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Welcome to this video tutorial on Patient-Specific DARFs in the PMB Investigational Drug
Accountability series. This video will review how to manage your DARF when using it for a
patient-specific or blinded study. For the purposes of this video, the term blinded and patient-
specific will be used interchangeably. Any references to the Investigational Agent Accountability
Record in this presentation apply exclusively to the NCI DARF.
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DARF Basics

Much of the information in this presentation will build off of previously released videos in the
Investigational Drug Accountability series. Please consider viewing the other videos in this
series before viewing the patient-specific DARF video. From the earlier videos, you already
know that DARFs must be maintained to track the disposition of all study-supplied agents for
NClI clinical trials.
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As a reminder, you can find the DARFs and other forms on the CTEP website listed here.
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Before deciding whether a patient-specific DARF is required, you will need to determine
whether the agent supplies are provided on a patient-specific basis. For agents that PMB
distributes, most of these studies will be placebo-controlled blinded studies, which should be
easily identifiable from the protocol title. This information is also clearly defined in the
pharmaceutical section of the protocol under “Agent Ordering and Accountability.”
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[ PrintForm |[ Save As |[ Reset Form |

Colection of thes information is authonzed under 21 CFR 312 57 The informabon is collected to ensure comphance with Food and Drug Adminstrabon (FDA) regusrements for NCI OMB No_ 09250613
as an IND sponsor and that invest agents are under the confrol and accounted N Expires 033172016
nvestigational pUIDOSes, Spo al NIH-2568

Senvic

i reparting burden for this collection of information is estimated to average 4 minutes per response, induding the time for revigwing instructions, searching existing data sources, gathering and maintaining
the dsta teeded. and completing and reaevng the collecton of information An agency may not conduct or sponsor, and a person is not required to respond to, a collection of Information unless it
displuys a currently valld OME control number. Send comments neganding this burden estimate or any other aspect of this collechon of information, induding suggestions for reducing this burden, To: NIM,
Projoct Cloarance Branch, 8705 Rockiedge Drive, MSC 7974, Bethesda, MD 208927474, ATTN. PRA [0625-06813) Do not retum the completed form i thes addross

Mational Institutes of Health Division of Cancer Treatment and Diagnosis PAGE NO.
Mational Cancer Institute Cancer Therapy Evaluation Program :
CONTROL RECORD 0O

Investigational Agent Accountability Record SATELLITE RECORD I

Mame of Institution: MNCI Protocol No.:

Agent Name: Dose Form and Strength:

I;;::I‘:mmesd Healh - PAGE NO‘d
Investigational Agent Accountability Record Naticnal Cancer Instkute - ’
Oral age nts QNl Y Diision of Cancer Treatment and Diagnosis | CONTROL RECORD O
Concer Therapy Evelualion Program SATELLITERECORD O

Name of Institution: Investigator Name: CTEP Investigator 10:

Protocol Tile:

Once you have determined that the protocol provides patient-specific supplies you can create
your DARFs. The agent’s route of administration will determine which DARF to use.
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While protocol-specific DARFs allow you to record multiple patients on the same form, a
patient-specific DARF is limited to a single patient. A separate DARF is required for each agent
and each strength provided by PMB for the patient. In this example, you will receive 2 different
strengths of the agent, which requires 2 unique DARFs for each patient. If you only receive a
single strength with the initial shipment, you can start with a single DARF. If additional strengths
are later required to accommodate a dose adjustment, additional DARFs can be created at that
time.
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PtID 1234-001-BMJ
Collection of his informaton is authenizedunder 21 CFR 31257 This oliecled o ensure compliance with Fi DrugA FOA) requ NCias an mmnwanﬂat i Fom Approved
conlrol and accounted for by competent auhony. The information may be disdosedia researchers forinvesigational purpases, !ms*rscl C andthesr comgany OME No 09250613
of Heafh and Services ol tnés information is voluntasy, however, in order foryou to conduct 2 s8ady in accordance with reevant, cumes protocols. \uuwﬂmeﬁemm Expires: 03312016
Putisc bur this collection of estmatedio average 4 minutes perresponse, including hetime for re ginskucions, searching W iy andreviewing the coliechon of
ml'wnaa»ﬂlnmm'f may not conduct or sponsor, and 3 person i not required 1o respond 1o, & collection of information unkess i displays 3 currently vabd OM control number, $20 mmrr:ems'm ding this turgene any ofer aspedtof Bis
induding g it burden b NIH. Project Clearance Branch 6705 Rockledge Drive, MSC 7974 Betesda MD 20392-T474 ATTN PRA (0825-0613) D e
National Institutes of Health PAGE NO. 1
Investigational Agent Accountability Record National Capcer instute '
Oral agents ONLY Division of Cancer Treatment and Diagnosis | CONTROL RECORD X
- Cancer Therapy Evaluation Program
" '°° SATELLITE RECORD [
Name of Institution PtID 1234-001 - BMJ Investigator Name CTEP Investigator ID
State University Hospital John Smith, M.D. 999999
Protocol Title NCI Protocol No Local Profocol No Dispensing Area
Phase 2 trial for the treatment of patients with advanced renal cell carci 1234 SUH-001 IDS Pharmacy - 5" Floor Room A100

