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Pharmaceutical Management Branch
Investigational Drug Accountability:

Agent Dispensing

National Cancer Institute ctep.cancer.gov

Welcome to this video tutorial on Agent Dispensing in the PMB Investigational Drug
Accountability series.

This video will review recording procedures for agent dispensing on both the Oral DARF and the
original NCI DARF.
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Agent Dispensing Checklist

Upon receiving a prescription for study agent for use in an NCl approved protocol, first verify
that the ordering investigator has an active CTEP registration.
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http://ctep.cancer.gov/branches/pmb/default.htm
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Pharmaceutical Management Branch (PMB)
o PMB Newsleiter

The Pharmaceutical Management Branch (PMB) is charged with providing pharmaceutical support for
clinical trials sponsored by the Mational Cancer Institute's (NCI) Cancer Therapy Evaluation Program
o FAQ (CTEP). This support includes:

o PMB After Hours

o Staff Biographies - provision of pharmaceutical information about CTEP IND agents

o Organization Chart - Agent Management

Online Agent Order
Processing (QAOP) = Investigators Brochure (IB) List

Investigational Drug
o Accountability Training
Videos

- Material Safety Data Sheet (MSDS) List

= Cytochrome P450 Drug Interaction Table:

= Patient/Caregiver Ad Hoc Education Template

= registration of all investigators and associates paricipating in CT
e e maintenance of all registration records
and Offices

Office of the - 5 i i
Associate Director Investigator Registration

clinical trials and the

Clinical Grants and = Investigator Registration Expiration Date

Contracts Branch
= Associate Registration (CTEP-IAM)

You can check investigator registration status and expiration date here on the CTEP website.
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http://ctep.cancer.gov/branches/pmb/expiration date.htm
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o PMB Newsletter

Use this form to look up information on CTEP investigator registration status and expiration date.
o PME After Hours

o FAQ CTEP Investigator ID: l:l
o 5taff Biographies Investigator Last Name: l:l
o Organization Chart

ubmit

“ Online Agent Order
Proceszing (OAOP)

Investigational Drug
o Accountability Training
Videos

CTEP Branches
and Offices

Office of the
Aszszociate Director

Upon entering both the CTEP Investigator ID and Investigator Last Name, the results will display
the investigator registration status and expiration date.

If the CTEP Investigator ID is unknown, you can look it up in OAOP or check with your research
coordinator. The CTSU website can also be used if you have access to it. The Regulatory tab
provides a list of all investigators at a site with their registration status and CTEP Investigator ID.
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Investigator Registration Expiration Date

Use this form to look up information on CTEF investigator registration status and expiration date.

CTEP Investigator ID: | 12345
Investigator Last Name:| Doe

Online Agent Order
Processing (OAOP)

CTEP Investigator ID 12345
o Accountability Training T Jane Doe
Videos Investigator Name
Office CTEP Site Code AZ123
Office Institution Name XYZ University & Research Center
CTEP Branches Shipping CTEP Site Code AZ123
and Offices _— . . i i
Office of the Shlpplng Institution Name XYZ University & Research Center
Associate Director ) ) . .
Investigator registration status Active
Clinical Grants and ) ) . . .
Contracts Branch Investigator registration expiration MM/DD/YYYY
Clinical Investigations date
Branch
Clinical Trials Investigator Affiliations

Monitoring Branch

Investigational

This is an example of an investigator with an active CTEP registration status. Note that this
investigator does not have any current affiliations. Investigator affiliations indicate eligibility to
participate on rostered participant protocols.
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Agent Dispensing Checklist

Ordering investigator has an active CTEP

Ordering investigator is study-eligible.

