician.
B About 300 prescriptions/day.
B 1 Supervisor, 2 Pharmacists, 2 Technicians and 3 Clerks.

- Ambulatory Care Center Pharmacy

EPrescription Filling Procedure

ACC Pharmacy Counter

Pharmacy Clerk Receiving Prescriptions / I card for Refill

Order Fotry (Drug Name) by Pharmacy Clerk / Pharmacist

Drug Intersctions Welvilligeintdwnd by Pharmacist E

National Drug Cade (NDC) Label printed

P —

Scanning Prescription & Pirug Code Lahel

¢

21
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Ambulatory Care Center Pharmacy

ACC Pharmacy Work Desk ¥ Prescription Filling Procedure

Automatic Baker Cefl '
Dispenser/ - counted by Lester

|
i
|
Baker Cassette / tablet counter /‘

Thect in Boy o shona an computar 2roen

¢

22

Ambulatory Care Center Pharmacy

Automatic Dispenser ( Baker Cell ) E Prescription Filling Procedure

Sign Initial on Medication Container h

Place on shelfl in aiphabetical order

23
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Ambulatory Care Center Pharmacy

ACC Pharmacy Drug Shelf Oral Solutions

Ambulatory Care Center Pharmacy

& Pharmacy Computer System (Technician’s screen)

Baker Cell
Cell : 50
z" A
NDC Code: Quantity : l “
Drug Name: Quantity Filled : 4 Shelf
Status : Done l W

NDC Code: Quantity :
Drug Name: Quantity Filled :
Status : Done

25
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Ambulatory Care Center Pharmacy

B Pharmacy Computer System (Pharmacist’s screen)

NDC Code: PtMame: - RxID:
Drug : Doctor : # Days : }
Generic Name : Sig. : Quantity :
Dosage Form : Refill : 5
Shape : i
Color : Strength:  Drug Name : NDC : i
Imprint : i
Manufacturer : /(
2
Ambulatory Care Center Pharmacy
-
¥ Patient Consultation
N A pharmacist shall provide oral consultation to patient or patient’s
agent :
a. Upon request.
b. Whenever the pharmacist deems it warranted in exercise of his/her
professional judgement.
¢. Whenever the prescription drug has not previously been dispensed
to a patient, or
d. Not previously dispensed to a patient in the same dosage form,
strength or with the same written directions.
27
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Ambulatory Care Center Pharmacy

£ Labels

SR L
s O o e

St Tysras L g e
Foonenl N-‘y_.‘ v

REFRIGERATE

LALIAI0

Primary Care Center Pharmacy

% Fill prescriptions for outpatients, General Medicine Clinics and employees.

& 400 ~ 500 prescriptions/day.
1Supervisor, 4~5 Pharmacists, 4~5 Technicians and 4 Clerks.

[}
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Primary Care Center Pharmacy

PCC Pharmacy Counter

[777777:,7 7 g » 3‘7\} V R “__‘-W

PCC Pharmacy Work Desk

30

Primary Care Center Pharmacy

Medication Dispensing

Pharmacist Checking

31
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Primary Care Center Pharmacy

Drug Shelf

Unpicked-up Drugs

32

Central Unit Dose Area (CUDA)

% Working hours : 7:30 ~ 18:00, 7 days/week.
S Replenishes Pyxis machines (Regular/Daily Filling List) and provides
patients’ 24-hr non-1V admixture medications.

® S technicians responsible, pharmacist checking.

33
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CE— I

Central Unit Dose Area (CUDA)

% In-house unit dose packaging

Provides Medication on the
Regular/Daily Filling List

34

Central IV Area (CIVA)

% Working hours : 7:30 ~ 18:00, 7 days/week.

8 Prepares and distributes TPN solutions, hospital-wide batch IV admixtures
and special sterile preparations.

S technicians responsible ( 1technician superv

o -

isor), pharmacist checking.

