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

This video will review recording procedures when using the NCI Investigational Agent
Accountability Record Form for Oral Agents, or Oral DARF.
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http://ctep.cancer.gov/forms/

FDA Form 1572 for Investigator Registration é

Supplemental Form for Investigator Registration &
Financial Disclosure Form for Investigator Registration é

Protocol Development and Assembly

Letter of Intent (LOI) Submission Formv2.0
Career Development LOJ Instructions =
Cost Estimate Worksheet é
Concept Submission Farm
Protocol Templates:
AE Templates

AE Template Phase | Single Agentvi.1

AE Template Phase | Combination v1.1

AE Template Phase Il Single Agentvi.1

AE Template Phase Il Combination v1.1
NClInformed Consent Templates
CTCAE v3.0 and Lay Term Mapping Document
Protocol Submission Worksheetva.5
CTC Generic Data Collection Form
Protocol Status Update
Amendment Request Submission Checklist

(13

(31
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NCI Investigational Agent Accountability Record Form for Oral Agents
NCI Investigational Agent Accountability Record Form

NCI Transfer Investigational Agent Form

NCI Retum Investigational Agent Form

[ Dl L

Download Adobe Acrobat Reader

You can find the Oral DARF here on the CTEP website, Forms page.
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. ) s ) PAGE NO.
Investigational Agent Accountability Record National Cancer Insttute
Oral agents ONLY Civision of Cancer Treatment and Disgnosis | CONTROL RECORD O

Cancer Therapy Evaluation Program SATELLITE RECORD O

Name of Institution: Investigator Marme: CTEP Investigator 102

Protocd Tile: MCI Protocol Na: Local Protocol No: Dispensing Area:

Agent Name Dose Form and Strength: Bottle size (e.g., # tablets/hettle);

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 ] avallzble) | Retumed | Retumed

The Oral DARF must be used for NCI studies using an oral agent, either open label, protocol
specific, or blinded, patient specific.
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Naticnal Insttutes of Heatn Dnasion of Cancer Trestment and Disgnosis PAGE NO
Naticnal Cancer Instiute Cancer Therspy Evaluation Program

CONTROLRECORD O
SATELLITE RECORD O

Investigational Agent Accountability Record

Hame of Instiution: NCI Profosol Mo

Agent Hame: Dose Fom and Strength:

Protocal Title: Drspensing Area

Investigaler e, CTEP nvestigator 0.

Lve Patient’s. Cuantity Ealince Foreard Manutactorer | Recorders

o Date Initists [Patient’s 1D No. Dose &nd Lot Ne. Initiais
Received Salance
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Please continue to use the original NCI DARF for all formulations not intended for oral
administration.
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National Instiutes of Health Division of Cancer Trealment and Diagnosis PAGE NO
National Cancer Institute Cancer Therapy Evaluation Program -
CONTROLRECORD 0O
Agent A ility Record
gen ¥ SATELLITE RECORD O
Name of Institution HCI Protocal Ne.
Agent Mame: Dose Form and Strength
Protocol Tithe: Déspensing Area:
Investigator Name: CTEP Investgalor ID:
Line Patient's Quantity Balance Forward Manutacturer Recorder's
MNe. Date Initiads Patient’s 1D Mo Dose Dispensed or and Lat Ne. Initials
Received Balance
1
Ly tponEor, ERIEE o Irermagon Temry o
caflectn oF 1 Kermat 56, 19243 56 330w S ¢ reduciny 1hi Surcen, 13 HIH, Prepect Cleararscs Beinch, 5705 Misekiscge Crves, MSC 1374, Esthws 2a, M2 205307074, ATTH FRa [0925-0913) D ' - . =
Mational Institutes of Health -
Investigational Agent Accountability Record Sﬂmal :u‘::cr In.'.[ldu:“ .
ision ncer Treatment and Diagnosis
Oral agents ONLY Cancer Therapy Evaluaticn Program 0
Name of Institution: Investigator Name:
Protocal Title: NCI Protocal No: Lecal Pratecol No Dispensing Area:
Agent Name: Dose Form and Strength Bottie size (0.0,
Line Patient's Cuantity Balance Forward Manufacturer | Recorder's | Expiration Date Quantity | Recorder's
o, Late Initials Fatient's I No. Dose Dispensed or and Lot Ho. Initials Date (it Fatient Patient Initials
Received Balance availzble) | Retumed | Retumed
1
2
3

The difference between the two DARFs is that the Oral DARF provides additional columns to
document patient returns. These fields provide space for sites to record quantities of oral
agents returned by patients.