The next step requires a copy of the current version of the protocol, in addition to the
investigator registration status search results, in order to verify that the ordering investigator is
study-eligible to participate on the trial. Let’s review a couple examples.
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INCIPROTOCOL #: 1234 o Non-Rostered
Local Protocol #: ABC-1234 Exam P le

TITLE: A Phase 1 Studv of Trametinib in Combination with Radiation Therapy
EERAS- BREAF- NEAS-or HRAS- Mutant Solid Tumors

Coordinating Center: ABC University & Research Institute (PA123)

Principal Investigator: John Doe, M.D.
Department of Radiation Medicine
PA123/ ABC University & Research Institute
101 Main Street

Hometown, PA 123435 CTEP Investigator ID |\ 12345
Phone: (123) 456-7898 Investigator Name Jane Doe
Fax: (123) 456-7899 Office CTEP Site Code Az123
Co-Investigators: TJane Doe, M.D. Office Institution Name XYZ University & Research Center
Department of Radiation Medicine |Shipping CTEP Site Code AZ123
AZ123 / XYZ University & Resear Shipping Institution Name XYZ University & Research Center
101 Main Street . i .
Hometown. AZ 45678 Investigator registration status Active
Phone: (456) 123-7898 Investigator registration expiration MM/DDYYYY
Fax: (456) 123-7899 date
Romeo Doe, MD. Investigator Affiliations

Department of Radiation Medicine

FL456 / RST Universitv & Research Institute
101 Main Street

Hometown, FL 91234

Phone: (789) 123-4565

Fax: (789) 123-4566

For non-rostered single or multicenter studies, each study eligible institution and ordering
investigator must be listed on the protocol title page. In this example of a multi-center study
we’ve verified the investigator name, institution, and CTEP site code on the title page with the
investigator registration status search results. This investigator has an active CTEP registration
and is eligible to participate.
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Investigator Registration Expiration Date

Use this form to look up information on CTEF investigator registration status and expiration date.

CTEP Investigator ID: 56789

Investigator Last Name:| poe

CTEP Investigator ID
Investigator Name

Office CTEP Site Code

Office Institution Name
Shipping CTEP Site Code
Shipping Institution Name
Investigator registration status

Investigator registration expiration
date

Investigator Affiliations

56789

Juliet Doe

OHO007

Ohio State University Comprehensive Cancer Center
OHO007

Ohio State University Comprehensive Cancer Center
Active

MM/DD/YYYY

ATLLTANCE / Alliance for Clinical Trials in Oncology
LAO-OHO07 / Ohio State University Comprehensive Cancer
Center LAO

P2C-OHO07 / Ohio State University Comprehensive Cancer
Center P2C

To check study eligibility of an ordering investigator for a rostered participant protocol, utilize

the investigator affiliations in the investigator registration status search results when referring to

the protocol title page. In this example, the investigator has affiliations with ALLIANCE, a Lead
Academic Organization or LAO, and a Phase 2 Consortium or P2C.
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NCIPRIOTOCOL 4 12?;4 : Roste rEd Exam p I e

Local Protocol #: ABC-1234

TITLE: A Phase 2 Study of Trametinib in Combination with Radiation Therapy
KRAS- BRAF-, NRAS- or HRAS- Mutant Solid Tumors

Corresponding Organization: P2C-MN026/ Mavyo Clinic Cancer Center P2C

Principal Investigator: John Doe, M.D.
Department of Radiation Medicine
MN026 / Mayo Clinic Cancer Center (P2C-MN026)
101 Main Street
Hometown, MN 12345
Phone: (123) 456-7898