35
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R SRR

Central IV Area (CIVA)

8 Prepares TPN solutions

8 Automatic micro-admixture

(K+ Acetate, MTE, Zinc, MgSO4,
Cal. Gluconate, NaCl, KCl, .....)

36
B Prepares IV admixtures M IV admixture labels
Name: __ IDNO.____ BedsideNO. __
Nac! 0.9% 250m!}
Erythromycin LA  500mg
Expires
Rate . 250mls/hr Infuse over 60mins
RXNO. Expires 18.09:02 Dr
08/07/02 Prep RPH
Name = IDNO _____ BedsideNO
D35/0 9°5Nac! 1000m!
Potassium C] (Potassium) 20meq (10ml)
Exprres
Rate : 100mis/hr Infuse over 10hrsémins
RX NO ___ Expires 080902 Dr ___
08/07:02 Prep __ .
37
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Central IV Area (CIVA)

% Thawing Vancomycin HCI Thawing Frozen IVPBs
Cefazolin 1g, Cefotaxime 1g, Ceftazidime 1g,
Ceftizoxime 1, 2g, Cefuroxime 750mg, Nafcillin
1,2g, Penicillin 2MU, Vancomycin 1g.

1g/200ml'bag in Horizontal Flow Hood which creates
immaculate atmosphere.

Store at or below -20°C. Thaw at room temperature
25°C or under refrigerators 5°C.

38

Central IV Area (CIVA)

B Preparing Morphine Drip
100mg in 100m! Normal Saline
M Dilution in 50ml 0.9% Nacl

Using a Repeater Pump

39
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Satellite Pharmacy

® Serves 528 beds ( 8t" & 2" floor pharmacy).

8 Prepare as needed, first dose unit-of-use medication & aseptically
prepared IV admixtures. )

= Profiles interface with Pyxis Profiling Medstations System located in
every inpatient area.

8t Floor (Main Inpatient Pharmacy)
B 24hr-pharmacy, 7 days/week.
® Provides specialized expertise in Oncology and Pediatric.
S 4 pharmacists in operating team, 2 clinical for each shift, 2 technicians on the
deliver run, 1 IV & 1 chemeo technician and 1 supervisor.

2" Floor (Inpatient Pharmacy)

W Provide services to the critical care areas (SICU, MICU, Metabolic ICU,
neurosurgical ICU, burn unit and ER).

& Working hours : 7:00 ~19:60.

Satellite Pharmacy

B Profile Entering E Drug Shelf

s i g‘ \ *‘ “ :
}T 3
pad

K Preparing Aseptical IV
Admixtures

41
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Satellite Pharmacy

Nursing/Pharmacy Communication
Patient name: Issus (check all that apply) P
i ' T

£ |

g

: £

2 g

of

- BlElsls

3 = é = E g [} g 3

HERAFIE: 1k §lels/8|;
(1) Code Sheet Request gg@?;ug-’:gige
PatientWeight 9.9§£§.E=§u§§8-
{2) Medication, Doss. Route. Sig E|2 25|33 Blz|8le 8|2
(3) Comments:
[} RN Daterime: R Ph
FAX to Pharmacy @ 2nd fioor: 4-6135 or 8th fioor: 3-4118
FAX 1X, then phane ¥ not there after next hourly run (cut-off time, 5 mins. before hour)
T1ARL292 (101 42

———
Satellite Pharmacy
mw——

E Daily monitoring with completion of monitoring form

<+ Warfarin, Therapeutic Heparin

~ Aminoglycosides, initial dosing and workup

~+ Aminoglycosides, daily monitoring — toxicity

~ Amphotericin B

+ Ganciclovir

+* Antibiotics Therapy > 3 drugs ( except TB, AIDS & neutropenic)

+ Cyclosporin
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Clinical Problem Resolution

E Inpatient pharmacists shall consult with specialty pharmacists when
patient management is extraordinary in-depth consultation

Infectious Disease Pharmacist ~ 1
Anticoagulation/Pharmacokinetics Pharmacists ~ 3
Clinical Pharmacology Consult Service Pharmacists ~ §
Investigational Drug Service Pharmacist ~ 1

Pain Service/Operating Room Pharmacists ~ 1
Nutrition (TPN) Pharmacists ~ 2

Pediatric, HIV-Pediatric Pharmacists ~ 5§

N R T

Oncology Pharmacists ~ §

Clinical Consult Service

® 5 Clinical Pharmacists in service ( including 1 coordinator of the
P&T Committee).

