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i Objectives

Georgetown-Howard Universities
Center for Clinical and Translational Science

* Explain the requirements of the research

oharmacy and roles of an investigational
oharmacist

 List the procedures of receiving, handling and
storing investigational drugs

 Compare the requirements of industry

sponsored, cooperative groups, FDA and
internal audits

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center



RI - ORN
o0 W - WD@»
.@0 %o
/ \ ‘

gy

Georgetown-Howard Universities

Center for Clinical and Translational Science O u t I i n e

Receipt
Storage
Dispensing/Accountability
Study Drug Ordering
Sponsor Visits
Records
Standard Operating Procedures
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&  Goals and Objectives

Georgetown-Howard Universities
Center for Clinical and Translational Science

Goal: To be familiarized with the products of handling
investigational products (IPs)

Objectives:

Understand the requirements of research
pharmacy and the roles of an investigational pharmacist.

Procedures of receiving, handling, and storing
investigational drugs.

Compare requirements of industry sponsored,
cooperative groups, FDA and internal audits.

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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Georgetown-Howard Universities

Center for Clinical and Translational Science

General Research Team

Sponsored
Institution
P| Study Regulatory Research
Coordinator Coordinator Nurse
Research || Research || Ir;tgrnal | Biostatistician
Pharmacist Technician A wsgry
Committee

Georgetown University | Howard University
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Center for Clinical and Translational Science

e HUH Research Pharmacy
* Over 100 active protocols
* Over 50 active drug protocols

 Howard University Cancer Center, diabetes,
sickle cell, prostate and breast cancer,
melanoma, psychotic disorders, and Pl initiated
studies

* Two research pharmacist and one technician

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center



Al FDA General Provisions for
e Clinical Investigators

Center for Clinical and Translational Science

U.S. Food and Drug Administration T

Protecting and Promoting Yowr Health

Most Popular Searches

Home Fovoed Drugs Medical Devices Radiation-Emitting Products Vaccines, Blood & Biologics Amnmimal & Veterinary Cosmetics Tobac

CFR - Code of Federal Regulations Title 21

FDA Home Medical Devices Databases

Mew Search Help | More About 21CFR

[Code of Federal Regulations]
[Title 21, Volums= 1]

[Revised as of April 1, 2Z2013]
[CITE: ZI1ICFR50]

TITLE Z1——FOOD AND DROGS
CHARPTER IT——FOOD AND DROG ADMTITNISTERATTION
DEPARTHMENT OCOF HEAT.TH AND HUOMAN SERVICES

SUBCHAPTER Lh——GENERMAT.

PART 50 PROTECTIOCM OF HUMAMN SUBJECTS

Subpart A——General FProwvisions

S=c. SD0.1 Scope.

(=) This part applies to all climjical imvestigations regulated by the Food and Druag
Bdministration under sections 505 (4A) and 520 (g) aof the Federal Food, Drag, and Cosmetcic fuct,
as well as climjical imwvestigations that support applications for research or marketcing
permitcs for product=s rsegulatced by the Food and Druag Sdministcratcion, dncluding foods=s,
dmncluding diecary supplements, that bhear a macrient content claim or a healtch claim, infFfant
Formala=, Food and color addicives, druag=s Tor human use, medical devices for huaman Jase,

Piological product=s fTor human msSe, and slectcronic produact=s. Additional specific obligations
and commitments of amnd =standards of conduact for, persons who Sponsor or monitor climical
dmnwestcigations imnmvolwing particular tcest arcicle=s may also be found inm ocher partcs =y o »
parcs 312 and 812) . Compliance with these parts is imtcended to protect the rights and safetcwy

of =subject=s dnwvolwed im inmwvestcigations filed wich the Food and Drag Hdministcration pursuaantc
to sections 403, 406, <409, 412, 413, sS502, 503, 505, 510, 513—-51&6, S518—520, 721, and 301 of
the Federal Food, Drwac, and Cosmetic Act and sections 351 and 354—-360F of cthe Public Healtch
Service Lhot.

