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Pharmaceutical Management Branch
Investigational Drug Accountability:

Agent Receipt

National Cancer Institute ctep.cancer.gov

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

This video will review the NCI investigational agent shipment record and proper accountability
when agent is received by a Control Dispensing Area.
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Ph:mmu:elmcal Managernent Branch
;E“ Ewvaluation Program, DCTD, WCT
9609 Medical Center Drve
Room 5W228, MSC 9725
MD 20892.9715

DRUG REQUEST

SHIFMENT RECORD OF CLINICAL

AcctRef=
|III||I|IIIIIIIIII|I|IIIIIIIIIIII|I|IIIIII]III]IlIl]lIIlI]llI[lII Order 52014224.0043

Cougier:
Accoumt 2

Bathecda Dane Authorized: 081272014 Order Ref & 0-103040%
Phone (240) 2766573 Fax rma 276-7893 Dal: Meeded: 0872672014
Emuail: PMBafterhovrs @ mol mh gov
NCI Protocol & | NSC__| Agent Name | Swenrh & Fommlation | TV | MFG & [OT &
IDS-1111 724772 Serafenib (BAY 43-0006, 200 mg Tabless 4 BAY
Nexavar) 140 Tablets'Bonle CT193132

3333300}

Sasy Applesmen, N.O.

CJ0 YWander RPh, F.Ph,
Pharmacy Training Center
| Pharmacy

Mai Coge 000

1105 Bivd RE

Grand Hall, D€ 495040

Phane: (303) 111-2222

Sterage Information Upea Ammival f
© Store at Room Temperature [

0 On Bue Ice-Store Refrigerated) |
0 On Dy Iee-Store a1-200C

0 O Dy Tee-Store a1 .70°C

© Stoce as Specifed oo Produce Labe

BETAIN WITH YOUR ACCOUNTABI ITY RFECORDS

Each agent shipment will contain a shipping record. Upon receipt of the agent, it’s important to

verify the contents of the agent shipment against each shipping record.
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Pharmacentical Maagecaeat Branch SHIPMENT RECORD OF CLINICAL | Sowien:

Evahiation Py DCTD, NCI Account 2
5605 Medieal Cemter Drave. T DRHG BEQUEST AcctRef
Room SW228, MSC 9725 [ ||||||||||||||| (NTCRTENVOGNNNTERT IO | ‘rter = 2014224-00u43
Bathecda LMD 20892.9725 Dane Authorized: 081272014 Order Ref & 0-103040%
FPhoae (240) 276-6575 Fax, (344::; ITE-TERS Diate Meeded: 08726/2014
Emuail: PMBafterhovrs @ moul mh gov

NCI Pretocol & | NSC__| Agent Name | Swenrh & Fommlaton | TV | MFG & LOT 2

IDS-4111 724772 Sorafeaib (BAY 43-5006; 200 mg Tablets 1 BAY

Nexavar) 140 Tablets Botile CT193132

B3 Infernmtion Upon Asmival
25359 terage wtizn Upen Asmiv

Sissy Appiesmen, WD, © Store at Room Temperatuze
Fhenmansy Training Gentar © On Blve [ce-Store Refrigerated
?;:E::: aan © O Dy lee-Store a1 -209C
é:ﬁ?u::gé 49500 0 O Dy Tee-Store a1 - 70°C

Phane: (333) 111-2222  Stoce ax Specified oo Product Label

BETAIN WITH YOUR ACCOUNTABI ITY RFECORDS

The shipping record has three main sections.
The top section of the shipping record pertains to the shipper. This section contains the PMB’s
address, Date Authorized or the date that PMB processed the drug request, and the Date

Needed. It will also provide specific details about the courier, an order number and its
reference number.
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Pharmuscsutical Management Branch SHIPMEN Cougier:
Cancer Therapy Evaluation Program, DCTD, NCE DR]__G[%ETESEESCTORD OF CLINICAL Account -‘r_
2609 Medical Center Drive AcctRef=
Room SW228, MSC 9725 [ ||||||||||||||| (NTCRTENVOGNNNTERT IO | ‘rter = 2014224-00u43
Be‘lllescri’a,‘ar;]_? ﬁg;sg‘;ﬁ (240) 7767993 D’ale.iumdrl?sfll"ﬂh Order Ref & 0-103040%
[l - T
F ml Bt il b gov Date Needed: 08726/2014
NCI Protocol & | NSC__| Agent Name | Swenrh & Fommlation | TV | MFG & [OT &
IDS-1111 724772 Serafenib (BAY 43-0006, 200 mg Tabless 4 BAY
Nexavar) 140 Tablets'Bonle CT193132