Fax: (123) 456-7899 CTEP Investigator ID 56789
. . . o Investigator Name Juliet Doe
Participating Organizations: !
p Office CTEP Site Code QHO007
P2C-11030 / University Health Network Princess Margaret Cancer Center P2C | Office Institution Name Ohio State University Comprehensive Cancer Center
P2C-CA189 / University of Califormia Davis Comprehensive Cancer Center P2 Shipping CTEP Site Code OHO007
P2C-FLO065 / H Lee Moffitt Cancer Center P2C Shipping Institution Name Ohio State University Comprehensive Cancer Center
P2CIL0ST / University of Chicago Comprehensive Cancer Center P2C Investigator registration status Active
P2C-MN026 / Mayo Clinic Cancer Center P2C Investigator registration expiration MMDDAYYY
dat:
P2C-OHO00T / Ohio State University Comprehensive Cancer Center P2C I e
e— — = — ALLIANCE / Alliance for Clinical Trials in Oncology
P2C-TX035 / University of TexasM D Anderson Cancer Center P2C LAO-OH007 / Ohio State University Comprehensive Cancer|
ECOG-ACRIN /ECOG-ACRIN Cancer Research Group Investigator Affiliations Center LAO
— — - P2C-OHO007 / Ohio State University Comprehensive Cancer
BMTCTN / Blood and Mamrow Transplant Clinical Trials Network Center P2C =

Non-Member Collaborators: Jane Doe, M.D.
Department of Radiation Medicine
A7123 / XYZ University & Research Institute
101 Main Street
Hometown, AZ 45678
Phone: (456) 123-7898
Fax: (456) 123-7899

Now refer to the participating organizations on the title page. For rostered studies each study-
eligible investigator is NOT listed on the title page. The P2C that this investigator is affiliated
with appears on the title page so the investigator is study-eligible for this rostered participant
protocol. Investigators without affiliations to the rostered participants need to be listed on the
title page as non-member collaborators in order to participate.
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Agent Dispensing Checklist

The agent dispensing checklist must be complete prior to dispensing study agent. We’ve verified
that the ordering investigator has an active CTEP registration, is study-eligible, and checked that
the study prescription is signed or co-signed by the registered study eligible investigator. Ensure
the prescription is written for a registered study participant at either a control or satellite
dispensing area, that it is written appropriately per protocol, and that the patient meets all
protocol-defined criteria for treatment.
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Investigational Agent Accountability Record National Cancer Institute o N R

Oral agents ONLY Division of Cancer Treatmen! and Diagnosis CONTROL RECORD ©

g e, Cancer Therapy Evaluation Program = .
SATELLITE RECORD O
Meme of Institution: Investigator Meme: CTEP Investigater ID:
State University Hospital John Smith, M.D. 999999
Protocd Tile: MCI Protocol No: Local Protocal He: Dispensing Area:
Phase 2trial of for the treatment of patients with renal cell 1234 SUH-001 IDS Pharmacy - Sth Floor Room A100
Agent Name Dose Form and Strength: Bottle size (e.g., # tablets/bettle):
Pazopanib hydrochloride (NSC 737754) 200 mg Tablets 34 Tablets/bottle
Line Patient’s ) ‘Quantity Balance Forward Manufacturer Recorder's | Expiration Date Cuantity Recorder's
No. Date Initials Fatient’s ID Mo, Dose Disp o and Lot No. Initiaks Date iif Patient Palient Initials
Received Balance avallzble) | Retumed | Retumed

