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Welcome to this video tutorial on Agent Transfers in the PMB Investigational Drug
Accountability series. This video will review when and how to perform an agent transfer of
PMB-supplied agents for DCTD-sponsored trials.
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You can find the agent transfer form and other forms on the CTEP website.
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Transfer Investigational Agent Form
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All requested information MUST be supplied for form o be valid.

PMB-supplied agents may be transferred from a DCTD-sponsored protocol to another DCTD-
sponsored protocol for the same investigator or between eligible investigators within the same
institution, also called an intra-institutional transfer. Transferring agents is not the same as
transporting, which is moving agents back and forth between the control dispensing area and
the satellite dispensing area, which does not require a formal transfer request. A transfer
request between DCTD-sponsored protocols can only be considered if the protocols utilize the
same agent, strength and formulation supplied by PMB. Except in situations of urgent medical
need when PMB is not available, agent transfers require prior approval from PMB before the
actual transfer occurs.
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Al requested information MUST be supplied for form to be valid.

The form contains writable sections that may be typed out prior to printing for handwritten
signature. Let’s discuss the three major portions of the form and what is required to
successfully complete it from top to bottom.



Slide 5

Agent Transfer Form: Top Section Containing Transfer
From Investigator and Transfer Reason

Transfer Investigational Agent Form e i Totnen Do
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The top portion lists information about the investigator who is transferring the agent. The
“Transfer From" investigator must be the investigator who either 1) originally ordered the agent
or 2) was the “Transfer To” investigator on a previously PMB-approved transfer.
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Agent Transfer Form: Top Section Containing Transfer
From Investigator and Transfer Reason

Transfer Investigational Agent Form e i Totnen Do
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["FRiaguires varbal clarfication with PN befiore approval])

PMB-supplied agents may be transferred for various reasons. The more commonly accepted

reasons are that:

1. The protocol is closed or completed and excess quantity of unused agent can be dispensed for
another DCTD-sponsored protocol. This includes special exception protocols.
2. An agent with short dating can be used prior to the expiration date for another protocol.

Reasons that fall into the “other” category should be clarified with PMB before transfer request

and may include the following:

1. A patient needs to be treated now and there is insufficient protocol supply to dispense or

prepare a dose.

2. The control pharmacy or dispensing area relocates.
3. The responsible investigator at the site changes.
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Agent Transfer Form: Middle Section Containing Transfer
To Investigator and Agent Information
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The middle portion lists information about the investigator to whom agent is being transferred.
The remaining portion contains information about the protocols involved in the transfer and the
agent that is being transferred. The agent being transferred must not be expired at the time of
transfer. Only intact or whole units may be transferred. Check the shipment receipt for the
specific unit or package multiplier information.
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Agent Transfer Form: Bottom Section Containing
Signature and Instructions for Submission to PMB

\l st b o

Authorized Signature frvestigater or Designes) Prarmaceutical Management Branch, CTEP, DCTD
HO1 Shady Grove
Room S22, MSC 5725
Printed Name 606 edical Cianter Drive
Bghesda WD 8304972
Tekaphane Mumber Fax Number FMBAfterhours@mail.néh.gov
i FAX: 240-276-7893
S0 hipcten cancer oowbranchesimblagent management him o fusher information

Al requested information MUST be supplied for form to be valid,

The bottom portion of the form requires an authorized signature from either the investigator or
designee of the investigator, either shipping or ordering designee. Transfer forms must be
completely filled out to be considered for approval.
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Agent Transfer Form: Bottom Section Containing
Signature and Instructions for Submission to PMB

R form b

Authorized Signature frvestigater or Designes) Prarmaceutical Management Branch, CTEP, DCTD
HO1 Shady Grove
Room S22, MSC 5725

Prinied Name 9604 Medical Cankes Crive
Bethesda WD 208524728

Teephane Number Fax Numer PMBAfthours@mailih goy /

. FAX: 240-276-7893

Emal Address

See iy licten cancer ooul: jpmiaoget manaoement him for fusher information

Al requested information MUST be supplied for form to be valid,

Completed forms must be submitted by fax or by email. Requests are usually responded to in
the same business day. Mailing forms to PMB through the postal service is not recommended.
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All requested information MUST be supplled for form to be valld.