B3 Infernmtion Upon Asmival
25359 terage wtizn Upen Asmiv

Sy Appiasmen, M.D. 08 Store at Room Temperature
Efi:r;ﬂ;?‘#apihrﬁs;gemar O On Blue Ice-Store Refrigerated
?;:g::: 00 © On Dry Iee-Store a1 -209C
é:ﬁ?u::gé 49500 0 O Dy Tee-Store a1 - 70°C

Phane: (333) 111-2222  Stoce ax Specified oo Product Label

LB E A e T S o0 B Aol T A BT T R ECOR TG

The bottom section of the shipping record contains shipping information consisting of the
ordering investigator’s name, the shipping designee, and the shipping address. This section also
contains the recommended storage temperature of the agent upon arrival. It is possible that
the shipping conditions of an agent may differ from the storage conditions of that agent.
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P— .
harmuacentical Manageawal Branch SHIPMENT RECORD OF CLINICAL | Sowsien:
Soneex Therapy Evalistion Program, DCTD, NCT| DRUG REQUEST Acceumt #

a LC enter

Dy Acci Raf=
Room 3W228, MSC 9725 |||||||||||||||||||||||||||||||||||||||||l]||I]Illllllll]]lllllll Order 20142240043
Me%&aﬁ'ﬁg;sgf_ﬁ(IWJ 176.7993 D‘ale.iumdr;)sl'll"ﬂh Order Ref £ 0-103040%
Email: PAEaferhours & mal mb eon Date N 0872672014
NCI Protocol & | NSC__| Agent Name | Swenrh & Fommlation | TV | MFG & [OT &

ID3-1111 724702 Sorafenib (BAY 43-0006;, 200 mz Tablets 4 BAY
Nexavar) 140 Tablets'Bonle CT193132

o Sterage Information Upea Amival
© Store at Roem Temperatus

Sasy Appesmin, N.0. at T .

CJ0 YWander RPh, F.Ph,

Fharmacy Training Cantsr

| Pharmacy

Maid Coge 400

1105 Blvd KE

Grand Hal, BE 49500 © On Dy fea-Stoce a1-70°C

Phane: (303) 111-2222

0 On Blue Ice-Store Refrigerated
0 On Dy loe-Store a1 -200C

© Stoce as Specified oo Product Label

BETAIN WITH YOUR ACCOUNTABI ITY RFECORDS

And in the middle section, the NCI protocol number, the NSC number, the agent name, strength
& formulation, quantity, the manufacturer’s abbreviated name and the Lot number. Please note
that we will refer to the Lot number as the identifier throughout this presentation.
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Ph:mmu:elmcal Mana Branch . Cougier:
3“ B a!ﬁ;m[’mpm NG %]EE&ET'%IORD OF CLINICAL A s

960'9 Medical Center Drve AcctRef=
Room SW228, MSC 9725 [ ||||||||||||||| (NTCRTENVOGNNNTERT IO | ‘rter = 2014224-00u43
Bathecda MDD 20892.9725 Dane Authorized: 081272014 Order Ref & 0-103040%
Phoae (240) 276-6575 Fax, (344::; ITE-TERS Diate Meeded: 08726/2014
Emuail: PMBafterhovrs @ mol mh gov

NCI Protocol & | NSC__| Agent Name | Swenrh & Fommlation | TV | MFG & [OT &

IDS-1111 724772 Serafenib (BAY 43-0006, 200 mg Tabless 4 BAY

Nexavar) 140 Tablets'Bonle CT193132

— L

-Standard Order vs. Patient-Specific Order

\ T

31333 () i‘:‘g: m?vmﬂlﬁm
Sigy Applesmih, N.D, erxperatuse
g'oi;.x:x ‘T':ip'r:l"lﬁépgemar © On Blue [ce-Store Refrigerated
?;:E::: aan © O Dy lee-Store a1 -209C
é:ﬁ?u::gé 49500 0 O Dy Tee-Store a1 - 70°C

Phane: (303) 111-2222 0 Stoce a5 Spacified o Product Label

BETAIN WITH YOUR ACCOUNTABI ITY RFECORDS

Information in this section also varies according to the type of agent order, either Standard
Order or Patient Specific Order.
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Standard Order Shipping Record

