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Agent Returns
Agent Transfers

Patignt-Specific DARFs

Agent Dispensing

Agent Receipt

ctep.cancergov

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

This video will review the NCl investigational agent shipment record and proper accountability
when agent is received by a Control Dispensing Area.
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Phamcentical Mansgeneat Brach. SHIPMEX y Cousier:
Gopoee Tbeapy Evluaion Progiam, DCTD, NCI LG RDOFCLDICAL | (L fn s
9609 Medical Center Dnve: AcctRef=
Room 51228, MSC 9725 TR RN RO s = 2014224 0043
Bethesds, MD 208929725 Date Authorized: 08122014 Order Ref # 0-1030409
Phoue (240) 276-6375 Fax (240) 2767893 Date Needed. 087262012
|Eauail: PMBad T il
NCI Protocol & |__NSC “Acent Name Stwenth & Formmlation g MFG&LOT
D341 724772 Sorafenib (BAY 43.9006, 200 mg Tablets 4 BAY
Wexavar) 140 TabletsBatile CT1931732
. Fterage Inforamtion Upon Armival |
e eamtn. 1D, o Stoee e Room Temperamse
10 Vandes APh, R 7h .
Phammacy Treiring Cantar 0 On Blse Iea-Stoce Rafilgenatad)
ey o0 0 0n Dy Iee-Store 21 -200C ;
DS Bhd e
Grand Hal, DE 43500 @ Oa Dry lee-Store 1-70°C 7
Phane: (302 1112222 D Store as Spacified on Product Lal "
[RETAIN WITH YOUR ACCOUNTABILITY RECORDS ]

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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| Phrmuacartical Managenseat Brach \EX y Courier:
T A
Medic e =
Room SW228. MSC 9725 TR RN RO s = 2014224 0043
Bethiesda, MD 20592.9725 Date Authorized: 05/12/2014 Order Ref # 0-1030409
Fhooe (210) 276-6575 Fax (240) 276.7893 Date Needed: 087262013
|Eauail: PMBad s il
NClProtocol 2 |__NSC Aem Name Stueueth & Formulation 4 MFG&IOTE
D341 724772 Sorafenib (BAY 43.9006, 200 mg Tablets 4 BAY
Wexavar) 140 TabletsBatile CT1931732
. [Stersgs Inforamtion Upon Arried]
) i D, 0 Store at Room Temperatuse
Vande AB, R6h .
Fhamasy Traiting Canter 0 On Blse Iea-Stoce Rafilgenated
ey o0 0 0n Dy Iee-Store 21 -200C
1108 BhaBE
Grand Hal, DE 49800 00 Dy Lee-Store a1 -70°C
Phane: (302 1112222 D Store as Spacified on Product Label
[RETATN WITH YOUR ACCOUNTABILTTY RECORDS

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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gemeat
caliatiens Prograsm, DCTD, NCT
e

Beitiesda, MD 20592.9725
Mlﬁ;\w&“ 76-6575 Fax (240) 276-7893

Date Needed: 087262014

SHIPMENT RECORD OF CLINICAL | ousier: |
UEST Accoust

DRUG REQ) froes-voot
TR RN RO s = 2014224 0043
Date Authorized: 08122014 Order Ref# 01039409

Agent Name
Sorafenib (BAY 43.9006, 200 mg Tablets
Nexav;

140 TabletsBatile

Streneth & Formulation

MFG & LOT &

BAY
CT1931732

33333 (0)
Sissy Applesmen, 11D,

 Pharmacy

Wail Cote 000

DS Bivd NE

Grand Hal, DE 43500
Phane: (303) 1112222

[Sterage Inforamtion Upon Armieal
© Store at Room Temperatuse.