Here is a completed transfer form for Dr. John Smith. The request is made because NCI protocol
1234 closed and remaining pazopanib 200 mg tablets can be used on NCI protocol 2341.
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Date: September 30, 2014

To: Dr. John Smith, ¢/'o £A

Fax: (123) 4567899

From: FS, Inventory Management Specialist

Re: Transter # T14273-0001

There are 2 pages in this transmission (including the cover shea)

The Pharmaceutical Management Branch has APPROVED the following agemt transfer request that was received on
09730:2014.

30001 PMEB action date: 09/30/2014
+ Senith, John igator: Smith, Jobhn
I

ustion: State University Hospital Instifusion: Stae University Hospital
Protocol: 1234 Protocol: 2341

[[Agent Name: [NSC: [ Lot Number: | Quantaty: [ Strengah Unit Form ]
0 botles (34
Pazopanib 200 mg tabliets Im:_u Irrn_i.‘f‘.‘.‘ L'm‘"""'mr; 200/ tablet

Protocol 1234 & closed at the site.

Please retain a copy of this form wilh your accountability records, If you have any questions or comments, please call
(240) 2T6-6375 or contact us via c-mail at PMBaflerhours @ mail.nih.gov.

Thank you.

The transfer request is approved because Dr. Smith is an active registered investigator at State
University Hospital and both studies utilize PMB-supplied pazopanib 200 mg tablets. Here is the
transfer approval letter from PMB that must be retained with the appropriate agent
accountability records.
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Transfer From: Protocol 1234
Sonel Agent A« ity Record e o eras mtcugom. | CONTRL RESCRD B
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247014 | AT 1234001 A A GLX 123456578 AR 4242014 16 tabs
2 AR4014 | AT 1234001 800 mg dady -4 a (GLX 12245678 AR 24014 1 bottle
4| araonia | Recsived tram te NEI +24 24 oL aresamy za
s | snammial Br 1234002 | 800 mg ast -4 20 o x sTes4az1] AB 16201424 1avs
& S24a204 | AZ 1234001 400 mg daly -2 18 [GLX STE54321 ZA
2| enemnial Br 1734002 |apomgasty | -7 18 GLx aresamy A
242014 | AZ 123400 | 400 mg dai -2 14 IGL aresaar] JT 73172014 8 tabe
2 BRA04 | AT 1234001 it reburm Trgm 42472014 _pabe 1 kne 3 Jr BRA4201 41 bottle
a0 | 602014 |Sentto Medical Cffice Bulling A Satelite. =12 2 LY B7E54321| ZA
1| 71112014 | Receved trom the NG +20 = oL tarasses| v
T 722014 | BT 1234002 800 g caily -2 20 (GLX 87654324 AB 242014 4tabs
MR 1234002 |B0Dmgaary | -2 18 Lk oer3ssse| am AT B AT
\ 1 a4 |Retunedifrom Med Off BLid A Satellle +4 = jGLX arssaa| JT
N\ | 822014 Return to [he NCI Clinical epostorny 4 18 [GLX 87654321) AR BA12014
‘6‘ BA02014 |Transfer fo NCI Profocod 2841 (T14273-0001) - 10 8 [GLX 09735855 ZA
" 11142014 | Local Deftructon per PME Authorzation -8 o jGLX DaTIS565 ZA

Approved transfers should be documented on the two DARFs that are involved in the transfer.
The assigned transfer number can be recorded on the DARF for reference.