Pharmaceutical Management Branch SHIPMENT RECORD OF CLINICAL C"‘”“r
Cancer i Ewhs:w Program. DCTD. NCl| pRUG REQUEST m&
2609 ‘enter 13 =
Room SW228, MSC 9725 TN R R R0 OR TR | Ories = 20142240043
Bethesda, MD 208929725 Date Authorized: 08/122014 Order Ref # 0-1039409
Phooe (-40) musm Fax (2401 774 7803 w: s o A * o
Em.'u R-3 ouryermail nib gov | 1
i NCIProtocol® | NSC | Agent Name [ Stength & Fornmiation | OTY | MFG & LOT 2
1 IDS-1111 724772 Sorafensb (BAY 43-9006; 200 mg Tablets 4 BAY
. MNexavar) 140 Tablets Bonle CT1931/32

=
Patient-Specific Order Shipping Record

gh;fmacwkcal \éﬁu;lag?m; Branch Nep| SEIPMENT RECORD OF CLINICAL m .
cer Ihﬂm valuation Program. DCTD, DRUG REQUEST -

9609 Medic: enter Dove AcctRef #

Room SW228, MSC 9725 ANCRE N0 ER ORI DRI AOCURARTON | oper = 2014224 3008-8LI
Bethesda, MD 20892-9725 Date Authorized: 08/12/2013 Order Ref # 0-1039409
FPhene (240) 276-6575 Fax (240) "?6—?893 Date Needed: 08/26/2013
Email: PMBafterhours@mail nih gov

NCI Protocol # | NSC__| Agent Name | Stength & Fornmlation | QTY | MFG & LOT #

E1111 724772 Scrafenib 200 mg or Placebo bottle 140 Tablets 4

-

PATIENT ID: 1212121 PATIENT INITIAL: A, XX

Note the differences between the two shipping records. The Patient Specific Order shipping
record does not have the Manufacturer or identifier. However, it lists the patient ID number and

the patient initials.
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Identifier

Phamuceutical M

9609 M eater Dnve
Room SW228, MSC 9725
Bethesda, 2

T3

MD 20892
Phone (240) 2766575 Fax (240) 276-7893
Email: PMBafteshowrs 3

|
Date Authonzed: 081220

lanspement Branch SHIPMENT RECORD OF CLINICAL
Cmm Evalustion Program, DCTD, NC1| prUG REQU

Acct Ref=
D TR | 5558 1034 coss
1 4

Order Ref 2 0-1039409

Grand Hall, DE 45500
Phone: (303) 1112222

Date Needed: 08262014
amal ph pov
NCl Protocol# | NSC__| Agent Name | Suenrh & Formutstion | Qv MFGWIOTSE
IDS-1111 T4 Sorafend (BAY 43-0006;, 200 mg Tablets 4 BAY
Nexavar) 140 ?fhkts-‘ﬂonle CT1931732

1333 (0) (Storage Inforoution Upoa Amival
Sasy Appiesmen, W D. © Store at Room Temperamre
C/0 Wender RPh, R.Ph. .
P cy Training Center 0 On Blue [ce-Store Refriperated
Pharmacy "
KadCode 800 © O Dry lee-Store a1 -20°C
1105 Bivd NE

0 O Dy lee-Store a1.70°C
O Store as Specified cn Product Label

|RETAIN WITH YOUR. ACCOUNTABILITY RECORDS

Now let’s discuss the identifier. In this shipping record, the identifier is CT1931/32.
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Multiple Identifiers

BAY 43-9008 / NSC #724772
200 myg BAY 435008 es free basge Mabiet [Formufated &s the tosylate sak]
1410 tablets 7 botfe Taka ac directed.
Pack Baleh Mo CT1834/32
Bulk Batsh No.: SGOOZLHT
Date of Manufachure {bulk tablatsl: 180002043

CAUTION: HEW DRUG LIMITED BY FEDERAL [OR UNITED STATES) LA'I.I'I.I'
TO INVESTIGATIONAL USE
Do not stora ebowe 25°C (TT'F), Starain the criginel package,

Distributed By: Metlonal Cangar Inslituts, Bathesda, MD 20822

tto, By, Bayer HealthGare AG, D-69368 Leverkusen, Semaany  miSd

However, upon receipt of the agent, you also checked the bottles and found that the label of the
bottle has 2 identifiers: a Pack Batch identifier and a Bulk Batch identifier. So which identifier
should be recorded on the Oral DARF?