1 3/21/2014 | Received from the NCI +8 8 GLX 12345678 AR
2 3242014 | A7 1234-001 BO0 rmg daily 4 4 GLX 12345678 AB 4/24/2014 16 tabs AB
3 4242014 | AZ 1234-001 800 mg daily -4 0 GLX 12345678 AB 15/24/2014 1 bettle ZA
4 41232014 | Received from the NG| + 24 24 GLX B7654321] ZA
£ §M16/2014 | BT 1234-002 800 mg daily 4 20 GLX 87654321| AB 16/16/2014 24 abs ZA
5 2242014 | AZ 1234-001 400 mg daily -2 18 GLX B7654321| ZA
7, 6M6/2014 | BT 1234-002 400 mg daily -2 16 GLX 87654321] ZA
s | 6242014 | AZ 1234-001 | 400 mg daily -2 14 IGLX 87654321] JT /3172014 B1tabs J7
g 62412014 | AZ 1234001 [Patient return frgm dispensing jon 4242014, pape 1, line 3 JT [5/24/2014|1 bollle JT
10 G/30/2014 | Sent to Medical Office Buikling A Satellite -12 2 [GLX B7654321| ZA
41 | 711172014 | Received from the NCI + 20 22 GLX 08735555 JT
12 7232014 | BT 1234-002 800 mg daily 2 20 GLX 87654321 AB 2472014 4 tabs ZA
4 | 712324 | BT 1234-002 | 800 mg daily -2 18 GLx 09735555 AB 824720141 Bl + 4tabs  ZA
- 8172014 |Returned|irom Med. Off Blild. A Satellite +4 22 IGLX 87654321 JT
5 81272014 [Retumn to the NCI Clinical Repository -4 18 (GLX 87654321| AB B8/31/2014
5. 9302014 |Transfer fo NC| Protocol 2841 (T14273-0001) - 10 & (GLX 09735555 ZA
47, | 11442014 |Lecal Degtruction per PMB Authorization -8 0 GLX 09735555 ZA

Now let’s review agent dispensing accountability examples. On the Oral DARF or the original
NCI DARF, each dispensing entry must be complete, with the Date, Patient’s Initials and ID
Number, Dose, Quantity, Balance, Lot Number, and Recorder’s Initials. The Oral DARF is
formatted for the dispensing and return information to appear in the same row. Please see
PMB's Oral DARF video tutorial for additional information on recording patient returns.
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Investigational Agent Accountability Record

National Institutes of Heakh
National Cancer Institute
Division of Cancer Treatment and Diggnosis
Cancer Therapy Evaluation Program

FPAGE NC. 1
CONTROLRECORD @

SATELLITERECORD O

Name of Institution:

State University Hospital

Investigator Mame:

John Smith, M.D.

CTEP Investigator |-

999999

Protocd Tile: MCI Protocol No: Local Protocal He: Dispensing Area:
Fhase 2 trial of for the treatment of patients with renal cell 1234 SUH-001 IDS Pharmacy - 5th Floor Reom A100
Agent Name Dose Form and Strength: Bottle size (e.g., # tablets/bettle):
Pazopanib hydrochloride (NSC 737754) 200 mg Tablets 34 Tablets/bottle
Line Patient’s ‘Quantity Balance Forward Manufacturer Recorder's | Expiration Date Cuantity Recorder's
No. Date Initials Patient’s ID No. Dose Disp o and Lot No. Initiaks Date iif Patient Patient Initials
Received Balance avallzble) | Retumed | Retumed
1 _3R1/2014 | Received from the NCI +8 8 GLX 12345678 AB
2 _8R4P014 | A7 1234001 | 800 rng daily 4 4 GLX 12345678 AB 4/24/2014 16 tabs AB
3 _4Rd42014 | AZ 1234-001 800 mg daily -4 0 GLX 12345678 AB 15/24/2014 1 bettle ZA
4 _4/29/2014 | Received from the NCI + 24 24 GLX B7654321] ZA
s _SMso04 | BT 1234-002 800 mg daily 4 20 GLX 87654321| AB 16/16/2014 24 abs ZA
& 5242014 | AZ 1234-001 400 mg daily -2 18 GLX B7654321| ZA
7 _6M&/2014 | BT 1234-002 400 mg daily - 16 CLX 87654321 ZA
_s  _Bl24p0M4 | A7 1234-001 _ | 400 mg dai -2 14 IGLX 87654321| JT [1/31/2014 81tabs JT
g 6240014 [ AZ 1234001 [Patient return fr fr dispensingjon 4/24/2014, pape 1, line 3 JT [5/24/2014|1 bollle JT
10 63072014 | Sent to Medical Office Building A Satellite -12 2 [GLX B7654321| ZA
41 711172014 | Received from the NCI +20 22 GLX 08735555 JT
2 7232014 | BT 1234-002 800 mg daily 2 20 GLX 87654321 AB 2472014 4 tabs ZA
;4 1123204 | BT 1234-002 | 800 mg daily -2 18 GLx 09735555 AB 824720141 Bl + 4tabs  ZA
- 8M/2014  |Returned|from Med. Off. |3uild. A Satellite +4 22 IGLX 87654321 JT
15 8/2/2014 | Retumn to the NCI Clinical fepository -4 18 (GLX 87654321| AB B31/2014
5. 93072014 | Transfer fo NCI Protocol & $41 (T14273-00 1) - 10 & (GLX 09735555 ZA
g7 11442014 | Lecal Degtruction per PM 3 Authorization -8 GLX 09735555 ZA