() Feference=s im thi=s part to regulatory sections of the Code of Federal Regulation=s are to
chapter I of tictle 21, unless otherwise noced.
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Georgetown-Howard Universities

Center for Clinical and Translational Science

FDA Regulations
* FDA Requirements

— 21CFR205.50(c) (revised April 1, 2012)
* Cold Chain Management

— “Uninterrupted flow of temp. controlled shipment

from manufacturing through delivery to end user”

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center



DA Requirements and
Guidelines for Drug Storage

Georgetown-Howard Universities
Center for Clinical and Translational Science

U.S. Food and Drug Administration

Protecting and Promoting Yowr Health

Most Popular Searches

Home Food Drugs Medical Devices Radiation-Emitting Products waccines, Blood & Biologics Animal & WVeterinary Cosmetics Tobacc
CFR - Code of Federal Regulations Title 21
FDus Homee Medical Devices Databases
Flew Search Help | More Abocut 21 CFR

[Code of Federal Regulations]
[Title 21, Wolume 4]
[BRevised as of Aprxrild 1, Z2013]
[CITE: ZI1ICFRZ0S5.50]

TITLE 2Z21——FOOD AND DRUOGS
CHAPTER I——FOOD AND DRUOG SADMINISTRATION
DEPARTHMENT OF HEAT.TH AND HUOMAN SERVICES
SUBCHAPTER C——DRUOGS: GENERAMLT.
POLRT Z05 —— GUIDETI.TH]

FOR STAT

11

LICENSING COF WHOLESAT.FE PRESCRIPTICH DROG DISTRIBUOTORS
Sec. 205 .50 Mimimum Ireguirements for the Sstorage and handling of prescriptcion drags amnd for
che estcablishment and mainmtctenance of prescription drag discribution records.

The State licensing law shall imcluade che following mindmuam reguirements for the storage armmd
handling of prescription drugs.,

and for the establishment and maintenance of prescription
druag distcribution records by

wholesale druag distcributors and cheir officer=s, agents,
representacives, and employesss:

(a) Facilities., RB11l Ffacilities at which prescription drugs are =stored,

warchouasaed, handled,
held, offered, marketed, or displayed shall:

(1} Be of suitable size and construactcion o facilitctate cleaning, maintcenance, and proper
operations;

(Z2) Have storage areas designed to provide adeguate lighting, Wwentilation, Temperature,
sanitcatciomn, hoamidil . SpDace , ecmaipment . and security conditcions=s?

(=)

Hawve a gcuarantcinese area for storage of prescriptcion drugs tchat arse outdatced,

damaoged .

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center




& Shipping/Receipt

Georgetown-Howard Universities
Center for Clinical and Translational Science

Insulated Storage Containers

TempTale, FreezeTag,
Temperature Datalogger

Invoice / Shipping Form
Confirmation/Acknowledgement

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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s Storage

Georgetown-Howard Universities
Center for Clinical and Translational Science

Security / Restricted Access
Equipment:

Subzero (-20°C) and UltraLow Freezers (-70°C)
Liquid Nitrogen Freezer (-180°C)
Refrigerator (2-8°C)

Controlled Room Temperature (15-30°C)

Temperature Monitoring Devices
Min. and Max.
Temp. Datalogger with Alarm System

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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- Drug Storage

Georgetown-Howard Universities
Center for Clinical and Translational Science
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s Temp Monitor Log

Georgetown-Howard Universities
Center for Clinical and Translational Science

DAILY TEMPERATURE CHECK

» List Room T
Temperature S il

= Refrigerator e
eee— e
Tem peratu re - ——F——1——+ ﬂl;i
S IS S R S—
Al t+—FT—T T 1
= Freezer Temperature e
1 e S E— S— 7:,:,%,;5,
n ACt|On Ta keﬂ 1#-j i’i,':{
i;: - ﬂ: - - - *5
xr - *: : — § *1
S +—F——
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Georgetown-Howard Universities

Center for Clinical and Translational Science

Dispensing / Accountability
* Pre-Printed Study Drug Order Form
e Accountability Forms
— NCI / CTEP
— ACTG / DAIDS

— Industry Provided
— Own Form

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center



HRI - ORNL
R Y W

C,
Y,
/& .

gy

Georgetown-Howard Universities
Center for Clinical and Translational Science

Study Drugs Ordering
NCI / CTEP / 1AM
+ ACTG / DAIDS

— RAMOS

| Cancer Institute

Industry / Sponsor Specific Procedures
— IVRS / IWRS

— Email / Fax

ONLINE AGENT ORDER PROCESSING

Patient Inform

jed]
State / Province
ZipiPostal Code Country
ice Phane Office Fax
Email
Order Line ltems
Courier Information Comments
* Date e MIDDAYYY
5 >rgiile
e — Select - v
Courier R ner
Sme ofle for future ordering