Slide 10

Standard Order Shipping Record

Pharmaceutical Management Branch

Cancer 7 Evaluation Program. DCTD, NCI
9609 Medical ter Dnive

Room 5W228, MSC 9725

Bethesda, MD 20892-9725

Phone (240) 276-6575 Fax (240) 276-7893

Email: PMBafterhours@mail nih gov

SHIPMENT RECORD OF CLINICAL | Courier: |
DRUG REQUEST ﬁﬁ?‘ﬁ};
III[I]]||I]IIIII|lI]II]IIII[IlHIIII[I]III[IIIIIIIIII|II|IIHI|][[I Onter # 2014224.0043

Date Aunthorized: 08/122014
Date Needed: 08/26/2014

Order Ref # 0-1039409

NCIProtocol# | NSC__|

Agent Label

Acent Name | Stength & Fornmlation | QTY |  MFG&LOT#
IDS-1111 724772 Sorafenib (BAY 43-9006, 200 mg Tablets 4 BAY
Nexavar) 140 TabletsBottle CT1931/32
_7
/'_

|

BAY 43-9008/ NSC #724772
200 mg BAY 43-9008 as free base /1ablet (Formulatod as the tosylate sak]
140 tatlets / bottle Take as directed.
Pack Bateh No.: CT1931/32
Bulk Batch No.: SGO02LHT
Date of Manufacture (bulk tablets): 15'Qct2012

CAUTION: NEW DRUG LIMITED BY FEDERAL [OR UNITED STATES) IJIW
TO INVESTIGATIONAL USE

Do not store above 25°C (77°F). Starain the criginel package,

Distributed By: National Cangsr Institute, Bethesda, MD 20892
ttg, By Bayer HealthCare AG, D-51368 Leverkusan, Gemany m7S4

You should use the agent label identifier that matches the identifier on the shipping record.




Slide 11

Standard Order Oral DARF

[ PrntForm || SaveAs || Reset Form |

Cofechor of v rhormtion 4 abosedunee 3t OV 3104
300 by PG te't Rty Tre ritem

T Thvs rtemation o coficed B e ephance mih oot ind Drg Admevedar [124) nguremerts b W0 D goracr ind Pl ressipions ety iy e e
VAT 8 Pt B [, GO M P A Tt PG DAY VL T 4 de PELE Fven Poars N1 ITA
000 0 g 10 (0T 0y # BB e e D D g Sl e o by

F o rrmor 8 8 Em et Barh | e IR LR P e b e PUT AR WV A SR LA T I ety P S0 Pended 01 TG I P T
S (o) PR G Tod S e O Wy ST

luﬁtm_.tn. hl., Wi § 30, B Cres A1 Nm"_i;m“m it P;;Em'; st
nvi i i n ili r Natoral Cancer insibute
nERgaTans gegm ::;?3 ON?YW Record Oveson of Cances Treumestand Dagnoss | CONTROLRECORD [
T St Ty Ervvenon Prignes SATELUTE RECCRD O
tame o WEAAC. 1 arma Training Conler Pvesiglorhame: b, Applesmith c;:;;;“‘"" B
FProlocd Toe: NCI Pralocd Mo l«,llPldowNo Degtnriang Aeea
Phase VI IDS DS1111 WA 083 o
Agest Norre Dote Form and Stengh Bcitle side [e g F tabletsbotme)
Soreafenib (BAY 43-9006); NSC 724772 200 mg Tablet 140 tablets/bottle
Lre Paten(s Quarety Balarce Forward | Manufschrer | Reconders Dale Quarity | Recorder's
[ Date iy || Patenls Do Dose Digensedor e 04 Lot No. intas | Oweir | Paest | Patent | 2oy
Recened " avaiable) | Retumed | Retumed
y |828i14 | Receivdd from FMB/NEI +4 bottizs | 4 bottles - y—

Record that identifier on the DARF in the Manufacturer and Lot Number Column. It’s important
to record the correct identifier on the DARF because stock recovery letters and recall letters are

tracked using this identifier.
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Single Agent Strength with Multiple