Record the date that the agent is prepared for dispensing. It may differ from the date it is
provided to the patient or the date the patient begins treatment. Record the patient’s initials
and patient’s ID number. In the dose field, record the prescribed dose. There can be different
approaches to recording in the dose field given the space limitations. Keep in mind that this
field is intended to support the quantity dispensed. Do not record the total dose dispensed per
cycle for oral agents. For example, 2800 mg for an agent that is dosed at 100 mg daily for 28

days.
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Quantity Dispensed

Agent Mame: Dose Form and Strength: Bettle size (e.g., # tablets/bottie):

Pazopanib hydrochloride (NSC 737754) 200 mg Tablets 34 Tablets/bottle

Line Patient’s Quantity Balance Forward Manufacturer Recorder's Expiration Date Quantity Recorder's
No. Date Initials Patient’s ID No Dispensed or " and Lot No. Initials Date (if Patient Patient Initials
Received Balance available) | Returned | Retumed

32112014 | Receiveld from the NCI +8 8 GLx 12345678 AB
arap014 | Az 1234001 | 800 ma daily - 4 GLX 12345676 AB . .
apapn1a | A7 1234001 | 800 mg daily - GLx 12345678 AB Dis pensing
4/28/2014 | Received fromthe NCI GLX 87654321 ZA
5/18/2014 | BT 1234002 | 800 mg daily ; GLX 87654321 AB b y bottle
5242014 | AZ 1234001 | 400 mgcally | - GLx 87634321 ZA

Agent Name: Dose Form and Strength: Bcttle size (.g., #tablets/bottle):

Vorinostat (NSC 701852) 100 mg Tablets 120 Tablets/bottle

Line Patient's Quantity Balance Forward | Manufacturer | Recorder's | Expiration Date Quantity | Recorder's
No. Date Initials Patient’s ID No Dispensed or and Lot No. Initials Date (if Patient Patient Initials
Received Balance available) Returned Retumed
3/21/2014 | Received from the NCI + 240 240 MK 12345678 | AB
3/24/2014 | AZ 1234-001 400 mg daily -84 156 MK 12345678 | AB . .
42412014 | AZ 1234-001 400 mg daily -84 72 MK 12345678 | AB Dlspensmg
4/26/2014 | Received from the NCI 192 MK 87654321 | ZA by tab I et
5/16/2014 | BT 1234-002 400 mg daily -84 MK 87654321 | AB

52412014 | AZ 1234-001 300 mg daily -63 45 MK 87654321 | ZA

The quantity dispensed should be recorded in units supported by information in the protocol.
The protocol may state that the agent must be dispensed in its original bottle or the protocol
may permit repackaging for dispensing. When recording the balance, verify the quantity of the
agent inventory after dispensing. Complete the dispensing line item by recording the lot
identifier and recorder’s initials. If unsure which lot identifier to record on the DARF, refer to
PMB’s Agent Receipt video tutorial.
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Hational Institutes of Heath
Investigational Agent Accountability Record HMlaalhnens skt

Division of Cancer Treatment and Dingnosis
Oral agents ONLY Cancer Therapy Evaluation Program

PAGE NO. 1
CONTROLRECORD @&
SATELLITE RECORD O

Name of Insdilulion Investigator Name CTEP Invesligator I0:
State University Hospital John Smith, M.D 998999