Phammaceutical Management Branch SHIPMENT RECORD OF CLINICAL Couner: UPS

Cancer Therapy Evaluation Program, DCTD, NCI| pruc REQUEST Account= 167852

9609 Medical Center Dnve Acct Ref=

Room SW228, MSC 9725 LIEEF TR R R Order = 2015024.0006.BL1
Bethesda, MD 208929725 Date Authonzed: 02/26/2015 Order Ref= E-1054687
Phone (240)276-6575 Fax (240)276-7893 Date Needed: 03/02/2015
Email: PMBa ftethours@mail nih gov

NCIProtocol# | NSC | Agent Name | Stensth & Formulation | QTY | MFG & LOT =

1234 737754 Pazopanib 200 mgor Bottle 34 Tablets 8
Placebo

**DG** AFFIX EXCEPTED OR SMALL QUANTITY LABEL

[ - yremere FOR EACH SHIPMENT
ATIENT ID: 1234-001 PATIENT INITIALS: BMJ

Here is an example of a completed patient-specific Oral DARF header. Please refer to the DARF
headers video for instructions on how to complete the basic elements of the header for each
form. To make the DARF patient-specific, you need to insert the patient identifier into the
header. The identifier should include the patient ID assigned at randomization, along with the
patient initials. The exact location is not important as long as the information is clear and does
not obstruct the other fields in the header.
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PtiD

1234001 -BMJ

o NH, Projec (3 B

G ?ICFM!?S? This ollet Wi Drug FD ‘.lamMsoof\snwumam.emgamlmnu Ak undes M Form Approved
control and f by comp authoety. The be 'mwunuw-:omoan; s, e INC1, FDA 2ad OMB No. 09250613
Depa it RS | voluntary, however, mnroerronwh mam'ﬂ d, curent profocols, you mustc Alfields Expires. 03312016
forthés ¢ g8 4 minutes perfesponse, ing LA  gahering g ded, andc g g of
ﬂmenhwmym:mwsww amm«-smmwummcmmummmumuwammuﬁm:mmr h any oler asped of huy

address

6705 Rockdedge Drive, MSC 7974, Bethesca, MD 20890-7974 ATTH PRA (0925-0613) Donot rey e

Oral agents ONLY

Investigational Agent Accountability Record

National Insbtutes of Health

National Cancer Institute

Division of Cancer Treatment and Diagnosis
Cancer Therapy Evaluation Program

PAGENO. 1
CONTROLRECORD X

SATELLITE RECORD O

C/O Mark Simon, R Ph.