Identifiers
Pharmaceutical Management Branch SHIPMENT RECORD OF CLINICAL | Courler: Federal Express
S e eapion Program, DCTD, NCI| DRUG REQUEST oct Rt £ 10000
I cct LD
Room SW228, MSC 725 |III||I[|I|[IIII|I|I|II]I]IIIIIIIIlIIIlIIII[lI]IIlIIIIIII]IIIIIIlJ[III Order # 2014219.0013
Bethesda, MD 20892-9725 Date Authorized: 08/07/2014 Order Ref # 0-1039140
Phone (240) 276-6575 Fax (240) 276-7893 Date Needed: 08727/2014
Email: PMBafterhours@mail nih gov !
| NCIProtocol# | NsC | Agent Name | Strensth & Formulation | QTY |  MFG&LOT#
IDS- 1111 724772 Sorafemib (BAY 43-9006; 200 mg Tablets 2 BAY
Nexavar) 140 Tablets/Bottle CT1931/32
IDS- 1111 724772 Sorafenib (BAY 43-9006; 200 mg Tablets 1 BAY
Nexavar) 40 Tablets/Bottle CT1931/31

Sometimes, there are multiple identifiers on the same shipping record for the same agent
strength. In this example, you received 2 bottles of identifier CT1931/32 and 1 bottle of
identifier CT1931/31. Thus, carefully verify the shipping record against what you received.
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Expiration Date on Agent Label

[ PrintForm ][ Save As

| [ Reset Form |

T e
rat

Mol Pt of Heath

Investigational Agent Accountability Record Haonal Cancer insibute
9 g Oral agents ONLY v Ovssion of Carcer Treatmest and Dagnows | CONTROL RECORD
Cancer Therapy Bvatmton Progrem SATELUTE RECORD O
Hame of insttuton: Pharma Training Center Investigator Name Dr. Applesmilh CTEP Fresigator 1O
33233
Preiocdl T phace 2 of sunitinib IDS e st B ORemX 108 pharmacy
1030001
Agest Narre. Dose Form and Srengh Bottie s2e (0 g ¥ tatietntorre)
Sunitinib (Sutent), NSC 736511 12.5 mg/capsule 28 Capsules/bottle
Line Patend's Quartty Balarce Forward Mawlsctrer | Recodery | Exaration Cate Cusrtity | Recorders
[ Date ntialy Patent's 1D o, Dose #nd Lol No Ity Cwte if Pabert Pationi nealy
Receved Salnce avatabier | Retumed | Retumes
~ |F51% | Reosivad from FMENEI +4 bottles | 4 bottles PFZ/U263A | pyus [192015
T
= Tl B v ¥
Agent Label |E-—ml S i
e {sunitinib matate) o
iy Capaies | i
et [iz5ma _____J -
D e —
E a0 Capwulat ooy

Also upon receipt, you may discover that the agent is labeled with an expiration date. Record
that expiration date on the Oral DARF in the Expiration Date Column. If the expiration date is
not available, leave the Expiration Date Column blank.
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“DG"= Dangerous Goods

Pharmaceutical Management Branch SHIPMENT RECORD OF CLINICAL Courier: Federal Express
Cancer Therapy Evaluation Program, DCTD, NCI | pruG REQUEST Account # XXXXX
9609 Medical Center Drive Acct Ref # XXXXX
Room 5W228, MSC 9725 0 K0 0TI e # 2014209-0037
Bethesda, MD 20892-9725 Date Authorized: 07/28/2014 Order Ref # 0-1038533
Phone (240) 276-6575 Fax (240) 276-7893 Date Needed: 07/30/2014
Email: PMBafterhours@mail.nih.gov
NCI Protocol # NSC Agent Name | Strength & Formulation QTY | MFG & LOT #
1DS-1212 683864 Temsirolimus (CCI-779) 25 mg For Injection 4 WYP
1.2 mL Vial AIBV/IG
dual pack

**DG ** Affix Excepted Quantity Label for each shipment

The middle section of the shipping record may contain special notes such as DG. A DG means
Dangerous Goods. Certain agents will be labeled as DG because they require special handling
and packaging for the transport. Expired or recalled DG agents need approval from the PMB for
local destruction when the agent cannot be returned to the NCI Clinical Repository for proper
disposal.



Slide 15

Manufacture Date and Shipped Quantity

1 1 1

Ehmmﬂical lél{:laget?lmlt’rl;mch e, Nep | SELPMENT RECORD OF CLINICAL AC"C'Cf)‘I; .
ancer ¢ Evaluation gram A i -
5606 Nedieal Center Drive ' DRUG REQUEST Acct Ref#
Room SW228, MSC 9725 (IRTACCRPATRTAETMORTMAICNUATCXTRCTMITNIIN | e  2014224-0049
Bethesda, MD 20892-9725 Date Authorized: 08/12/2014 Order Ref # 0-1039416
Phone (240) 276-6575 Fax (240) 276-7893 Date Needed: 08/19/2014
Email: PMBafterhours@mail nih gov
NCIProtocol £ | NSC | AgentName | Stength&Fornmiation | OTY |  MFG&LOT#
IDS-9999 761968  XL184 (Cabozantinib) 60 mg Tablets 1 PATHI
30 Tablets/Bottle P001287

manufacture date: August 1, 2012
The eight week supply for this protocol is 2 bottles per patient.

