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ctep.cancer.gov

Welcome to this video tutorial on the DARF Header in the PMB Investigational Drug
Accountability series.

This video will review the process for completing the header of both the original and oral NCI
DARF.
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There are two Drug Accountability Record Forms: the original DARF and the Oral DARF.
You see the original DARF at the top of the screen and the Oral DARF underneath it.

DARFs must be maintained to track the disposition of all study-supplied agents for NCI clinical
trials.
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http://ctep.cancer.gov/forms
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Both DARFs are available on the CTEP website at http://ctep.cancer.gov/forms.
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Ivvestigational Agent Accountability Record
Oral agens QRLY

The header is the top section of the DARF above the agent transaction area. All fields must be
completed on every page.

The headers of the original DARF and Oral DARF contain the same information with 2

exceptions: the Oral DARF contains areas to include the local protocol number and the bottle
size.

Unless specifically stated, the information provided applies to both the original DARF and the
Oral DARF.
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Print Form || SaveAs |[ ResetForm |

National Institutes of Health Drdsion of Cancer Treatment and Diagnosis PAGE NO
Natona Irestituste Cancer Thorapy Evaluaton Program
i . CONTROLRECORD B
Agent ) SATELLITE RECORD O
Hame of Insiitution: eI Pratocsl No.:
State University Hospital 2488
Agent hame: Dose Form snd Strengt
Ziv-Aflibercept (VEGF-Trap, AVE 0005, NSC 724770) 200 mg / 8 mlL vial; 25 mgimL
Prodocol Title: Dispansing Area:

Phase |l Study of Ziv-Aflibercept in Metastatic Colon Cancer | IDS Pharmacy - 5th Floor Room A100

Irvestigatis Name CTEP Irvestigater |0

Jonin Smith, M.D 999899

Line FatienTs Quantity Balance Forward Manufacture: Recorders

Na Date. Inffisls | Pafient's 1D Mo [ D ] and Lot No. Wtiais
Feceised Baance

Note that the form has an expiration date located in the upper right corner. Once the expiration
date has passed, do not start a new page without verifying it is the current form on the CTEP

website.

In the event the current form on the website is expired, continue to use it until an updated form
is posted.
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Print Form | Save As | ResatForm]

State University Hospital

2468

Natonnl Institutes of Hasitn Ciusion of Cancer Treatmant and Diagnosis
Matona C:rm Instituse Cancer Thorapy Evaluation PAGE NO. 1.
. N CONTROL RECORD B
Agert Record SATELLITERECORD O
e of Instituton: NG Protocdl Ho

Agent Hame:
Ziv-Aflibercept (VEGF-Trap, AVE 0005, NSC 724770)

Dose Form and Strengt

200 mg / 8 mL vial: 25 mgimL

Profocol Title:

Phase |l Study of Ziv-Aflibercept in Metastatic Colon Cancer

Dispansing Area:

IDS Pharmacy - 5th Floor Ream A100

|rvestigates Hame
John Smith, M.D.

CTEP Irvestigater |0
999899

Line Fatiants
Mo, Date Inifials. Patient's ID Mo Cose

Cantity

Balancs Forvard

Fecsiad

Salanco

Manufacsrer
and Lot No.

Recorders
initiais

The header information can be typed before the DARF is printed or handwritten after printing.
Please note the font size will automatically adjust based on the number of characters in the

field. Anything handwritten must be legible.

Let’s begin reviewing the header:

The first area to complete is the page number and record type. The DARF templates do not

allow for the inclusion of a page number, it must be written in after printing.

Check the box indicating if this is a control or satellite record.
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Print Form || SaveAs |[ ResetForm |
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Diision of Cancer Treatment and Dlagnosis

Nationa! Institutes of Health
MNetonal Cencer Cancet Thorapy Evaluation Program

erks PAGE NO. 1

CONTROL RECORD B

Phase |l Study of Ziv-Aflibercept in Metastatic Colon Cancer

| Agent A it SATELLITE RECORD O
HName of Institution: KNCI Fratocsl Ne -
State University Hospital < 2458
Agent hame: Dose Form and Strengtn
Ziv-Alibercapt (VEGF-Trap, AVE 0005, NSC 724770) - 200 mg / BmL vial: 25 mgimL
Profocol Title:

Dispansing Area
IDS Pharmacy - 5th Floor Ream A100

1

Fatiants
Inifials.