Sites should not return dispensed oral agents to the NCI Clinical Repository. Patient returns
should be destroyed on site in accordance with institutional policy.

Let’s review the individual fields unique to the Oral DARF.
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SATELLITE RECORD O
Name of Institution: Investigator Mame: CTEP Investigator ID:

NC1 Protocol Ne:

Dose Form and Strendth:

[Patient's ID No.
avallable)

Bottle size is an additional field that appears in the Oral DARF header section. This information
is useful as a link between the quantity dispensed and the quantity returned.
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Investigational Agent Accountability Record Notiona Cance nticte PAGEND,

Cral agents ONLY xf:m:;:::ﬂm and Diagnosis | CONTROL RECORD O

SATELLITE RECORD O
Name of Institution: Investigator Mame: CTEP Investigator ID:

NC1 Protocol Ne: Dispensing Area:

Dose Form and Strength: Bottle size (0.9, # tabletsbaltie);

Expiration Date
Fallent's ID No. Date iif Fali
#vallable) etumed

The first additional column is Expiration Date. In many cases this information will not be
available. If the expiration date is not available at the time of agent receipt, it is not necessary
to add it later to all prior line items where the lot was dispensed or returned. At the time the
expiration date is known, it can be added for all lines items recorded for the lot from that point
forward.
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' PAGE NO.

Investigational Agent Accountability Record Notiona Cance nstcke

Oral agents ONLY ‘n:o:‘::- m:;:uu:mm and Diagnosis | CONTROL RECORD O

SATELLITE RECORD O
Name of Institution: : CTEP Investigator ID:

NC1 Protocol Ne: 8 Dispensing Area:

Dose Form and Strength: Bottle size (0.9, # tabletsbaltie);

[Patient's ID No.

The next column is Date Patient Returned. Record the date received in the dispensing area, it
may differ from the actual date received in the clinic.



Slide 9

Hi-,

Investigational Agent Accountability Record Notiona Cance nticte PAGEND,

Cral agents ONLY xf:m:;:::ﬂm and Diagnosis | CONTROL RECORD O

SATELLITE RECORD O
Name of Institution: Investigator Mame: CTEP Investigator ID:

NC1 Protocol Ne: Dispensing Area:

Dose Form and Strength: Bottle size (0.9, # tabletsbaltie);

Expiration
[Patient's ID No. Date it
avallable)

The Quantity Patient Returned is located next to the right. If the quantity returned cannot be
easily counted such as suspensions or solutions, you may record returned quantities as full or
partial. Returns of sealed bottles do not need to be opened for physical count. Unsealed
patient returns should be opened, counted, and recorded. Intact bottles should be recorded as
guantity of bottles.
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g e, Cancer Therapy Evaluation Program = .
SATELLITE RECORD O
Name of Institution: Investigator Name: CTEP Investigator |D:
State University Hospital John Smith, M.D. 999999
Protocal Ttle: MCI Protocol No: Local Protocsl No: Dispensing Area:
Phase 2 trial of pazopanib for the treatment of palients with advanced renal cell carcinoma 1234 SUH-001 IDS Pharmacy - 5th 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 5 irati Date CQuentity Recorder's
Ne. Date Initials Fatient’s IC Ne. Dose Disp of and Let No. Initials Date iif Patient Patient Initials
Received Balance avallzble) | Retumed | Retumed
+ 8
4

3 1234-001 800 mg daily -4 GLX 12345678 [5/24/2014 1 bottle
4 41232014 | Received from the NG| + 24 24 GLX B7654321] ZA
£ §M16/2014 | BT 1234-002 800 mg daily 4 20 GLX B7654321] AB 16/16/2014 24 abs ZA
5 2242014 | AZ 1234-001 400 mg daily -2 18 GLX BTES4321] ZA
1 6M16/2014 | BT 1234-002 400 myg daily - 16 CLX 87654321 ZA
s | 62404 | A7 1234001 | 400 mgcaily | -2 14 lGLX 87654321] JT [Le1i20TY &'abe Jr
g 62412014 | AZ 1234001 [Patient return frgm dispensing jon 4242014, pape 1, line 3 JT [5/24/2014|1 bollle JT
10, | 6/3072014 | Sent to Medical Office Buikling A Satellite -12 2 [GLX B7654321| ZA
41 | 711172014 | Received from the NCI + 20 22 GLX 08735555 JT
42 | 723204 | 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. | 114472014 | Local Degtruction per PMB Authorization -8 0 GLX 09735555 ZA