IDS-9999 761968 XL184 (Cabozantinib) 60 mg Tablets 1 PATHI
30 Tablets/Bottle N P000787

Other special notes that will be populated in the middle section could be a manufacture date
when the agent label does not have it or a change in ordering quantity from what was originally
requested, usually an eight week supply.
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Patient-Specific Shipping Record

Fhannaceutical Managzement Br SHIPMENT RECORD OF CLINICAL Courier:
Cancer Evaluation Pfog'am. DCTID, NCI| pRUG REQUEST Account #
9609 M enter Dnive Acct Ref #
Room SW228, MSC 9725 1R ||1|[|]|| ANCHHTECURRUHNCRRIT O TROURNRRAUIN | ‘e ger 2 2014224- 0008-BLI
Bethesda, MD 20892-9725 Date Auvthorized: 08/12/2013 Order Ref # 0-1039409
Phone (240) 276-6575 Fax (240) 276-7893 Date Needed: 087262013
Email: PMBafterhours@ mail nih gov
NCI Protocol # | NSC__| Agent Name | Stength & Fornmlation | QTY | MFG & LOT #
E1111 724772 Sorafenib 200 mg or Placebo bottle 140 Tablets 4

?

PATIENT ID: 1212121 PATIENT INITIAL: A, XX

! !

33335 (0) Storage Information Upon Armival
o Room

Sissy Applesmith, 1.D. Store at Temperature

/O Wonder RPh, R.Ph.

Parmacy Training Center 0 On Blue Ice-Store Refngerated

Pharmacy

Mail Code 000 0 On Dry Ice-Store at -209C
11ID5 Bhvd NE

Grand Hall, DE 45500 0 Cu Dry Ice-Store at -70°C

Phone: (303) 111-2222 B Store as Specified on Product Label

RETAIN WITH YOUR ACCOUNTABILITY RECORDS

Now, let’s look at an example of a Patient Specific shipping record.
As discussed previously, the Manufacturer and the identifier of the agent are not available, but
the patient ID and the patient initials are provided.
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vVn
Patient-Specific Oral DARF 9

N
N

| PrintForm || SaveAs || Reset Form |

Lolectr of Pui plreabon a aforted b 11 R S LY T phmaor 4 cieded b st ompiaros wi Food i Ur g Aeevaton (FUA) reuremert e W01 o0 A igorr od BN reendboral gl e e P
AT S S e 1 By COPptt ANty The AL or Sy De 00 T riedr en 1 A 00nd SuDoie, 000N OF VNG T 0O T DY COMEOET T 0NN PELEONS Seven Soard 0L FOA e
Lt aTert o g 0 Sefeirt SUASON O T AOREON § Ly P @ 3 T i 03 GONT 8 Ry B e Mo, S IR, iy Pl ORCete o b

B ~podeg e by B, lecton of riarmeton | el % Setioe § S per regorne P T e BF aeeemey; o, MRS eing S 100 ey Ind marianey T e eeded I CIrpiete; and reseeng P colecton of
rrraton -] fend et e 3 T burdet sl o Iy o e Bged T

Sl B O P P A i N o T B S W Poed Cearwres Bt £ D ooieton Tne WS B30 Semente WO R0 T ATTN BCA ML Do Af rele Pa corpietel by b Byl et e
Havonal insittes of Realh PAGE NO -'
Investigational Agent Accountability Record pcr W d
Oralagents ONLY g S Pop
- e sssdi SATELLTE RECORD D)
hame of Ingtyton g Ievestigaor Name: Dr. Applesmith i:;mwlulb
Protecd Toe NCI Protecol o Local Profocel Mo Drspensing Arex:
Randomized Placebo IDS E1111 NA IDS pharmacy
Agent Name: Dt Form pad Streegi: Barde sz (29, 9 |sbistsbomie)
Sorafenib or Placebo 200 mg Tablet/placebo 140 tablets/bottle
Patet Ouantty Balance Forward | Marufactirer | Recorder’s | Epraton Dat Qu Recorders
g. Date wews | Pisersle Cose D3 &;::' wilato | et Date(d P 9:::’ iy
Receind 0 avsistie) | Retimed | Relumed
y 7
r d