State Universityv Hospital
IDS Pharmacy 5% Floor A100
1725 Long Street

Pittsburgh, PA 15207

State University Hospital
IDS Pharmacy 5% Floor
Al100

1725 Long Street
Pittsburgh, PA 15207
Phone: (412) 445-8734

0 On Blue Ice-Store Refrigerated
0 On Dry Ice-Store at-20°C
0 On Dry Ice-Store at-70°C

O Store as Specified on Product Labe

Name of Institution PtID 1234-001 - BMJ Inveshgator Name CTEP Investigator ID
State University Hospital iohn Smith, M.D. 999999 i
Protocol Title NCI Protocol No: Local Protocol No Dispensing Area
Phase 2 trial for the freatment of patients with advanced renal cell carcinoma | 1234 SUH-001 1DS Pharmacy - 5" Floor Room A100
AgentName Dose Form and Strength Bottle size (e g, # tabletsibottle)
Pazopanib / PLACEBO (NSC 737754) 200 mg/ 0 mgq Tablets 34 Tablets / bottle
99999 (li ] Storage Information Upon Amival
John Smith, M.D. x Store at Room Temperature
99999 (1) :
John Smith, M.D. St e

The investigator listed on the Shipping Receipt must be the investigator listed on the patient-
specific DARF. Subsequent orders are submitted under this “responsible” investigator unless a
patient transfer has been approved by the lead organization and a copy of the approval
provided to PMB.



Slide 9

Original DARF patient-specific header

National Institutes of Health
National Cancer Institute

Investigational Agent Accountability Record

Division of Cancer Treatment and Diagnosis
Cancer Therapy Evaluation Program PAGE NO.

CONTROL RECORD X
SATELLITE RECORD [J

Name of Institution:
State University Hospital

NCI Protocol No.:
5678 PT ID 5678-003 / PB

Agent Name:

bevacizumab / PLACEBO (NSC 704865)

Dose Form and Strength:
400 mg / 0 mg per vial

Protocol Title:

malignancies.

Phase Il trial of bevacizumab or placebo in combination
with oxaliplatin and fluorouracil in gastrointestinal

Dispensing Area:

IDS Pharmacy - 5th Flo
A100

Investigator Name:
Michael Jones

PT ID 5678-003 / PB

CTEP Investigator ID:
99998

You can see on this example of the completed Original DARF header, that the patient ID and
initials have been included in a different spot than on the Oral DARF. Again, it is not important
where the information is in the header as long as it is clearly noted.
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Network/Protocol
Coordinating

Ofﬁce Transmitted to
Patient PMB
registration v

Shipment to
Clinical Site

Clinical
Site

PMB Blinded Order Shipment Schedule (Express Courier)

Patient

Monday Monday Tuesday Wednesday Thursday
Tuesday Tuesday Wednesday Thursday Friday
Wednesday Wednesday Thursday Monday Tuesday
Thursday Thursday Friday Monday Tuesday
Friday Friday Monday Tuesday Wednesday

* Shipments sent by Federal Express, arrivaltimes are approximate.

Let’s move onto documenting transactions such as receipt, dispensing and returns. For patient
specific studies in which PMB distributes the agent, the first order is not entered in OAOP.
When the patient is registered, the coordinating office transmits an electronic order notifying
PMB that a patient was randomized and to which arm they were assigned. The PMB will
prepare the shipment and send it to the site. Because patient-specific labeling is added to these
supplies, the orders take a few extra days to arrive at your location. Keep in mind that next day
delivery is not available for patient-specific orders. For the initial shipment, the Shipping
Designee linked to the responsible investigator will receive an email notifying them of the
impending shipment. This may be the first time you are notified of a new patient on the
protocol. If that’s the case, you should obtain and review a current copy of the protocol for
details on the initial and subsequent orders for this patient.
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2609 MMedical Center Drive
Room 5W228 MSC 9725
Bethesda MD 208920725