The Oral DARF is formatted for the dispensing and return information to appear in the same
row. When rows of the Oral DARF are used to record activities other than dispensing, the return
columns will not be used.
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National Institutes of Heakh BAGE NO 4
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
[ome tinstration: Investigator Mame: CTEP Investigater 107
State University Hospital John Smith, M.D. 999999
Frotocd Tile: MCI Protocol Na: Local Protocol No: Dispensing Area:
Phase 2 trial of pazoganib for the treatment of patients with advanced renal cell carcinoma 1234 SUH-001 IDS Pharmacy - Sth 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 5 irati Date CQuentity 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. N 5/21/2014 | Receiveld from the NCI +8 & GLX 12345678 AR
2 S242014 | A7 1234-001 800 mg daily 4 4 GLX 12345678 AB 42412014 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
£ 6162014 | 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 |l 6242014 | A7 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 M 6/3072014 | Sent to Medical Office Buikling A Satellite -12 2 [GLX B7654321| ZA
41 J| 711172014 | Received from the NCI + 20 22 GLX 08735555 JT
12 Q71232014 | BT 1234-002 800 mg daily 2 20 GLX 87654321 AB 2472014 4 tabs ZA
4 || 7123204 | 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 8/2/2014  |Retumn to fhe NCI Clinical Repository -4 18 (GLX 87654321] AB WE/31/2014
5. 93002014 |Transfer fo NCI Protocol 2841 (T14273-0001) - 10 & (GLX 09735555 ZA
7. | 11/4/2014 | Local Degtruction per PMB Authorization -8 0 GLX 09735555 ZA

When a patient return is received, look at the label of the returned agent and find the correct
Oral DARF by verifying information in the header section such as the protocol, investigator,
agent, formulation, and strength.

Next, locate the correct dispensing row for the returned drug by matching the date dispensed,
patient initials, patient ID number, and lot number to the row in which the dispensing was
recorded.

Now let’s go through some different examples of what steps to take when a patient return is
received.



Slide 12

| PrintForm || Save As

Putile reporting burden for this collecton of Imormanon is estimated bo everage £ minutes E47 responte.
Infarmation AR ageney nd dte, 8 col

uding the time for re

Ing insTuctions, searching

y spenzar, a L
ol etion afikamaion, ind g supgesions Fx mdudng 148 buren. bo NIH. Brope Cleamies Boarch. ¢

ves. gotherng ond maints
on It digpiaye 8 eLTR Ny valld OME conrol NUMBAF, 55013 C0MMEN:s reg
705 Rochsmign Crive, WSC 7974, Bellwsda, MO 30597-7574, ATTH_FRA (0975081 3)

tgabonal agents are Lnder e
Fenieny Band, L FDA el

s cate nesced and completing ond rev he ool ection of
g Vs DLrTkn Smae or ANy SR PRt o Vs

Do ok radunrm B el e form 1o (s sdiess

Investigational Agent Accountability Record
Oral agents ONLY

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:
Phase 2 trial of pazopanib for the treatment of palients with advanced renal cell carcinoma

MCI Protocol No: Local Protocal He:

1234 SUH-001

Dispensing Area:
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 5 irati Date CQuentity Recorder's
No. Date Initials Fatient’s ID Mo, Dose Disp o and Lot No. Initiaks Date iif Patient Patient Initials
Received Balance avallzble) | Retumed | Retumed