0 On Blve Ice-Store Refrigerated
0 O Dry Ioe-Store a1 -200C
0 O Dry Iee-Store a1 -700C

O Store as Specified ea Product Label

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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Prsomacentical Mansgenseat Brach SHIPMEX y Cousier:
L oo DCTD, N6l BRtGRQUEs | A
Medical Ceoter Drive =
Room SW228. MSC 9725 TR RN RO s = 2014224 0043
Bethiesda, MD 20592.9725 Date Autorized: 08/122013 Order Ref # 01039409
Phione (210) 276.-6575 Fax (240) 276.7893 Date Needed: 087262012
Eanil: PMBaftcrbonss @ mal i wov
NCIProtocol 2 |__NSC Acew Name Seueth & Formulation 7 MFG&IOTE
D341 724772 Sorafenib (BAY 43.9006, 200 mg Tablets 4 BAY
Wexavar) 140 TabletsBatile CT1931732
. [Stersgs Inforamtion Upon Arried]
) i D, 0 Store at Room Temperatuse
Vanee RBh, R .
Fhamasy Traiting Canter 0 On Blse Iea-Stoce Rafilgenated
promacy .0 Dy e Stere 1 -209C
1108 BhaBE
Grand Hal, DE 49800 00 Dy Lee-Store a1 -70°C
Phane: (302 1112222 D Store as Spacified on Product Label
[RETATN WITH YOUR ACCOUNTABILTTY RECORDS

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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| Pharmacentical Manay EBranch MEN J Cousier:
\k“d""rc'é‘ﬁ;mﬁmm  NCT _SDIE‘F\E.‘ILI-EISCTO'RDOTCLL\I({L xﬂk:
i v et R
Room 5235, BC 9723 AU BTN | S5eR551 220 003
| Bathesda, MD 20892.9725 Date Authorized: 08122014 Order Ref 2 0-1039409
Phone (240) 276-6575 Fax (240) 276-7893 Date Needed: 08262014
|Eauail: PMBad T il
Nl Protcol |_N5C rew Nome Sucech & Formmtaion T rosiorz
IDs-1111 724772 Sorafenib (BAY 43.9006, 200 mg Tablets 4 BAY
Wexavar) 140 TabletsBatile CT1931732
/’\\
< -Standard Order vs. Patient-Specific Order >

w*

33330) [Sterage Inforaution Upon Asival
Sissy Applesmen, 11D, © Store at Room T

10 Wander APh, R 91 .
Pharmacy Training Cantar 0 On Blse Iea-Stoce Rafilgenated

arma,
 tat Coc 000 0 O Dry Ioe-Store a1 -200C
1ES BhdNE

Grand Hall, DE 29500
Phane: (303) 111.2222

0 Oa Dy Tee-Store 1-700C

O Store as Specified en Product Label|

[RETADN WITH YOUR ACCOUNTABILITY RECORDS

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

Commier
Aceount &
Acer Ref &

IR AR | o ser » 2014224 0043
4 Cxdex Bl & 01035400

Patient-Specific Order Shipping Record

Conzrier

Fharmacessical Management Branch SHIFMENT RECORD OF CLINICAL
Gazeer Thermpy Fuslisien Frograns, DCTD, NCT | DRUG REQUEST Account £
960 Medical Centes Drrve Acct Ref &
Room SW228, MSC 9725 YOG A0 OGT RO TNRDUM M | e = 3014222 9008501
Bethesda, MD 208929725 Date A: 02122013 Ovder Ref £ 0. 1038408
Phooe (240) 2766575 Fax (240) 276-7893 Ne 2620

Exsul PMBafiwhoury@mal b gov Dite Heeded 03262013

NCI Prosocol 8 NSC t Nagae Soyengts & Forumlation | QTY MFG&LOT 2

EiiL TMIT!  Sorafemb 200 m of Placebo  bome 140 Tasiets 4

PATIENT D 1212121 PATIENT INTIAL: A, X0 /

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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oo Thevnyy Eraatieon Progeien, DO, 61| DELG REQUEST Accoust 8

Eeuim Duve Nec Bafn
[Pisces T2/228. ABC $729 I EEICE N VR DR RN | 2y o s 032000
Evdhesda, MDD 529733 Aberiand 08123014 Chier Bt 5 01030400
e ) a7 P ) 63 fotoarir 2oty Fetnoe
fza.l P Oudntow smal ad gon