Pharmmaceutical Management Branch
Cancer Therapv Evaluation Frogram, DCTD, MNCI

DRUG EEQUEST

Date Authonzed: 03/01/2015%

SHIPMENT RECOFRD OF CLINICAL

Courer: UPS
Account® 730318
Acct BefZ
Order £ 2015061 -0001-BLI
Order FefZ£ E=8s

Phone (2409 276-6375 Fax (240)276-T803
Email: P Ba fterhours@mail nih gow

Date Needed: 03/03/20153

NCI Protocol# | NSC | Agent Name

| Strength & Fonmulation |

QTY | MFG & LOT #

5678 TO48635
Flacebo Injection

PATIENT ID: 5678-003 PATIENT INITIALS: PE

AN

Bevacimumab 400 mgor

RETURN THIS PACKAGE AND ANY Unused Medicine &  DETACH HERE AND AFFIX THIS PORTION TO CASE REPORT FORM
5678 Box 1 of 1 400mg/16 mL 15061-00016 ) 5678 Box 1 of 1 400mg/16 mL 15061-00016
Patient ID: 5678-003 PB Patient ID: 5678-003 PB
Bevacizumab 400 mg or Placebo Injection Bevacizumab 400 mg or Placebo Injection
NAME: NAME: _
Do Not Freeze. Do Not Shake. Do Not Freeze. Do Not Shake.
Store in upright position in refrigerator 2°-8°C (36°-46°F). Store in upright position in refrigerator 2°-8°C (36"-46°F).
In case of emergency, contact (info from protocol). In case of emergency, contact {info from protocol).
Distributed by: Pharmaceutical Management Branch, CTEP, DCTD. Distributed by: Pharmaceuntical Management Branch, CTEP, DCTD.
National Cancer Institute, Bethesda, MD 20892 National Cancer Institute, Bethesda, MD 20892

Initial Shipment

FEERUARY 2013 edition of "Inside PMBE" is now awvailable: http:/ctep.cancer.gov.

00008 (1)

Michaesl Jones, B D,
C/0O Mark Simon, B.Fh.
State University Hospital
IDS Pharmacy 5= Floor
AL00

1725 Long Strest
Pittsburgh, PA 135207
Phone: (412) 445-8734

Storage Information Upon Arrival
x Store at Foom Temperature

99998 (1)

Michael Jones, M.ID.

C/O Mark Simon,. F._Ph.
State Universitv Hospital
IDS Pharmacy 3% Floor A100
1725 Long Street

Pittsburgh, PA 15207

O On Blue Ice-Store Fefrigerated
O On Dry Ice-Store at-20°9C
O On Dry Ice-Store at-T09C

O Store as Specified on Product Label

EETAITN WITH YOUF. ACCOUNTAEILITY RECORDS

When you receive the shipment, please review the Shipping Receipt carefully. You will notice
that the patient-specific shipping receipt from PMB looks a little different than the open label
supply receipt you may be used to. The first difference is the addition of the patient ID and
patient initials below the protocol and agent name. Also notice that the receipt does not have a
lot identifier listed in the lot number column. Because the lot identifier is a potential source of
unblinding, it will not be printed on the shipping receipt. When you receive the patient specific
supply for your patient, record the receipt on the DARF that you created earlier. Verify that the
patient ID on the bottle labels matches the patient ID from the Shipping Receipt. Notice that
the supplies that were received match the patient ID from the shipping receipt. However, there
is no lot number on the bottles or Shipping Receipt. So, what lot identifier should you record on
the DARF?
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National Institutes of Health
National Cancer Institute

Investigational Agent Accountability Record

Dmision of Cancer Treatment and iagnosis
Cancer Therapy Evaluation Program

PAGE NO.

CONTROL RECORD X
SATEILITE RECOARN M

Name of Institution
State University Hospital

Phase Il trial of bevacizumab or placebo in ct
with oxaliplatin and fluorouracil in gastrointes
malignancies.

Investigator Name

RETURN THIS PACKAGE AND ANY Unused Medicine

5678 Box1of 1 4()(]mg}l 6ml. 15061-00016
Agent Name Patient ID: 5678-003 PR
bevacizumab / PLACEBO (NSC 704865) Bevacizumab 400 mg or Placebo Injection
Protocol Title NAME:

Do NotFreeze. Do Not Shake.