& Responsibilities :

1. Develop guidelines for selected high use and/or expensive
medications.

2. Monitors adherence to guidelines.

3. Consults with physicians in the management of patients with
drug related problems.

4. Evaluate new drugs requested and present at the P&T
Committee.

45
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Pharmaceutical Formulary

o Hospital Formulary is to provide members of the UC Davis
Medical Staff with a current listing of drugs and biologicals
available for inpatient use.

@ The outpatient pharmacies are able to fill prescriptions on
an open formulary basis. Only one brand of generically
equivalent pharmaceuticals will be stocked based on system-
wide contracts. Other pharmaceuticals will be stocked based
on demand.

@ Any medical staff member or the Chief of Pharmaceutical
Service may initiate a request for the addition of a medication
to the formulary for inpatient use.

Formulary Addition Request
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Pharmaceutical Services Intranet

What's New
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Short-Term with & relesse dte

7 oarty August.
Via) 500u & 1000y 672072001 Urknown Available on emerpency basis only, physioan must request diractly from.
{Antivanin Crotaisne WL 16M 4372002 8172002 Mig. Savage backorder, estimated release date unknown to dsts. We
‘CROFAB «T Update 719 have In STOCK § viais in storeroom.
Artivenum Sneke Bite Kit L 4162002 Aocation Wyeth Labs Antivenurn Snake Bae K4 is back in the Marketplace. Wyeth
Upame 7119 EHOCHING Produd on uﬁm'-wuﬁmhm
. an advance orser. We now have in STOCK 32 vials.
 Aurothioghucose (Solgana) MOV 60mg 10m)  1/30/2002 81002 Backorder with Cardanal. No stock in 6ore room.
Barztropine Mesyiate Amp 1mgiml, 2m  6/28/2002 Unknown “y with . None i stock. No
(B"!‘)-U-W Get 0.5% S0GmM & &/3072002, Uriknown L] FYi. Cream, Olntment,
Diproienw Get TR mmn%nmwwmmtmm
or 15mi fction form size.
Bupivacane Hcl Stertie Pak  AMP 0.5%, 30md 81272002 o801/02 Mg Backorder with expecied rijesa date at the end of Jity. No stock in
| Catotmame 8OV % anvon Unknown Abbott had @ problem with the label on the package.
[Cattizondme (CEFIZOX) Vit 29 7M12002 080102 WM. Fujtsema calsane date 7/15/02 '
| Chiorothiezicdo Vial 1122002, Unknowrs Mig. Backorder with no release date, per March. Service 1-800-
| Cistracuncm Besytate MDV 10m! 2mg/mi nzzoa2 Asocation Abbott wilt only ship 100 visis 8 week. Due o product -
| Castracunum Gesyiate DV 6mi  2mg/mi 2142002 Asocation Abbott will anly ship 200 visis a week. Dua 1o product shortage
Backorderad with "
| Conj Estrogen-Premarin Tead 2.6mg 11/20/2001 Unknown 2 Bmg still not avakabi, however, S825mg Is now avaslatis in UD/Bulk.
| Cosyrtropin 8OV 0.26mg 1112002 Urknown Long tern backorder. wymmcmm remains
in Gmited supply.
Opth Oirt 1% & 2% 107172001 Uninown Net gvaliable. Drops are svadable.
|Cycioptisphamide Vial 100mg 7h2002 Tacpet to be This sam is scheduled to Prarmacia bas no stock. Bristol]
Cytoxan Brand. No Other
{Cycioaporine sov Samg/mi, fimi 772872002 Urknown backorder with No Release Date. MFG  Befford
Diazepam SOLN &BmiUg 282002, aArzo02 Mrg. Backarder, however, imited stack is avaiiable from Cardiral.
41302 Update
Dwazeparn AP Smg/mt, 2m0 432002 aM12002 Mfg. Backorder, astimated release dato June 2002,
Digoaxin Amps 25/l 2med Uriknown M1g. Glaxo 9 on baxkorder to Late June. Wyeth-ES! is on backosder with
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Pharmacy Drug Shortages