N0 Promeels | tesC Atest Y
AT THTIE Sovadew (DAY 40008,
5 B‘ulr-rm

— ey ——r—y ]
foote d .. 8 w2t Moo Toegparsome.
Ll S RN
firiren O 9 0 Dy Bos-Saoee e -20°C

i e 9.0 By o Seave a0 309
P () 1113202

EET AR ST YOUT, ACCOUNTARILITY RECORDS

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

BAY 43-0008/ NSC #724772
200 mg BAY 43-6008 as free base /fabiet [Formulatad as the tosylate salf]
1400 tablels f bottle Taks a5 directed.
Pack Balch Mo GT1834/32

Bulk Bateh No.: SB002LHT

Date of Manufacture (bulk teblats); 1502012

CAUTION: NEW DRUG LIMITED BY FEDERAL (OR UNITED STATES) LAW
TO INVESTIGATIONAL USE -
Do not stora ebove 26°C (77°F). Starein the crigizel package,

Distributed By: Natfonial Cangzr Institute, Bathesda, MD 20822
Wito, By: Bayer HealthCare G, D-51388 Leverkusan, Gemmany m754

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?
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Standard Order Shipping Record

M Brasch SHIPMENT RECORD OF CLINICAL | Cousies
Camcer  Eralisica Pograns DCTD, NG| DRUG REQUEST Acconst 2
Room SW228, MSC 9725 IS TG AN A ETNCARMOMDT MR IV | s s 20183340045
Beshesds, MD 208529725 . Date Autiorized: 02122014 Ovder Ref # 01079309
Fhooe (240) 276.6575 Fax (240) 276-789 Dite Needed: 08267014
MOl Prosocal® | N5C Agent Name & Fommlia | QTY MFG&LOT2
DS THTR Sedmb@EAY 1.0, 20 ug Tilen [ BAY

Newavar] 140 Tabless Bottie CcTIsA2

—

l

Je— BAY 43-9008/ NSC 0724772
Agent Label et ¢

Take s deweed
Pact stk bo: CTI93132
Bk Btk bs,

Dt of Marusachon foulk tablete): 130682012

CAUTICH: HEW DAL LIMITED BY FEDERAL [0 LUNTED STATES Law.

TO INVESTIGATIONAL USE. e =
TR

iateivuted By. Nuthoal Canter lesitte, Dethesde, MO 20857
Mg By Bayar MeataCany K, D-51308 Levariusas, Gemany mTH

You should use the agent label identifier that matches the identifier on the shipping record.
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Standard Order Oral DARF

Print Form || Save As Reset Form

Investigational Agent Accountatility Record
Oralageris ONLY

T .

a e
Phass 1 DS

i e
Soreafend (BAY 43-9006); NSC 724772

e
-

Pty
Bee | e | Peeiohe e

_,4&3!. Recsivid from FUBNEI

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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®)?
L))

Single Agent Strength with Multiple _
Identifiers f\xi

P Mezaeen ict| SHIPMENT RECORD OF CLIVICAL
ancer Therapy Ev: o0 DCT D. n W
56089 Medical Ceter Drive.  + DRUG

Courier: Federal Express
Ascount # 30000

Room SW28, MSC 9725
Bethesda, MD 20892.9725

Phose (240) 276-6575 Fax (240) 276-7893
Email: P!

il mh gov

Date Needed 022772014

REQUEST / :

Acct Ref # 000X
OO R OOR RO | eer & 201:215.0013
Date Awtharized: 0807/2014

Orrder Ref # 0-1039140

NCI Protocal# | NSC

| Agent Name

| Strensth & Formulation

IDS- 1111 412

Sorafensh (BAY 43-9006; 200 mg Tablets

[ orv | MFG&LOT#

2
Nexavar) 140 Tablets/Bottle gﬁ;wgz
IDS- 1111 74772 Sorafenib (BAY 43-9006; 200 mg Tablets 1 BAY
Nexavar) 140 TabletsBottle 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