Store in upright position in refrigerator 2°-8°C (36°-46°F).
In case of emergency, contact (info from protocol).
Distributed by: Pharmaceutical Management Branch, CTEP,
Mational Cancer Institute, Bethesda, MD 20892

Michael Jones PTID¢ T

Line Patient's Quantity Balance Forward Manuiact#)w Recorder's

No Date Initials Patient's ID No Dose Dispensed or and Lot No. Initials

Received Balance

1 1/6/2015 Received from NCI 12 12 14%3 RJ

2 1/8/2015 FB 5678-003 1268 mg 4 a8 14364 3 RJ

3 1/28/2015 FB 5678-003 1268 ma 4 4 MH

4. 2/11/2015 FB 5678-003 1268 mag 4 0 RJ

5 31372015 Received from NCI 12 12 GB

[i] 3/5/2015 FB 5678-003 1268 ma 4 8 15061-0001 RJ

7 32172015 FB 5678-003 1268 ma 4 4 15061-0001 GB
| B 4/12/2015 FB 5678-003 1268 mag 4 0 15061-0001 RJ

9 4/20/2015 Received from NCI 12 12 15107-0002 RJ

10 5/6/2015 FB 5678-003 1268 ma 4 8 15107-0002 MH

The Julian Date and order number in the upper right hand corner of this label are used as the lot
identifier. The Julian Date is a code for the exact day of the year and the order number is the
sequence order number processed on that specific day. This is a unique identifier to this patient
supply. Refer to the Agent Receipt video for more information.
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Patient

Once the supplies are checked in, make sure that the supplies are stored in a way that separates
them from other studies and other patients on the same study. The supplies should not be
removed from their original packaging (which contains the Julian Date) when stored at the site.
For example, many of the vials that we distribute do not have space for a full label to be applied.
In these cases, we package the supplies in a box with a full label on the outside of the box. The
vials contained in the box only contain the patient ID number. Storing them in the original
shipping box will ensure the supplies are connected to the appropriate Julian Date and
shipment.
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Now that you have stored your agents properly, it’s time to dispense to the patient. This is the
easy part. You document the dispensing the same way as on the open label record, but the
DARF will only ever contain one patient ID.
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ONLINE AGENT ORDER PROCESSING )

*ndicates Required Field ~ Help

¥ Create Order View Orders Stock Notification Letters

Investigator and Protocol Information
Shipping Address

* NCI Investigator Number
* Investigator Name B i) 3 CTEP Site Code  MT
Healthcara- Cancer Institule

* NCI Protocol Nuriber v Insttution
Gfpdociine Therapy with or Without bhbiton | €10 L
Protocol Title o ;_':_’ mrﬁ%.sm o Internal Office Cancer Center Pharmacy
Placebo-Controled Phase Il Trial of Street 29ih Street South
Order Type Bhnded Strest (Continued)
Order Created By Krig City Groat Fals State / Province
ZipiPostal Code 58405 Country UsA
Office Phene (406)° Office Fax (406)
Email HDCTIS 1benefis org

- None
110561
117910

Order Line ltems

X NSC & Agent Name *  Current Site Inventory *  Quantity Ordered Package Description
Date Needed Courier Information
* Date Needed | = URGENT SHIPMENTS MUST BE ACCOMPANIED BY AN EXPRESS
(MN/DDAYYY) ! COURIER ACCOUNT NUMBER.

When it is time to reorder supplies, please refer to the protocol for appropriate instruction.
Specific instructions on the timing of reorders are stated in the Pharmaceutical Section of the
protocol. Most reorders need to be entered by the site using OAOP. Because there is a unique
link between the investigator listed on the Shipping Receipt and the patient ID, you need to
order under the same investigator that is noted on the initial shipping receipt. Unless the
patient has been transferred to a different investigator through direct discussion with the
coordinating office and PMB is notified, the patient ID will only display under this investigator in
OAOP. You will not be able to see the patient ID to order supplies under a different investigator
or if you are not a designee of the investigator listed on the shipping receipt.
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National Cancer Institube

National Institutes of Health

| Agent A

Divisson of Cancer Treatmend and Chagnosis

Cancer Therapy Evaluation Program

tability Record

PAGE NO.
CONTROL RECORD X

Phase |l trial of bevacizumab or placebo in combination

= SATELLITE RECORD O
Mame of Instiution NCI Profocol No
State University Hospital 5678 PT ID 5678-003 / PB
Agent Name Dose Form and Strengih
bevacizumab / PLACEBO (NSC 704865) 400 mg / 0 mg per vial
Protocol Titke Dispensing Area