Protocol Tide: NCI Predocal Ho: Local Protocol He: Dispensing Are:
Phase 2 trial of pazopanil for the brealment of palisnts wih advanced renal cell carcinoma, 1234 SUH-001 IDS Pharmacy - Sth Floor Room A100

Agent Mame: Dose Fomn and Etrength: Baltle size (0.0, # teblets/atie):

Pazopanib hydrochloride (NSC 737754) 200 mg Tablets 34 Tablets/bottle

Line Patient's ] Quantty | Balance Forward | Manufacturer | Recerders | Expirstion |  Date | Cuaeiity | Reeorders
Mo Date Inifinls | Patient's 1D No, Dose Dispensed or and Lol No Inilinls Dateif | Pubent | Patient nilints
Recrived Balance avilhie) | Retumed | Rebumed

3212014 | B i from the MC1 +8 8 GLX 12345678 AR
32412014 | A7 1234-001 800 mg daily = GLX 1234567 AB A24i2014 18 labes
A24/2014 | AT 1234-001 800 mg daily - [GLX 12345678 AB [5/24/2014 1 batlle
AR2H2014 | Recewved from Lhe NC| : ! GLX 87504321 ZA
SME&2014 | BT 1234-002 B0 mg daily - . GLX 87654321 AB G/1E/2014 24 tabs
5242014 | AT 1234-001 400 mg daily GLX B7654321) ZA

B/1E2014 | BT 1234-002 400 me Lially - CLXY BFES4A321] 74
| Breanma | Az 1234001 | 400 mg daily : oLx 87654321 JT 713112014 8 tabs
s LAz i ipglon 4/24/2014, pepe 1, line 3 aT /2412014[1 botile
1o | B/30/2014 | Sent to Medical Office Buikding A Satellite 12 z %x B7654321| ZA F

Investigational Agent Accountability Record Mational Cancer Institute
Oral agents ONLY Division of Cancer Trestment and Disgnosis | CONTROL RECORD 0O

Cancer Therapy Evaluation Program SATELLITE RECORD [

Mame of Institution Investigater Name: CTEP Investigat
State University Hospital John Smith, M.D. 999999
Protocol Title: NCI Pretocol No: Local Pretocol No: Dispensing Area:

Phase 2 trial of pazopanih for the treatment of patients with advanced renal cell carcinoma 1234 SUH-001 Medical Office Bui |d|ng A

Agent Name: Dose Form and Strength: Bottle size (2.g., # tablets/bottle):

Pazopanib hydrochloride (NSC 737754) 200 mg Tablets 34 Tablets/bottle

Line Patient's Quantity Balance Fonward Manufacturer | Recorder's | Expiration Date
Mo, Date Initials Patient’s 1D No Dose Dispensed or el and Lat No. Initials Date {if Fatient
Received i available) | Retumed

6/30/2014 Received from State Univ HOSJJ\taI Control + 408 I 408 ISLX 12348678| BC
7122014 RP 1234-003 800 mg daily - 84 324 IGLX 12345678 SF

Let’s review an example of agent dispensing at a satellite location. The satellite received 12
bottles from the control and recorded the quantity as 408 tablets because this agent can be
dispensed in the original container or in a pharmacy bottle for dispensing an exact quantity.
The Control Dispensing Area is managing inventory by bottle and the Satellite is managing
inventory by tablet. It is not necessary for the Control and Satellite Dispensing areas to use the
same accountability method. The inventory should be received and maintained consistent with
the unit most appropriate for dispensing at the control or satellite location.
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Multiple Lots or Multiple Strengths

Agent Mame: Dose Form and Strength: T
Sunitinib malate (NSC 736511) 12.5 mg Capsules

4/24/2014 | AZ 1234-001 37.5 mg daily -1 PZ 12345678
41242014 | AZ 1234-001 37.5 mg daily -1 FZ 87654321