1234-001 BOO mg daily 16 tabs
3 40242014 | 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
1 6116/2014 | BT 1234-002 | 400 myg daily -2 16 CLX 87654321 ZA
s | B24/2014 | A7 1234-001 | 400 mg claily -2 14 IGLX 87654321| JT 7/31/2014 Btabs JT
g 6242014 | AZ 1234-001 Patient return frgm dispensing jon 4/24/2014, pape 1, line 3 JT 5/24/2014]1 bottle JT
10, | 6/3072014 | Sent to Medical Office Buikling A Satellite -12 2 [GLX B7654321| ZA
41 | 711172014 | Received from the NCI + 20 22 GLX 08735555 JT
42 | 723204 | 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
14, 8172014 |Returned|irom Med. Off Blild. A Satellite +4 22 IGLX 87654321 JT
5 8/2/2014  |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. | 114472014 | Local Degtruction per PMB Authorization -8 GLX 09735555 ZA

In the example on line 2, one bottle containing 16 tablets of pazopanib hydrochloride was
returned to the dispensing area for patient AZ, 1234-001. The tablets were 200 mg of lot
GLX12345678 used in NCI protocol 1234 and dispensed on March 24™, 2014.
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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
Name of Institution: Investigator Name: CTEP Investigator |D:
State University Hospital John Smith, M.D. 999999
Protocd Tile: MCI Protocol Na: Local Protocol No: Dispensing Area:
Phase 2 trial of pazopanib for the treatment of palients with advanced renal cell carcinoma 1234 SUH-001 IDS Pharmacy - 5th 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 5 irati Date CQuentity Recorder's
Ne. Date Initials Fatient’s IC Ne. Dose Disp of and Let No. Initials Date iif Patient Patient Initials
Received Balance avallzble) | Retumed | Retumed

1| 3/21/2014 | Receiveld from the NCI +8 & GLX 12345678 AR
2 3242014 | A7 1234-001 800 mg daily 4 4 GLX 12345678 AB 42412014 16 tabs AB
3 4242014 | AZ 1234-001 800 mg daily -4 0 GLX 12345678 AB 15/24/2014 1 bettle ZA
& 4/2912014 | Received from the NCI +24 24 GLX 87654321 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
7 616/2014 | BT 1234-002 400 myg 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, | 6/3072014 | Sent to Medical Office Buikling A Satellite -12 2 [GLX B7654321| ZA
41 | 711172014 | Received from the NCI + 20 22 GLX 08735055 JT
2 |723204 | BT 1234.002 (800 mg daily 2 20 GLX 87654321 AB 4tabs ZA
o | 7123204 | BT 1234-.002 | 800 mg daily -2 18 GLx 09735555 AB 824720141 Bl + 4tabs  ZA
e ned|from i ellite +4
5 8/2/2014  |Retumn to the NCI Clinical Repository -4 18 (GLX 87654321] AB B8/31/2014
16, | 943072014 |Transfer fo NCI Protocol 2B41 (T14273-001) - 10 8 GLX 09735555 | ZA
47. | 114472014 | Local Degtruction per PMB Authorization -8 0 GLX 09735555 ZA

In the example on lines 12 and 13, two lots were dispensed to patient BT, 1234-002 on July 23"
2014. Each dispensing is recorded on a separate line and the return is recorded correctly on the
corresponding line for each lot.

Multiple lots of agent dispensed on the same date must be recorded on separate lines of the
DARF.
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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
Name of Institution: Investigator Marme: CTEP Investigator ID:
State University Hospital John Smith, M.D. 999999
Protocd Tile: MCI Protocol Na: Local Protocol No: Dispensing Area:
Phase 2 trial of pazopanib for the treatment of palients with advanced renal cell carcinoma 1234 SUH-001 IDS Pharmacy - 5th 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 | Patient’s ID Ne, Dose Disp o and Lot No. Initials Date (if Fatient Patient Initials
Received Balance avallzble) | Retumed | Retumed

1| 3/21/2014 | Receiveld from the NCI +8 8 GLX 12345678 AR
2 3242014 | A7 1234-001 800 mg daily 4 4 GLX 12345678 AB 42412014 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 tabs 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 | 62404 | A7 1234-001 | 400 mgcaily | -2 14 lGLx 87654321| JT a1abs
g 62412014 | AZ 1234001 [Patient return frgm dispensing jon 4242014, pape 1, line 3 JT [5/24/2014|1 bollle JT
10, | 6/3072014 | Sent to Medical Office Buikling A Satellite -12 2 [GLX B7654321| ZA
41 | 711172014 | Received from the NCI + 20 22 GLX 08735555 JT
42 | 723204 | 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. | 114472014 | Local Degtruction per PMB Authorization -8 0 GLX 09735555 ZA

What if a patient returns an empty bottle? In that case, there is nothing to record such as on
line 6 or 7.