IDS Pharmacy - 5th Floor Room

with oxaliplatin and fluorouracil in gastrointestinal A100
malignancies.
Tgaior rEmg CTEP Investigator ID
PT ID 5678-003/ Pa
 —
Line Patient's Recorder's
Date Initials Pabent's ID No Dose Initials
1 162015 Received from NCI on of Cancer Treatment and Diagnosis
er Therapy Evaluation Program PAGE NO
2 182015 PR 5676.003 CONTROL RECORD X
3 12682015 PR 5678003 SATELLITE RECORD O
4 21172015 PB 5678.003 NCI Protocol No..
5 2152015 Received from NCI 5678 PT ID 5678-215 /RQ
L6 IBE05 PB 5678003 Dose Form and Strength:
7 3212015 PB 5678003 400 mg / 0 mg per vial
4122015 Dispensing Area
ombination IDS Pharmacy - 5th Floor Room

stinal

A100

CTEP Investigator 1D

PT ID 5678-215 / RQ 98576
Quantity Balance Forward Manufacturer Recorder's
Date Initials. Patient’s ID No Dose D or and Lot No Initials
Received Balance
1/6/2015 Transterred from Pt ID S678-003 / PB 12 12 14364-0003 RJ

Unlike open-label supplies, patient-specific supplies cannot be transferred to other patients.
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National Institutes of Health
National Cancer Institute

Investigational Agent Accountability Record

Division of Cancer Treatment and Diagnosis
Cancer Therapy Evaluation Program

PAGE NO.
CONTROL RECORD X
SATELLITE RECORD O

Name of Institlulion

State University Hospital

NCI Protocol No.

5678 PT ID 5678-123 / TX

Agent Name

|_bevacizumab / PLACEBO
Protocol Title
Phase |l trial of bevacizumab or placebo in combination
with oxaliplatin and fluorouracil in gastrointestinal
malignancies.

(NSC 704865)

Dose Form and Strength

400 mg / 0 mg per vial

Dispensing Area
IDS Pharmacy - 5th Floor Room
A100]|

CTEP In

1j
( Michael Jones )
o

PTID 56?8-123!‘0(]

99998

N

Line \ Patient's
No Date \hlhals Patient’s ID No National institutes of Health Dwvision of Cancer Treatment and Diagnosis PAGE NO
Naticnal Cancer Institute Cancer Therapy Evaluation Program .
N 42014 \ I A 2 Sty Record CONTROL RECORD X
: nvestigational Agent Accountability Recor
|2 1152014 P?l SATELLITE RECORD O
|5 12672014 / O O Name of Institution NCI Protocol No
4 20201 State University Hospital 5678 PT ID 5678-123 / TX
I Agent Name Dose Form and Strength
|5 2152014 | Rec ) .
A w014 bevacizumab / PLACEBO  (NSC 704865) 400 mg / 0 mg per vial
—? 3:7:.\70 PB ~—_ 7 orotocal Tie Dispensing Area
S Phase |l trial of bevacizumab or placebo in combination IDS Pharmacy - 5th Floor Room
2 AM32014 £8 with oxaliplatin and fluorouracil in gastrointestinal A100
malignancies.
CTEP | D

[ PTID 5678123/ Tx || 98576
p—

Patent's Quantity Balance Forward | Manufactlurer | Recorder's
No. Date Initials Patient’s ID No. Dose Dispensed or and Lot No Initials
Received RBalance
1 4282015 Transfemed from Dr_Michael Jones (99998) 12 12 14364-0003 RJ

The only exception to transferring patient-specific supplies is if the patient changes responsible
investigators. In certain situations, the agent supply may be transferred to the new investigator
after the investigator transfer notification has been received and processed by PMB. If this
happens, you need to submit the PMB agent transfer form found on the PMB website. Once
the patient has been transferred to a new investigator, you also need to create a new DARF for
that patient to reflect the updated investigator.
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-+ ty
&
& : DEPARTMENT OF HEALTH & HUMAN SEI RETURN THIS PACKAGE AND ANY Unused Medicine
‘—‘,, 5678 Box1lof 1 400mg/16 mL
- Patient ID: 5678-003 PB Lgnosis
Bevacizumab 400 mg or Placebo Injection
NAME;

Do NotFreeze. Do Not Shake.