Pue ooty
o8 of 712672002
Estimatod
Dars
Orugs Now Available
Dosage
Bupacaine HCl Stertie Pak  AMP 0.6%, 30m)  624/2002 Limided sinck avatabie at Cardinal,
Sodwum Sbv 19 Sm2002 Limited supply available from Cardinal

Ciatracuriam Besylaie 8OVEm  2mpmi 62072002 Umited gtock evalisbie & Cardined
[ Nenben.
[ Ciatracaism) Besylate Nimbex MOV 10m] 2mghmt 6202002 Uirnited stoek aventable st Cardingl,
Demonbicin Hel sOPF 2mgimi, 288 6282002 Umited supply svalisbile
EcySwomycinLaciobionsle PWVL 198 600mg 4162002 Umited supply avaletie
Factor Vil Recomb  Helixste Vist 202002 Avasiatee, No Longer on Aliocation
Fohc Aca MoV Smg/mi, 10m) 672872002 Limited supply available

Sookm Parcine, Hep SOV 100u/md, 2ml 411572002 Umited supply avaiisbie at Cardinal
Lock PF 100u ~ L .
Lidocane Hd Viecous Boln 2%, 100mf~  7/572002 Licnitod suppy availsble of the 100,
Mrecprosics (Cysosec) Tabe 100mg & €/202002 Linwtect stock swaiatie ot Cardinst.
Poiymiben B Sullete sV 82072002 Limited stock availsbio at Cardinal.

wov 10mg/mi, Smi 8/52002 Limited supply.

{vascpressin sov 200, 1, S/302002 Uimited supply avalisble
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Incident Reporting System

@ Welcome to UCDHS Incident Reporting System
htip: // incident.ucdme. ucdavis.edw/hirs/jsp/index.jsp

@ Pharmacists, nursing staff & health care providers

@ DUE pharmacist reviews & categorizes the incidents

* Your contact information
* Department
« Locations and time pertinent to the incident
. Category + Medication related events, medication devices......
« Sub Category : adverse drug reaction, medication errors/delays......
Type of Error : extra dose, wrong dose, wrong drug, wrong dosage form...
Medication ordered :....
Medication given :....
Outcome : Potential error, error no harm, harm
Contributing Factors : staffing insufficient, worklead increase.....
« Result of reaction : antidote administered, hospitalization/prolonged, death....
» Physician , Pharmacy notified?
* Report to FDA (Medwatch)?
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Recognition and Reward Program

@ Who’s Eligible : All pharmacy staff.

@ Types of Awards : $10 gift certificates to $5,000 CASH !
Up to $60,000 will be available for awards.

@ Categories of Awards :
Service : Outstanding service provided to patients.
Financial : Achieve significant cost savings for the hospital.
Safety : Ideas that potentially reduce on-the-job accidents or significantly
decrease medication errors.
~ Teaching : Excellence in teaching patients, pharmacy, medical staff and
nursing,
Research/Publishing : Professional merit to the department and hospital.
Department Goals ; Meeting departmental goals set by supervisors.

@ Who decides who g§ts awards and how much ?
The Recognition and Rewards Committee will meet on a monthly basis.

Thanrk You
f 0 r L g g g g
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