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center



p:N ountability Forms
s S NCI and DAIDS

Center for Clinical and Translational Science

Study Product Accountability Record

A r00ma s s e of v, T i T e e e Y e 1m0 Ui, s it oMt o 0825 0200
4310 Saurces. gamen tnr 5 meear, and'n Exgives: 022872011
Ferson 15 i+ eqoed 10 seppord o 5 s ey e e Witk 2564
oot G iy Oer SEDeCT O 1. Ol o1 AR, AT CuBReSRanS 18 i s R Y gt Gl Cranci, £708 Rushiedge O
SC 770, Belhasn, WD Z0BT- 344, ATTH. FRA 057507401 D i s e completest {orm fa 11 s
National Instinutes of Health ) Division of Canger Troatmenl and Diagnosis PAGE NO.
National Cancer Institute Cancer Therapy Evaluation Program -
N Record CONTROL RECORD ™
jant i eCOr
Ad SATELLITE RECORD [
Name af Inslitulion: NG Protocol No.: A : DE(FTCTDE)
The Sidney Kimmel Comprehensive Cancer Center at Johns Hopkins Jt124
Agent Name: Dose Form and Strenglh:
GSK2118436 75mg capsule
Protoool Titte: A Phase Il Study Of The Selective BRAF Kinase Inhibitor GSK2118436 | Dispansing Atea:
In Subjects With Advanced Non-Small Cell Lung Cancer And BRAF Mutations Weinberg Pharmacy
Investigaler Nama NCH Investigalor Ne.:
Chares Rudin. MD B NA 1
Line Patient's Quanlity Balance Kit# LotBatch# Recorder E]
Na. Date Initizls. Patient's 1D No. Dose Dispensed o Forward Initizls.
Received 4
Balanes 3
1 &
j =
3 H
9
4,
10
5. .
5. =
7. 7
8.
9. 15
10 &

Georgetown University | Howard University
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 Monthly Reconciliation
e Expiry Tracking

e Quarantine

* Dispensing of Standard of Care Meds
— Lots

— Expiration

— Manufacturer

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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- RECORDS
Georgetown-Howard Universities

Center for Clinical and Translational Science

e Accurate records of all study drug received at,
dispensed from, returned to and disposed of by the
study site should be recorded by using the Drug
Inventory Log. The log can be provided to you if you
do not have your own standard format.

* Inspections of the study drug supply for inventory
purposes and assurance of proper storage should be
conducted as necessary. Any significant discrepancy
should be recorded and reported to the sponsors
IDS or their designee and a plan for resolution
should be documented.

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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 Temperature records for drug must be made
available to the sponsored IDS or other Sponsor

nominated monitoring teams for verification of
proper study drug storage.

Only completely unused study drug vials should be
retained by the site until a representative from the
main sponsors IDS or other sponsored IDS-

designated personnel have completed an inventory.

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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Center for Clinical and Translational Science

Partially used and completely used drug vials
should be destroyed according to the site’s
guidelines, and their disposition should be
recorded on the Investigational Drug
Accountability Record Form.

e All returned medication is to be documented
on the Drug Accountability Record From per
institutional policy.

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center



¢ & % Drug Destruction Policy,
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Georgetown-Howard Universities c O n
Center for Clinical and Translational Science

* |f the study site chooses to destroy study drug,
the method of destruction must be
documented and the sponsored IDS must
evaluate and approve the study site’s drug
destruction standard operating procedure
prior to the initiation of drug destruction by
the study site.

* WHAT IS YOUR SITE’S DRUG DESTRUCTION
POLICY?

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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Georgetown-Howard Universities
Center for Clinical and Translational Science

* Shipping Documents / Invoices
* Accountability Logs

* Temperature Logs

* Correspondences

— Emails, Faxes, Letters
e Memos To File (MTF)
* Destruction or Drug Return Forms

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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Georgetown-Howard Universities
Center for Clinical and Translational S

e, Standard Operating Procedures
(SOPs)
* SOPs

— Storage Procedures
— Temperature Monitoring

— Destruction of Study Drugs or Investigational
Products

— Storage of Records

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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f Sponsor Visits / Audits

Georgetown-Howard Universities
Center for Clinical and Translational Science

* Pre-Qualification / Site Selection Visit
* Site Initiation Visit

* Routine Monitoring Visit (RMV)

* Close Out Visit

e Audits

— Internal
— Sponsor
— FDA

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center
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Georgetown-Howard Universities
Center for Clinical and Translational Science

Questions?

Georgetown University | Howard University

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center