Agent Name: Dose Form and Strength:
Sunitinib malate (NSC 736511) 25 mg Capsules

412412014 1234-001 37.5 mg dail n PZ 56789123

If multiple lots were used in the same dispensing, record the quantity of each lot used on
separate lines of the DARF. If multiple strengths were used in the same dispensing, record on
each appropriate DARF. In this example, note that the dose field is consistent between the two
DARFs of different strengths. We’ve finished reviewing examples on the Oral DARF. Next we'll
review examples specific to injectable agent accountability on the original NCI DARF. Keep in
mind all applicable agent dispensing procedures from the Oral DARF examples.
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Single-use Vials

Division of Cancer Treatment and Diagnosis
Cancer Therapy Evaluation Program

National Institutes of Health
National Cancer Institute

PAGE NO. 7
CONTROL RECORD K

Investigational Agent Accountability Record SATELLITE RECORD [

NCI Protocol No.:
2468

Dose Form and Strength:
200 mg/ 8 mL vial; 25 mg/mL

Dispensing Area:

IDS Pharmacy - 5th Floor Room A100

Name of Institution:

State University Hospital

Agent Name:

Ziv-Aflibercept (VEGF-Trap, AVE 0005), NSC 724770
Protocol Title:

Phase Il Study of Ziv-Aflibercept in Metastatic Colon Cancer

CTEP Investigator ID:
999999

Investigator Name:
John Smith, M.D.

Line
No.

Date

Patient’s
Initials

Patient's ID No.

Quantity
Dispensed or
Received

Balance Forward

Balance

Manufacturer
and Lot No.

Recorder's
Initials

12/11/2014

Received

from NCT

+12

12

SV 12345678

KB

12/12/2014

AZ

1234-001

-2

10

SV 12345678

ZA

12/15/2014

BT

1234-002

=3

SV 12345678

KB

12/26/2014

AZ

1234-001

-1

SV 12345678

JC

12/29/2014

BT

1234-002

<2

SV 12345678

KB

When dispensing injectable agents on the original NCI DARF, often the dose dispensed is
intended for a single administration. If the dose requires calculations, for example mg/mz,
record it as the total dose dispensed. Verify the calculations and any dose rounding procedures
by referring to the protocol. Dispense the quantity required for dose preparation in vials. If the
product is manufactured as a liquid formulation, overfill can be used and documented as such
on the DARF. Do not document destruction of agent remaining in single-use vials following dose
preparation.
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Multi-dose Vials

Tracking by milligram

Patient's Quantity Balance
Initials Patient's ID No. Dispensed or Forward
Received 0

Balance

Received from the NCI 10 vials 10 X 440 ma

AS Yvials + 152 mg

BT 8 vials + 272 mg

Tracking by vial

Patient's Quantity Balance
Initials Patient's ID No. Dispensed or Forward
Received 0

Balance

Received from the NCI 10 vials 10

AS 1 wial 9 + partial

BT 1

If dispensing from a multi-dose vial, PMB recommends tracking inventory either by milligram or
by vial. Tracking by milligram involves more calculations whereas the term partial can be used
when tracking by vial. Record either the number of vials plus the word partial when using the
vial method, or the number of vials plus the milligram amount remaining in the partial vial. You
must document destruction of partial multi-dose vials on the DARF when they are no longer
suitable for use.
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http://ctep.cancer.gov/branches/ctmb/clinical Trials/monitoring.htm
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- NCI Guidelines for Auditing Clinical Trials for the National Clinical Trials Network (NCTN) Program, Community
Clinical Oncology Program (CCOPYNCI Community Oncology Research Program (NCORP) and Research Bases
- NCI Guidelines for Auditing Clinical Trials for the Experimental Therapeutics Clinical Trials Metwork (ETCTN)
» CTME Audit Worksheets
« IRBACC Audit Worksheet

« Pharmacy Audit Worksheet
- Patient Case Audit Worksheet

CTME Documents !