Store in upright position in refrigerator 2°-8°4
In case of emergency, contact (info frompgpfotocol).

Distributed by: Pharmaceutical Mang#€ment Branch, CTEP, DCTD.
May 5- 2015 National Cancer Institute, Bethegdd, MD 20892

MNOTICE TO: Recipients of bevacizumab ! placebo 4
(NSC # 704865)

Received as on blinded protocol:
5678

Julian date range: 14261 through 15120
Flease be advised that the abowe MNCI lot of bevacizumab / placebo will reach the end of its

useful life and will not be extended. These supplies were distributed between Julian dates
14261 and 15120. This lot should be considered expired as of 4/30/2015.

Please return any expired material remaining in your possession within 90 days, accompanied
by a completed Return Drug List (NIH-986), to the MNCI Clinical Repository at the following
address:

NCI Clinical R _ Please place all items in zip
inical Repository lock bags and pack returns

627 Lofstrand Lane

Rockville, MD 20850 carefully to preventbreakage.

Attention: RETURMNS

IMPORTANT: If this investigational agent is being stored and distributed from another location
or has been officially transferred to another location, please ensure that this notice reaches
that location

Alright,

let’s move onto stock recovery of a patient-specific supply. This is where things may get

a little confusing. In the event of a stock recovery notification, refer to the Julian Date portion
of the lot identifier you pulled from the patient label. This is the same number that is entered in

the Lot

Number field on your patient-specific DARF. Using the Julian date from our previous

bevacizumab or placebo example, 15061, this stock recovery letter identifies a date range
during which the supplies to be recovered were distributed. In this example, the supplies
distributed between 14261 and 15120 should be returned. Since 15061 falls within that date
range, the supply needs to be returned or destroyed as per the stock recovery notification.
Using the Julian Date for stock recovery notifications allows us to recover both the active and
placebo supplies, thus ensuring that the blinding is maintained.
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Return of Patient-Specific Supplies

[National Institutes of Health Division of Cancer Treatment and Diagnosis PAGE NO
National Cancer Institute Cancer Therapy Evaluation Program :
CONTROLRECORD X

SATELLITERECORD O

Investigational Agent Accountability Record

Mame of Institution: MNCI Protocol No
State University Hospital 5678 PT ID5678-123/TX
Agent Name: Dose Form and Strength
bevacizumab / PLACEBO (NSC 704865) 400mg / 0 mg per vial
Protocol Title Dispensing Area
Phase Il trial of bevacizumab or placebo in combination IDS Pharmacy - 5th Floor Room
with oxaliplatin and fluorouracil in gastrointestinal A100
malignancies.
Investigator Name: CTEP Investigator 1D
Johnathan Swift PTID5678-123/TX 98576
Line Patient's Ciuantity Balance Forward Manufacturer Recorder's
No Date Iratials Patient's 1D No. Dose Dispensed or and Lot No Inttials
Received Balance
1 1/4/2015 Received from NCI 12 12 14364-0003 RJ
2 1/572015 PB 5678-003 1345 mg 4 8 14364-0003 RJ
3 1/26/2015 PB 5678-003 1345 mg 4 4 14364-0003 MH
4 2/9/2015 PB 5678-003 1345 mg 4 0 14364-0003 RJ
5 2152015 Received from NCI 12 12 15041-0009 GB
6 272015 PB 5678-003 1345 mg 4 a8 15041-0009 RJ
7 232015 PB 5678-003 1345 mg 4 4 15041-0009 GB
8 4132015 PB 5678-003 1345 mg 4 0 15041-0009 RJ
] 42002015 Received from NCI 12 12 15107-0002 RJ
10 S/472015 FB 5678-003 1345 mg 4 8 15107-0002 MH
a3 i for a0 EYTI- " " PRy
12 6/2/2015 Pt off study — returned to NCI 4 o 15107-0002 RJ
I I

Another reason for returning patient-specific supplies is when you become aware that the
patient is no longer receiving protocol treatment. Note that this reason for return is
independent of receiving any correspondence from PMB such as a stock recovery notification.
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Investigational Agent Accountability Record