IS, S T

[te

investigational Agent Accountabiity Record e —— g

agents LY p————— - o
T . re—— O o

Bharms Traning Corter D Applesenias I et
L —— s e T
Tl Tt CoTerr——
Sustni (Sutant), NSC 736511 125 mplcansube 28 Capasienibatie
[ e L) | - | e I Duesty | Ssence furves m B o l.;c:'- S | oty T emmaers
frsy LD

s (975 | Rocaivds tremm FuBmEs |+4 bomas | Stoties [PREUSIA | Ry ] 12000

/

Agent Label

— '

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 SHIFMENT RECORD OF CLINICAL Courier. Fed
Cancer Therapy Evaluation Program, DCTD, NCI| pRUG REQUEST Account # XXX
9609 Medic: er Drive HOUE Acct Rel
Room 5W2 |00 1 0 TIPSR e = 0037
Betlesd S Date Authorized: 0772872014 Onder Rel # 0-1038533
Phone ( 240) 276-7893 Date Neaded: 07/30:2014
Email: PMBaflerhou Luah gov
| NCIProtocol# | NSC | Agent Name | Siengih & Formulation | QTY |  MFG&LOT#
DS 1212 683864 Temsirolimus (CCE-T79) . Injection 1 WYP

1.2 ml. Vial ABVIG

dual pack

ST 7 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.
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Manufacture Date and Shipped Quantity

Phormaceutical Managernent Branch SHIPMENT RECORD OF CLINICAL | Couner
Qﬂﬁm Evahsstion Program, DCTD, NCI | pRUG RE: QUEST Account #

9509 M Center Devve. AcctRef#

Room SW228, MSC 9725 111 I]I[IIIlIl]III AIRNNTIR TN | cger = 2014220020
Betbesda, MD 208929725 Date Anthorized: 087122014 Order Ref # 0-1039416
I“bow{“-lm 76-6573 Fax (240) 276-7893 I‘m:\«ded 081192014

Enal: PMBafterhours@mal nib gov

NSC Name Stren 3
1D5-9985 761568 XL184 (Cabozantinsb) 60 mg Tablets I FATHI

manuschare dabe: August 1, 2012
The eight week supply for this protocol 15 2 bettles per patent’

105-9999 761568 NL134 (Caborantub) &0 mg Tablets 1 PATHI
30 Tablets Bottke I\ POOOTET

17
I |

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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| Phormacevscal Manapersess Brasc SIIPMENT RECORD OF CLINICAL | Couser:
(Cascor Toermpy Evabusion DETDL NET . e Aceouei s
545 Rteical Ceuter Durve Q Acer Ref
Raoces TW228, MSC 9725 N U IR EIR A MY E PR | 5 201 220 00C8-00L1
Toetheda, MD 208535725 Date Authorized. £5/12/7013 Cudes Rt 8 01015809
Phone (140) 276-8373 Fax (240) 2767893 Dute Necded: G426/3013
oot :
O Prosscst® |__pesc | Arentiaee | Suewm & Foumdmm | QIY | MiGA&LOTE
B TITI? | Sorabesb 300 mg of PIacebo  bome 140 Tabiets | 4
PATIENT IO 1212121 PATIENT INITIAL: A, XX
Sorage Information Upoa Amival
33303 (0 . Boom
Saay Appisamin, U D O Sam ot Raom Tampamiurn
Woades R, o oo Store Rt
e O Bue loe-Store Refigeraind
armacy
o 1 O Dy T Scwm 30 - 305C
1005 B et
. O Dy Tox-Stcee o1 -7PC
Panec (30 11122 0 Store a3 Specified oo Product Label|
[FET AT WITH YOUS, ACCOUNTAILITY 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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Q..
Patient-Specific Oral DARF @

|_PrintForm || SaveAs || ResetFom

ot b o et e 1 8 T
e e e te by

Bt g e

Investigational Agent Accountability Record

Oral agents ONLY
Eall sl
Prarmacy Teanng Cester

st Randomized Placebo IDS ?im" B i ¥ 108 prasmasy
At Hara: Dona Form 0 e e w0 5. B ety

fenib or Placebo 200mg T 140 tablets/b
B e [ e | o [ ot ey TR e [ 2 [ o [

Errm ooy FaY waiies | pmed | Bumas

L
H

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 y DETACH Tt LADCL KD RETAY FOR RECES0S