» MCTH Program Guidelines [Revised 12/2012]

» Good Clinical Practices [GCP) Guidance Document

CTEP Eranches

and Ofmces
Offica of the
Asspciate Director

Clinical Grants and
Contracts Branch

Clinical investigations
Branch

Clinical Trials
Monitoring Branch

Investigational

We've reviewed the agent dispensing checklist and examples of accountability procedures.
Another helpful resource is Section 5.3 Agent Accountability and Pharmacy Operations of the
NCI Guidelines for Auditing Clinical Trials for the NCTN found on the Clinical Trials Monitoring

Branch website. Institution specific policies and procedures should also be in place for
dispensing investigational medications.
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https://eapps-ctep.nci.nih.qov/OAOP/pages/login.jspx

cer Institute

ONLINE AGENT ORDER PROCESSING

View Orders b Stock Notification Letters

Standard Orders Blinded/Patient-Specific Orders Protocol Status Change

CONTACT US

Search Stock Notification Letters

T —
agmivame| |

Lot Number D
ComponentName ||

Component Lot Number D

PRIVACY NOTICE

TIRSTGOV

ACCESSBILITY

Dispensing areas should have procedures in place for ensuring the agent is suitable for clinical
use. Once an expiration date is known, PMB will issue notification to each ordering investigator
and all shipping and ordering designees at each institution. Access PMB stock notification
letters through OAOP or contact PMB with any questions prior to dispensing.
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Dispensing areas should not mail investigational medications to study subjects.
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http://ctep.cancer.gov/branches/pmb/fag.htm

PHARMACEUTICAL MANAGEMENT BRANCH (PMB) ~— AN r! ' ‘
.k?h\ﬁ‘. t ’ :

Last Updated: 08/14/14

FAQ

= Returning agent to NCI Clinical Repository (D6/14)

o PMB After Hours
= Patient returns of oral clinical supplies (12/13)

o Staff Biographies = How do | access OAOP (Online Agent Order Processing)? (11/13)

= We just became aware of an error that involved CTEP-supplied investigational agent. How do we report it, and is there
any specific information you need?

o Online Agent Order
Processing (OAOP)

= What is a satellite? Or, is it OK for us to send drug that we have ordered from the PMB to one of our other
Investigational Drug offices/sites?
o Accountability Training

Videos = How should | record investigational agents that come in oral dosage forms?

« How do | get an Investigator Brochure?

* My actual drug inventory doesn't match the quantities reflected on the Drug Accountability Record Form. What should
CTEP Branches | do?
and Offices

Office of the = Inj in vi i i
Associate Director Injectable agents in vials (sharing and overfill)

Clinical Grants and = Why is my IRB asking all these questions?
Contracts Branch
= Where can | get a list of clinical trials for specific cancer diagnoses?
Clinical Investigations
Branch « Lost shipment or missing drug

Lastly if any dispensing errors within a DCTD approved protocol are identified, contact PMB and
provide details of the event. Institutional policies and procedures should be in line with
institution specific systems to minimize errors. Refer to the FAQ available here on the PMB
website for additional information.
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Pharmaceutical Management Branch, CTEP, NCI

0AOP Email

otocal PMBAfterHours@ mail.nih.qov
Agent Retums Phone
Agent Transfers (240) 276_6575
Patient-Specific DARFs

Oral DARF

DARF Header

DARF Basics

NCI YouTube
https://www.youtube.com/user/NClgov/

Thank you for watching this video tutorial. Additional PMB Investigational Drug Accountability
videos are available through our YouTube Playlist.

Please note that the video and any items displayed within the videos are subject to change.
Check back periodically for updates.

Questions can be directed to the Pharmaceutical Management Branch, CTEP, NCI by phone
Monday through Friday from 8:30am to 4:30pm Eastern Time or by email any time.
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