Irvestigatis Name

CTEP Irvestigater |0
John Smith, M.D.

993999

Line

Cuantity Balance Forward | Manufscture
Ha. D 1

and Lot No.

Recorders

Date nta's

Patient's ID Mo

Fecsiad Salance

Under the Name of Institution write out the name, avoiding abbreviations if possible.

For Agent Name include all names on the shipping receipt. While not required, add the NSC
number.

Add the Protocol Title. Long titles can be abbreviated, but not to the point the protocol is
unidentifiable or could be confused with another trial.



Slide 8

Print Form || SaveAs |[ ResetForm |
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Hatoal Instiutes of Haalth Ciitsion cf Cancer Treatmant and Diagnos | pace ND.
Natona Irestituste Cancer Thorapy Evaluaton Program -
) . CONTROLRECORD B
Agent it SATELLITE RECORD O
Name of Institution: NCI Fretocsl Ne.:
State University Hospital 2458
Agect Name: Cose Form and Strengt
Ziv-Aflibercept (VEGF-Trap, AVE 0005, NSC 724770) 200 mg / Bml vial: 25 mg/mL

Profocol Title: Dispansing Area:

Phase |l Study of Ziv-Aflibercept in Metastatic Colon Cancer | IDS Pharmacy - 5th Floor Room A100

Irvestigates Mame. _ - CTEP Imvestigater |0
John Smith, M.D. 999899

Line Fatiants Quantity
Mo, Date Inifials. Patient's ID Mo Cose Di d

Balance Forward | Manufacturer | Recorder's
and Lot No. nta's

Fecsiad Salance

For the Investigator Name include the first and last name. This is especially important with
common last names such as Smith.

Add the CTEP Investigator Number. Note that a separate DARF is required for each ordering
investigator.
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National Institutes of Health Drdsion of Cancer Treatment and Diagnosis PAGE NO .L
National Cancer Institute Cancer Thorapy Evaluaton Program
i . CONTROLRECORD B
Agent ) SATELLITE RECORD O
Hame of Insiitution: eI Pratocsl No.:
State University Hospital 2488
Agent hame: Dose Form snd Strengt
Ziv-Aflibercept (VEGF-Trap, AVE 0005, NSC 724770) 200 mg / 8 mlL vial; 25 mgimL
Prodocol Title: Dispansing Area:

Phase |l Study of Ziv-Aflibercept in Metastatic Colon Canier IDS Pharmacy - Sth Floor Room A100

Irvestigatis Name CTEP Irvestigater |0

Jonin Smith, M.D 999899

Line FatienTs Quantity Balance Forward Manufacture: Recorders

Na Date. Inffisls | Pafient's 1D Mo [ D ] and Lot No. Wtiais
Feceised Baance

Next is the NCI Protocol Number. The NCI protocol number is required. The local protocol
number is optional on both the original and Oral DARF. If a local protocol number is assigned, it
can be added to the original or Oral DARF.

Next, identify the Dispensing Area. This is the location where the agent is stored.
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Print Form || SaveAs |[ ResetForm |
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National Institutes of Health Drdsion of Cancer Treatment and Diagnosis M
Mationa it Institute Cancer Thorapy Evahuation Program PAGE NO. L
) . CONTROL RECORD B
Agent it SATELLITE RECORD O
Nama of Institubion: KNCI Fratocsl Ne -
State University Hospital 2458

Dose Form snd Strengt

Agent Nama:
Ziv-Aflibercept (VEGF-Trap, AVE 0005, NSC 724770) 200 mg / 8 mlL vial; 25 mgimL

Profocol Titie:

Dispansing Are
Phase |l Study of Ziv-Aflibercept in Metastatic Colon Cancer | IDS F'har'cy - 5th Floor Room A100

Irvestigatis Name CTEP Irwestigater (0

John Smith, M.D. 999899

Line FatienTs Quantity Balance Forward Manufacture: Recorders

Na Date. Inffisls | Pafient's 1D Mo [ D ] and Lot No. i
Feceised Baance

Under Dose Form and Strength record the agent strength and formulation in this field. For

injectable preparations include the concentration and volume per vial (for example 200 mg/8
mL vial, 25 mg/mL).