Note the transfer must be made from the control record. Transfers cannot be documented on
satellite records. For more about the responsibilities of control dispensing areas, refer to PMB’s
“Policy and Guidelines for Investigational Agent Distribution.”

On the DARF for protocol 1234, line 16 shows documentation of an agent transfer made to NCI
protocol 2341 for 10 bottles of pazopanib 200 mg tablets. Transfer number T14273-0001 was
documented on the DARF and 10 bottles were subtracted from the balance for NCI protocol
1234.
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Transfer To: Protocol 2341

PAGE NO. T
Agent A [ —
geOEal EQEH'!QNLY Record | Dvision of Cancer Treatmeend and Duagnoss CONTROL RECORD B
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GZN2014 | Recevd from the NGI +12 12 GLY 12345679 AB
242014 AZ 2341001 800 myg daily -4 (] GLX 1245674 AB
§ 272018 | AZ T3I002 | 400 mg dady =) | ® GLX 7654321 ZA -
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On the DARF for protocol 2341, line 4 shows documentation of a transfer of 10 bottles
pazopanib 200 mg tablets from protocol 1234. Notice that Dr. Smith was already the ordering
investigator on study 2341 and a new DARF was not required. If Dr. Smith were not an ordering
investigator for study 2341 previously, a new DARF would need to be created.
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Circumstances may arise when a transfer is needed and PMB is not open for business. In these
urgent cases, the transfer can be made without prior PMB approval. Transfer forms for urgent
medical need should be submitted within 72 hours of the actual transfer. There is always a risk
that the transfer will not be approved retroactively because it was not a valid transfer. Denied
transfer requests should be documented on the DARF and kept with the appropriate agent
accountability records.

Other special cases that are not urgent require prior PMB approval. Please call for transfer
requests that include the following:

1. Transfer of agent between institutions (also known as inter-institutional transfer)

2. Relocation of control dispensing area

3. Patient-specific supplies
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8.
9.
10.Transfer requests to retrospectively correct errors in accountability

Examples of Non-Valid Transfer Requests

. Agent being transferred is not the same strength or formulation

between protocols

. The “Transfer To” investigator does not have an active registration

. The “Transfer To” investigator is not an eligible participant on the study
. PMB-supplied agent is transferred to a non-DCTD-sponsored protocol

. PMB-supplied agent is transferred for commercial use

. Commercial agents are transferred to a DCTD-sponsored protocol

. Borrowing from one protocol to supply another without an approved

transfer
Transfer of partial containers
Transfer of patient-specific agents without prior PMB approval

Examples of instances when agent transfer is NOT valid include:

OO NOOTULLPE WN -

. Agent being transferred is not the same strength or formulation between protocols
. The “Transfer To” investigator does not have an active registration
. The “Transfer To” investigator is not an eligible participant on the study
. PMB-supplied agent is transferred to a non-DCTD-sponsored protocol
. PMB-supplied agent is transferred for commercial use

. Commercial agents are transferred to a DCTD-sponsored protocol

. Borrowing from one protocol to supply another without an approved transfer
. Transfer of partial containers

. Transfer of patient-specific agents without prior PMB approval

10. Transfer requests to retrospectively correct errors in accountability
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Examples of Non-Valid Transfer Requests

1. Agent being transferred is not the same strength or formulation

. The “Transfer To” |nvest|gator is not a nt on the study
. PMB-supplied agent |st D -sponsored protocol

. PMB supplled ‘r for commerCIaI use
. %& L ansferred to a DCTD-sponsored protocol

. Borro» rﬁ one protocol to supply another without an approved
transfer

8. Transfer of partial containers

9. Transfer of patient-specific agents without prior PMB approval

10.Transfer requests to retrospectively correct errors in accountability

between protocols 1‘
. The “Transfer To” investigator does not hav i‘! sj #fon

No s wN
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To learn more, please refer to the “Pharmaceutical Management Branch Policy and Guidelines
for Investigational Agent Transfers” available here on the PMB website.
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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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