EfI11 Bomlelafl  WOutets TR g B Bometoll WO blets 000
5.3 PatemiD: 12101 AXX '§.5 Patem D 12 ANz
EEL SORAFENS o oe PLACERG gl SORAFENS 200mg of PLACEBO
S Biwwe_ - A
gg Tkt L35S by Mouth SRy - rgg Tkt ___Tabiets by mouth €aty.
';'525 hease ofsmergncy. ca1 1731014300 oon L pagu 10862 B b caieof emuigny €44173 102400 05ton . pogr 03625
H

2 SonA CTEP,DSTO.  £03 Deviused by Pramaceuticsl Mansgamers Erenet CTER, DCTC:
2 Natioan Cancrr bsthuee: Beesda WD 20832, ¥ Myzoay Canecer st Betresca, IAD IGAT '

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

DETACH THIS LABEL AND RETAN mam-ow;
E1111 Bomlelafl W0 tablets 141890008
Patient ID: 1212121 AXN
. SORAFENIS 200mg or PLACEBO
NAME: Last 4 digits of
Take __tablets by mouth daily. tl o

‘St d

gl
m1m

] hmclm«gmﬂﬂ?&mmnpﬂnnlmlbms
=30 Branch, CTER, DCTD;
: WMMMMDM
Patient-Specific Shipping Record
Phanmaceutical M t Branch Cousier:
m&M CE‘T;‘:‘ u NET D%EP‘;%\T"RTE—(_‘I_GRDOI(LI\ICAL tm;:;
L]
Focen 238, MSC 0725 LRI I]IIIIIII[IIII[IIII]IIIIII]I[I Oves & 2014224 2008.8U
%&r (‘4;]“'-"?&2;3;5"10} T Date Authorized: 08/ Ovdes Ref # 0-1039409
ooe e (240) 27 oy
Epusl: PMBafterhoursifmal oth gov Date 052 6«"013

X » St
E1111 TMIT2 Sceafenib 200 mg of Placebo  botie 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.
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Oral DARF for Patient-Specific

mmﬁaamlﬁqe;:aﬁmmm :-u:%% - g; n:a:w s

STELTERECD O
Ik P — [T S V— t»"(;’”mmv
3T Randomized Placebo IDS l:;:‘::l- e [ po—
~Soralenib or Placebo. ';z..'szc'%hnn e a0 tablet Tt
S o [ fomen [ o [ o] s [ [ [ B R
. |B2813 | o | recived frojn PUBAICI |+4 botties] 2B8s  14189-0004 o .~ -

(slo

Now you can record that identifier on the DARF in the Manufacturer and Lot Number Column.
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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 there is a
discrepancy, contact the PMB immediately at 240-276-6575.
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J[o— Bemch e e . ]
Carers Evabueace Prepam, DOTD 01| Db REGLERE e
3 e e o Frt
Paoews TWI28, M 9723 S ENT R U 0 O [V NM ORI | v v a2t
et 333 Dt Amhovies 02137011 Orr Bt 8 G 1039308
Foce () TT06175 Fak (2400 1967495 :
Gl Tt Fan Dt Nevdod 05267004
WS THT  Comimb (BAY L1006, 200 me Toblens BAY
fosey 120 Then o T
e s Vpos A
Sary Apriennis, UG 0 S = Roces Tecmpesamre
iy
e 0o D S 339
e T aasat 1 Dy Bew-Socee 2050
Iwm;....rm "
(== ¥ FACORDS

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

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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