However, you need to record an identifier on the DARF upon receipt of the shipment. Since it is
not available on the shipping record for Patient Specific Orders, how or where can you obtain an
identifier?
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Patient-Specific Agent Label

RETURN THIS PACKAGE AND ANY UNYSTED MEDCATION DETACH THIS LADIDL AND RETAY FOR RECCROS
E1111 Bowelc!]  W0uatiels AL g Efi11 Bote 101 WO Lablets 14139.0008

3.2 Patemm: 1212121 A XX 3.5 Pavem ID: 1212121 A
S5 SORAFENIB 200mg o PLACEBO 281 SORAFEN 200mg or PLACESD
£7Z Name: 33} NAVE: A
$T2 Take _saiets by moeh 6. gwce._wammma.

S 51000 2t COMOLAT (OOM EMMLrELE, ikt to exceed 25°C. SMRmmMmlwmt:omm
£33 heasoof amergency, 211737026402 oftion | pagar 10 662 hcmorewgmclﬂ&mt-ﬂm«domwlmui J
%2 Diswibuted by: Pharmacewtical Mansgoment Sranch CTEP, DT .- a Distriburad by, Phas 2 Brznch, CTER, DCVTH

! Nationm Cancrr lnstiuse: Bothesda MD 20992, © R mxwmwwfecmmmnmz

The identifier for the Patient Specific supplies can be found in the upper right hand corner of
the agent label. The number contains 9 digits.
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Agent Label Patient-Specific / | Julian

te

- e i stk Lot TS
DETACH THIS LABEL AND RETAIN FOR RECORDS
E1111 Bottle1of1 W0 ablets 14189-0008
Patient 10: 1212121 A, XX
SR%# SORAFENIB 200mg or PLACEBO
ggﬁ‘m&‘
Take ____tablets by mouth daily.
ﬁg " Store at contolled room temperature, not to exceed 25C,
25
-

ﬁ%nm

Last 4 digits of
order no.

2 In case of emergency, call 772-702-6800, option 1, pager ID 8625,
§ Distributed by: Pharmaceutical Mznagement 8rznch, CTEP, DCTD:
= National Cancer institute; Bethesda, MD 20832,

Patient-Specific Shipping Record

Pharmaceutical Management Braach SHIPMENT RECORD OF CLINICAL | Cousier: 3/
Canoe\r[e& y E\'aluﬁttion Program, DCTD, NCI | pruG REQUEST ﬁm?:f#
9609 Medic: ter Drive t g
Room 5W228, MSC 9725 (TR IIIlIIII NEONORNARTIUMEIIN | Oeder 2014224 3008-8LI
Bethesda, MD 20892-9725 Date Authorized: 08/12/2013 Order Ref £ 0-1039409
Phone (240) 276-6575 Fax (240) 276-7893 Date Needed: 08/26/2013
Email: PMBafterhours@mail nih gov

NCIProtocol# | NSC | Agent Name Strength & Fornmlation | QTY |  MFG&LOT#

E1111 724772 Sorafenib 200 mg or Placebo  bottle 140 Tablets 4

The first 5 digits are the Julian Date followed by 4 digits, which are the last 4 digits of the order
number on the shipping record.



Slide 20

Oral DARF for Patient-Specific

| PrintForm || SaveAs || ResetForm |

Catadr of ot rlrmation & Aforiet ot [t O J10 00 mu-:r- do el ey mepharon s Food nd D g MBI wirweerts b 0 e PO e 18 Pl Seedpfond apets 10 e P
I PE BIOSTe b By CPp AUty T8 PRS0 Ry B SO0 1 T U P DU, GO OV T I P LTy SR e ORAe FELbor beewm Suart 01 FTA e
TR AT a4 et Lt b o T PR | rAALEy e ¢ 5 1 g, 1 LT B B £ B U e S Lot i o o b

P2 Mg e 1 T ol of rrmahon & vt 35 BWB § ALY jur G0 LG T 1w 17 S TS, W I 0 AT, WY 1 Rt T 3K teed O SO, 0 S T (fchin of