Slide 11

Print Form || SaveAs |[ ResetForm |
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National Institutes of Health Drdsion of Cancer Treatment and Diagnosis "
NeSonal Cantes nathse Canear Thorapy Evaluaton Progran PAGE NO. 1
S . CONTROL RECORD B
Agent . SATELLITE RECORD O
Hame of Instituton: NCI Fretocsl Ne.:
State University Hospital 2488

Agent Hame:
Ziv-Alibercept (VEGF-Trap, AVE 0005, NSC 724770)

Dose Form and Strengtt
200 mg / 8 mL vial: 25 mgimL

Profocol Titie:

Phase |l Study of Ziv-Aflibercept in Metastatic Colon Cancer

Dispansing Area
IDS Pharmacy - 5th Floor Ream A100

Irvestigatis Name CTEP Irwestigater (0

John Smith, M.D. 999899

Line FatienTs Quantity Balance Forward Manufacture: Recorders

Na. Date. Infisls | Pafient's 1D Ho. [ i ] and Lot Nou i
Feceised Baance

Here is an example of a completed original DARF header.

Next we will review the Oral DARF header.
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v i Do of Ganoes T and Dhagass
Cral agents ONLY ance Trerapy Exansion Fragrn

£CORD B

SATELLITE RECORD O
tare o Istten et same CTEP It £
State University Hospital John Smith, M.D. S99999
Fronocal T N Procc e T ocan Proeni M Depensng Awa
P bl scpiand ot i f pents i o o (ot e | 1234 SUH-001 1D5 Pharmacy - Sth Floor Room A100
g e e —— T
Pazopanib hydrochloride (MSC 737752 200 mg Tablets I 34 Tablets/bottle
Les | G | r:;m| PrT i | e o |Rm'z||l xwmf bty |H(::A1:
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There are two items specific to the Oral DARF. The Local Protocol Number, if there is no local
number, leave the space blank or write in N/A and Bottle Size, add the number of tablets,

capsules, etc. If this is a liquid preparation indicate the concentration and total volume per
container.
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[Frint Form ] [ Save As ]
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t Record sl canc it
. Dr]laggm;m me!mmm CONTROL RECORD B
o B i P SATELLIVE RECORD O
hare of Peatton Ivetigaton Name: CTER Invessfigatir 10
State University Hospital John Smith, W.O. S99999
Protocol Tiie: &
wt it o | 1234 SUH-001 1D Pharmacy - Sth Floes Reom A100
A Mame Do Form and Srengh. Sotfie uae g6 0 8 et Dothe)
Pazopanib hydrochloride (NSC T3T754) 200 mg Tablats 34 Tablets/bottle
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Here is an example of a completed Oral DARF header.
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| Agent A bility Record e preno 1
Oral agents ONLY Dosion of Cancer Treatmest and Dageass | CONTROL HECORD &

- Gascse Toaripy akcton Prspeen SATELUTE RECORD O
[ st toe: EIEP etger
Stata University Hospital John Smith, M.0.
oo e

i 1234 | SUH-001 105 Pharmacy - Sth Floor Room A100
Agirt b Dot Form and Sewgs Thofte gioe 5. 4 bietutome)
Pazopanib hydrochloride (NSC 737754) 200 mg Tablets 34 Tablets/bottls
B o [ o | e o ] e | | | e

Fevened Batrce | aunlnbley | Retumed | Fewmed

The DARF with a completed header may now be printed. If the appropriate software is
available, the form may be saved for future use.
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CLINICAL TRIALS MONITORING BRANCH (CTMB)

http://ctep.cancer.gov/branches/ctmb/clinicalTrials/docs/ctmb_audit_guidelines.pdf

To learn more about the difference between Control and Satellite Dispensing Areas, refer to
Section 5.3 of the Audit Guidelines.
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http://ctep.cancer.gov/branches/pmb/inside_pmb/aug2013.pdf

Or the August 2013 issue of the PMB newsletter.
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Pharmaceutical Management Branch, CTEP, NCI

Email
PMBAfterHours@mail.nih.gov
Phone

(240) 276-6575

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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U.S. Department of Health and Human Services
National Institutes of Health | National Cancer Institute

http://ctep.cancer.gov/
1-800-4-CANCER

Produced September 2014