Keep in mind that the patient return columns are not intended to document destruction of oral
agents or adherence to prescribed therapy. Patient adherence should be measured as
described in the protocol.
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Investigational Agent Accountability Record National Cancer Institute ’

Oral agents ONLY Division of Cancer Treatmenl and Diagnosis | CONTROL RECORD B

g e, Cancer Therapy Evaluation Program = .
SATELLITE RECORD O
Name of Institution: Investigator Meme: CTEP Investigater ID:
State University Hospital John Smith, M.D. 999999
Protocd Tile: MCI Protocol Na: Local Protocol No: Dispensing Area:
Phase 2 trial of pazoganib for the treatment of patients with advanced renal cell carcinoma 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 IC Ne. Dose Disp or and Let No. Initials Date iif Patient Patient Initials
Received Balance avallzble) | Retumed | Retumed
1| 321/2014 | Received from the NCI +8 8 CLX 12345678 AR
2 32412014 | A7 1234-001 800 mag daily 4 4 CLX 12345674 AB 4/24/2014 16 tabs AB
3 412412014 | AZ 1234-001 800 mg daily -4 0 GLX 12345678 AB [5/24/2014 1 bottle ZA
PR ek P L L =
5 5M16/2014 | BT 1234-002 800 mg daily 4 20 GLX B7654321] AB 116/201424 tabs ZA
pr— E— %=

5 242014 AZ 1234—Uii‘l 400'mg daily -2 18 GLABIESd3| ZA
7, 6M6/2014 | BT 1234-002 400 mg daily -2 16 GLX 87654321] ZA
s | 6lapma | Az 1234001 | 400mgdaily | -2 14 IGLX 87654321] JT [[/31/2014) 81abs JT
g 62412014 | AZ 1234001 [Patient return frgm dispensing jon 4242014, pape 1, line 3 JT [5/24/2014|1 bollle JT
10, | 6/30r2014 | Sent to Medical Cffice Building A Satellite -12 2 GLX B7654321| ZA
41 | 711172014 | Received from the NCI +20 22 GLX 09735555 JT
12 | 772372014 | 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
- 8M/2014  [Returned|from Med. Off. Blild. A Satellite +4 22 IGLX 87654321| JT
45 | 8/22014  |Return to fhe NCI Clinical Repository -4 18 GLX 87654321| AB 831/2014
5. 9302014 |Transfer fo NC| Protocol 2841 (T14273-0001) - 10 & (GLX 09735555 ZA
47. | 114472014 | Local Degtruction per PMB Authorization -8 0 GLX 09735555 ZA

Let's look at another patient return on line 5. In this case, four partial bottles were returned
from a single dispensing on May 16™, 2014. The bottles each contained six tablets. Count and
add up the number of tablets from each bottle to record the total quantity returned, which is 24
in this example.
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Investigational Agent Accountability Record National Cancer Institute ’

Division of Cancer Treatmen! and Diagnosis CONTROL RECORD ©
Cancer Therapy Evaluation Program

Oral agents ONLY
SATELLITERECORD O

MName of Institution: Investigator Mame: CTEP Investigator 102

State University Hospital John Smith, M.D. 999999

Protocd Tile: MCI Protocol No: Local Protocal He: Dispensing Area:

Phase 2 trial of pazoganib for the treatment of patients with advanced renal cell carcinoma 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 5 irati Date CQuentity Recorder's

Ne. Date Initials Fatient’s IC Ne. Dose Disp of and Let No. Initials Date iif Patient Patient Initials
Received Balance avallzble) | Retumed | Retumed