T’F"'..." porsehely ey e " l‘mrw: o rm et e -‘<’ .-'..-‘. iy r\n nr-f‘c lh o pond T
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nv iaati | n i i Naoral Cancer ntite
Investigationa J&ge'g:a .?agco:;: é:l:\l{tty Record pelicsismar T g
Concer Tuaragy Craion Pogrn SATELUTE RECORD O
Name of Ingttuton Ievestgator Name CTEP Pvestigeier ID'
Prarmacy Trane; Certer Dr. Applesmith i
PexaTte  Randomized Placebo IDS "E:'.'T::"‘ - Ot 105 pharmacy
Agert Name PL.ID# 1212121 Dest Form 1d Qe Barte s2e (8 5. B labistsRome)
Sorafenib or Placebo (NSC 724772) 200 mg/placebo tablet 140 tablets/bottle
] e [ o [ ome [ o P i e [ [ S [

Bncennd Balarce

. [8286113 | xx | recived froln PLUBMICI |+4 bottles| 4 btis  [14189-0008 .

valatie) | Retomed | Betmad

5
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Now you can record that identifier on the DARF in the Manufacturer and Lot Number Column.
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Prarmacrutical Managrawnt Branch SHIPMEST RECORD OF CLINICAL Conmamr
(Cances The = Frogram, DCTD. MO | DRt G REQUEST .'uc.hR:ll
560 Deduc Acct Refm
Fuoom 5 O R R | 505250 0
Brttesda, : o Dute Authonized. 08122014 Oxder Ronf O 1039409
240) ) 276-7893 Diste Neaded 08 262014
Eztanl FA(H: ot —
HCT Protosel = Apew Hame. I Swengh & Fornmisnon | QTY | MG & LOT=
IDS-1111 Sorafersh (HAY 2390046 200 mg Tabdets 4 BAY
Nenavmr ) 140 Tabilets Botthe CTI931732
Faorage Information Upon
 Stcre at Floom Temperature
0 On Bitae loe. Stove Refnperased
0 O Dy loe-Seone at - 200C
e s 0 Om Dy loe-Seore a¢ -709C
o (309) 1113222 ik o Prcomuttiin
S
BETAMN WITH YOUR ACCOUNTABILITY RECORDS &_ £

[P Form | [_save s | [ Reset Form |

Agent
Cral agents DNLY
s
Pramacy Traring Cardes
ot T T Pt Lot v ey
Phasa 12 05 et | (Y 105 prarmacy
LT — ot Form st S pp—yy
g ot 0 Tasiets
N
T — Sy [ L I e T L
N | D | e | Pt [ Cmpenedie warmne | ween | Cwsir | P | Pun | e
et Welente sty | Gonemy | Bmen |

Finally, ensure that you received the correct agent. Carefully cross verify the agent shipment
contents against the shipping records and the information on the DARF. If thereis a
discrepancy, contact the PMB immediately at 240-276-6575.
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Retain a Copy

Sy

L L L
Phammcestical Manspement Branch MEN ' - Cougier:
S gy g DD NG| DRCGREQUEST )| A
Room 522§, MSC 9723 ORI OO 0 RGN TRIEEMEITOM | oriter = 2018224 0003
Ee‘lt.esnri‘,.u. aﬁ_ﬁg%sﬂgﬁ 240 276.7593 Date Authorized: 08/12/2014 Order Rief # O-1030409
Phone (2 -t ax - - g
Enail: EaBadt ol b gov Date Needed: 087262014
NCI Protocolz | NsC | Azent Name | Streneh & Formmlation | _oTv_| MFG & LOT #
ID5-1111 724772 Sorafenil (BAY 43-9006, 200 mz Tabless BAY
Nexavar) 140 Tablets Bonle CTi93132
33333 ) Sterage Iafermation Upoa Ammval
Sissy Applesmtn, 11D, B Store at Room Temperatuse
Cr0 Wander RPh, R.Ph, .
Pham::c'y{Tra'ming Cantar ©0n Bloe [ce-Store Refrigerated
 Prarmacy .
Mail Code 00 8 0n Dy lee-Store a1 -20°C
1105 Bivd KE
Grand Hal, BE 48500 O Dy Tee-Store a1 -70°C
wnane: (302) 111-2222 © Store as Specified en Froduct Label

4 [RETATN WITH ¥ OUR ACCOUNTABI ITY RECORDS

As you put away your agents, make sure to retain a copy of the shipping record with your
accountability records. Store the agents according to the Policy and Guidelines for
Accountability and Storage of Investigational Agents.
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Pharmaceutical Management Branch, CTEP, NCI

Email
OAOP

 Local PMBAfterHours@ mail.nih.qov
Phone

(240) 276-6575

Agent Returns
Agent Transfers
Patient-Specific DARFs
Agent Dispensing
Agent Receipt
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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