Oral agents ONLY

National Institutes of Health
National Cancer Institute
Division of Cancer Treatment and Diagnosis
Cancer Therapy Evaluation Pragram

PAGE NO

CONTROL RECORD X
SATELLITE RECORD O

Name of Institution: Investigator Name: CTEP Investigator D:
State University Hospital Michael Jones 59998
Protocol Title: NCI Protocol No: Local Protocol No: Dispensing Area
Phase |l trial of pazopanib or placeboin combination with paclitaxel in metastatic peritoneal cancer. 1234 SUH-075 DS Pharmacy - 5th Floor Room A100
Agent Name: Dose Form and Strength. Bottle size (.g.. #tablets/bottle):
Pazopanib/placebo (NSC 757754) 200 mg / placebo 34 tablets / bottle
Line Patient's ) Quantity Balance Forward | Manufacturer Recorder'sJ\Exjration Date Quantity | Recorders
No. Date Initials | Patient’s ID No. Dose Dispensed or and Lot No. Initials Date (if | Patient | Patient Initials
Received Balance ilable) | Retumed | Returned
1. 11212014 Received from NCI § bottles 8 14008-0006 RPH \
2. 1162014 B.MJ 1234-001 800 mg 4 bottles 4 14008-0006 RPH = 211414 | 8 tablets RPH
3. 21412014 B.MJ 1234-001 800 mg 4 bottles 0 14008-0006 RPH
4. 202212014 Received from NCI § bottles § 14050-0002 RPH
5. 3/16/2014 B.MJ 1234-001 800 mg 4 bottles 4 14050-0002 KHU \
6. 4/15/2014 B.MJ 1234-001 800 mg 4 bottles 0 14050-0002 RPH ‘ L 51314 | 6tablets FKP
4/21/2014 Received from NCI § bottles 8 14108-0015 MOP \
1. 5/13/2014 B.MJ 1234-001 800 mg 4 bottles 4 14108-0015 FKP L 6/15114 | 8tablets KHU
8. 6/15/2014 B.MJ 1234-001 800 mg 4 bottles 0 14108-0015 KHU
9. 6/24/2014 Received from NCI § bottles 8 14170-0075 KHU
10. | 7H4/2014 B.MJ 1234-001 800 mg 4 bottles 4 14170-0075 RPH
1. | 8M16/2014 B.MJ 1234-001 800 mg 4 bottles 0 14170-0075 RPH

When a patient returns unused study agent as shown in this example, record the returns on the
patient-specific Oral DAREF, just like on the protocol-specific DARF. You can see a trend here, as
most of the documentation procedures are the same as for the protocol-specific DARF once you
have properly set up the patient-specific DARF. Refer to other videos in this series for more on
dispensing and returns.
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DARF header

Ordering (PMB
supplied agents)

Shipping receipt

Agent transferring *

Returns

Patient-Specific Accountability

Separate DARFs prepared for each patient,
agent, formulation and strength

Initial order processed automatically after
patient assignment

Future orders placed in OAOP by site are
specific to original “Drug Shipment”
investigator

Allow at least 2 days for processing

Patient initials on bottle matches with
shipping receipt

Julian date used as lot identifier on DARF

Supplies can only be used for a specific
patient

No agent transfers allowed, only treating
investigator “transfers”

Stock notifications made using Julian date
range

In-date supplies returned when patient
comes off study

Protocol-Specific Accountability

DARFs prepared for each ordering
investigator, agent, formulation and
strength used on the protocol

All orders placed in OAOP by site

All registered and eligible investigators can
participate

Expedited ordering/shipping available with
express courier account number

Lot identifier on bottle matches with

shipping receipt

Supplies can be used for any eligible patient
enrolled on that study

Transfer requests are acceptable

Stock notifications made using lot identifier

In-date supplies used for multiple patients
on same study

Please keep in mind that patient-specific agent accountability presents different issues than
protocol-specific supplies. Refer to the table in this slide for similarities and differences
between patient-specific and protocol-specific supplies. PMB staff is always available to answer
questions or clarify issues unique to patient-specific accountability. Feel free to contact us by
phone or email to address your questions.
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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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