1| 321/2014 | Received from the NCI +8 8 GLX 12345678 AB

2 3242014 | A7 1234-001 800 rma daily 4 4 GLX 12345678 AB

3 4242014 | AZ 1234-001 800 mg daily -4 0 GLX 12345678 AB

4 472912014 | Received from the NCI + 24 24 GLX B7ES4321] ZA

£ §M16/2014 | BT 1234-002 800 mg daily 4 20 GLX 87654321| AB

5 2242014 | AZ 1234-001 400 mg daily -2 18 GLX B7654321| ZA

7, ZA

6ME6/2014 | BT 1234-002 400 mg daily -2 16 GLX 87654321

ent return frg

1234-001

10 | 6/30/2014 | Sentto M

ng A Satellite ZA
. 71172014 | Received from the NCI + 20 22 GLX 089733555 JT
42 | 723204 | BT 1234-002 800 mg daily 2 20 GLX 87654321 AB 8/24/2014) 4 tabs ZA
4 | 712324 | BT 1234-002 | 800 mg daily -2 18 GLx 09735555 AB 824720141 Bl + 4tabs  ZA
14, 8172014 |Returned|irom Med. Off Blild. A Satellite +4 22 IGLX 87654321 JT
5 8/2/2014  |Retumn to the NCI Clinical Repository -4 18 (GLX 87654321] AB B/3172014
16 | 943012014 |Transfer o NG| Protacol 2B41 (T14273-0001) - 10 8 IGLX 09735555 | ZA
47. | 114472014 | Local Degtruction per PMB Authorization -8 0 GLX 09735555 ZA

For the final example let's review the steps to take when additional bottles are returned from a
single dispensing but on different dates. The return fields in the dispensing row on line 3 were
completed previously, so you'll need to go to a new line. Starting with the next blank row, line 9
in this example; reference the dispensing date, including Oral DARF page number and line
number, then record in the return columns.
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Investigational Agent Accountability Record Riational Cancer nslkuts ’
Oral agents ONLY Division of Cancer Treatmenl and Diagnosis | CONTROL RECORD B
g Cancer Therapy Evaluation Program = .
SATELLITE RECORD O
Meme of Institution: Investigator Meme: CTEP Investigator |D:
State University Hospital John Smith, M.D. 999999
Protocd Tile: MCI Protocol Na: Local Protocol No: Dispensing Area:
Phase 2 trial of pazoganib for the treatment of patients with advanced renal cell carcinoma 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 Fatient’s ID Mo, Dose Disp o and Lot No. Initiaks Date iif Patient Palient Initials
Recetved ] availzble) | Retumed | Retumed |
1 3/21/2014 | Received from the NCI +8 & GLX 12345678 AR
2 3242014 | A7 1234-001 BO0 rmg daily 4 4 GLX 12345678 AB 42412014 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 16 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, | 6/3072014 | Sent to Medical Office Buikling A Satellite -12 2 [GLX B7654321| ZA
41 | 711172014 | Received from the NCI + 20 22 GLX 08735555 JT
12 TI232014 | BT 1234-002 800 mg daily 2 20 GLX 87654321 AB 8/24/2014) 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

Lastly, keep in mind if clinical supplies are not returned to the dispensing area, there will be
nothing to record in the return columns on the Oral DARF.

And remember the Oral DARF must be used for all NCI studies using oral agents. The same
steps described in this video should be taken when recording on a patient specific Oral DARF.
The only difference with patient specific supplies is that the Julian date and order number are
used as the lot number.
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a PMB Main FAQ

o PMB Newsletter

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

= FAQ
os

How do | access OAOP (Online Agent Order Processing)? (11/13)

Biographies

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

, Online Agent Order
Processing (OAOP)

CTEP Branches.
and Offices.

Office of the My actual drug inventory doesn't match the guantities reflected on the Drug Accountability Record Form. What should |
Associate Director do?

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 officesisites?

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

How do | get an Investigator Brochure?

Clinical Grants and
Contracts Branch

Injectable agents in vials (sharing and overfill)

ke o o=y T Why is my IRB asking all these questions?

Branch

Where can | get a list of clinical trials for specific cancer diagnoses?
Clinical Trials
Monitoring Branch

Lost shipment or missing drug

Investigational
Drug Branch

Can our nurse practitioners (NP), physician assistants (PA), or fellows who are listed as co-investigators on the
protocol write orders for the investigational agents?

Pharmaceutical
Management Branch

How do | return investigational agent that | don't need anymore?

Operations and
informatics Branch

Why are an agent's shipping conditions different than the storage conditions?

o Ihave drug leftover and the study closed. What do | do? K
Regulatory Affairs

Information on patient returns is also available in the PMB FAQ “Patient Returns of Oral Clinical
Supplies” available here on the PMB website.
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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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