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Welcome to this video tutorial on Local Destruction in the PMB Investigational Drug
Accountability series.

This video will review when and how to perform local destruction of PMB-supplied agents.
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During the course of a clinical trial, it may become necessary to return PMB-supplied agents.
There are special circumstances when the PMB directs sites to request local destruction. These
special circumstances involve Dangerous Goods (DGs) or infectious agents, clinical trial sites
located outside the United States or when otherwise directed by the PMB.

Refer to the Agent Returns video for the returns process for agents that are not DGs and for
sites that are located in the US.
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Pharmaceutical Management Branch SHIPMENT RECORD OF CLINICAL, | Courier: Federal Express
Cancer Therapy Evaluation Program, DCTD, NCI | prug REQUEST Account # XXXXX

9609 Medical Center Dri Acct Ref # XXXXX
Room 5W228, MSC 9725 00 OO OO AR AN | e 201.4200-0037

mhes?g&ol\g;ﬁ?ggg?gﬁ 240) 276.7693 Date Authorized: 07/28/2014 Order Ref # 0-1038533
ne ax 2 Date Needed: 07/30/2014
Email: PMBaﬂerhoms@ma(ﬂ.nih.gov ¢

NCI Protocol # | NSC | AgentName |  Strength & Formulation | QTY |  MFG&LOT#

1DS-1212 683864 Temsirolimus (CCI-779) 25 mg For Injection 4 WYP
1.2 mL Vial AIVIG
dual pack

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

A DG is a compound requiring special labelling and packaging for shipping. The **DG**
notation is located on the Shipment Record under the agent name. Any stock notifications
issued for a DG will have specific instructions for requesting local destruction.

If your institution does not have the capability for shipping DGs or infectious agents, approval is
required from the PMB for local destruction. This approval must be received prior to
destruction. Local destruction is performed according to your institution’s standard operating
procedures.

International sites should request local destruction for all PMB-supplied agents.
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Pharmaceutical Management Branch
Cancer Therapy Evaluation Program, DCTD, NCI

REQUEST FOR AUTHORIZATION FOR LOCAL DESTRUCTION
{Email completed request to PMBafterhours@mail.nih.gov)

Investigator Name:

CTEP i 0

C

NClp

Agent name: NSC number:

Agent strength Lot number Quantity to be destroyed

Reason the agent will not be used:
(expired, protocol complete, etc)

Mame of requestor:
{ i . shippi ignee, or authorized ordering designee)

Ti number of

Signature

Local destruction may NOT occur before receipt of written authorization from PMB

To begin the process, obtain the “Request for Authorization for Local Destruction” form. If you
do not have this form, contact the Local Destruction Coordinator at
PMBafterhours@mail.nih.gov.
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Save As Reset

Pharmaceutical Management Branch
Cancer Therapy Evaluation Program, DCTD, NCI

REQUEST FOR AUTHORIZATION FOR LOCAL DESTRUCTION
({Email completed request to PMBafterhours@mail.nih.gov)

Investigator Name: b

CTEP Investigator 1D
State University Hospital

Complete shipping address of site:
321 Main Strest

Mowhers, LS

MCI protocol number: 1234

Complete each field in the form. The Investigator on the form should be the same investigator
on whose behalf agent was ordered or transferred. This is also the same investigator who is

listed on the DARF.
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on Anm

e ol et ol
MEC 7574, Ewthatda, WD JIEE3- 1974 ATTH: PRA{IGIS-0813) dorm e s eire:
Meticnal Institules of Health

PAGE NO 1
Hetional Cancer institute
Investigational Ageg:a ?;goﬁgngﬂlty Record e et andDia NTROL RECORD B

Cancer Therapy Evaluation Program SATELLITE RECORD O

MName of Institutien: N nvestigator Mame: CTER Investigator ID:
State University Hospital John Smith, M.D. 999989
Protocol Tile:

NECI Protocel Moo Local Frotocol He: Cispensing Area:
DS Pharmacy - Sth Floor Room A100
Bottle size (e.g.. # tabletsiottie):

34 Tablets/bottle

Phase 2 trisd of pazopanib for the treatment of pasients with advenced renal cel carcinoma, 1234 SUH-001

Agent Name: Dose Form and Strength:

Pazopanib hydrochloride (NSC 737754) 200 mg Tablets

Line Patlent's ) Cuantity Balance Ferward Manutacturer
He. Initials Fatient's ID No. e

N
Dt Balence ardLa e,

Notice in the example provided here that local destruction is being requested on behalf of Dr.
John Smith for pazopanib 200 mg tablets used on NCI study 1234.
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expired, protocol compleie, etc

John Doe

Name of requestor:
(Investigator, shipping designee, or authorized ordering designee)

Telephone number of requestor: st
Email address of requestor: \th"Doe@state.edu
10/27/14, ‘
Date Signature

Local destruction may NOT occur before receipt of written authorization from PMB

The form must be signed by the investigator, shipping designee, or an authorized ordering
designee prior to emailing to the PMB.
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Pharmaceutical Management Branch
Cancer Therapy Evaluation Program, DCTD, NCI

PMB-Supplied Agent Destruction Authorization

John Smith, M.D. CTEP Investigator |D: 999993

cl/o Jehn Dee, Pharm.D. Requestor's email: JohnDoe@state edu
State University Hospital Requestor's Phone: 123-455-7390
Main Pharmacy

321 Main Street

Nowhere, US

*You have been granted ization by the P Branch, NCl fo arrange
for the destruction of the agent listed below. This dlsposmnn has been requested because the
agent is expired.

NCI Protocol 1234
Pazopanib, 200 mg tablets MNSC # 737754
Lot: GLX09735555 Quantity: & bottles

Please cerify destruction below. Email this form to the Ph armaneuhcal Management Branch, NCI
at PMBafterhours@mail.nih.gov with a copy of the NCI i Agent (Drug) A tability
Record Form (DARF) page that d the If the icn cerification and
DARF are not received by the PMB within 30 days of the authorizatien date, approval for local
destruction is rescinded.

|
_ 1002814
PMB Autharized Signature Authorization Date

| certify that | have desfroyed the above listed PMB ied agent in with the
appropriate institutional policies for the destructicn of chemical, hazardous, or infectious waste.

111414,
Date of Destruction

John Doe
Mame and Title Signature

Far PE use oniy:

Final Disposition:
B RETURN NUMBER: _R14318-0023 [ RESCIND:

PME Sig : Date:

Retain this t, attached to the appropri DARF, for as long as the
DARF is retained.

oo PME Agent [ i ization Fils

If approved, the PMB will send a signed authorization letter that contains details of the request
and authorizes you to destroy the approved quantity. Proceed with destruction according to
institutional policy and applicable regulations and record destruction of the supply on the
appropriate DARF.
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Local Degtruction per PME

. 7/11/2014 | Receiveq from the NCI +20 2 GLX 09735555 JT

1 | 712802014 | BT 1234002 [B00mgcaily | -2 2 GLX 87654321 AB 82412014 4 tabs A
i | 7232014 | BT 1234002 |800mgdaily | -2 18 GLX 09735556 AB 8124120141 Bl + 4tabs  ZA
| 8172014 [Retumned]rom Med. OFf Bild. A Satellte | +4 22 GLX 87654321| JT

15 hB/212014Retum to jne NCI Clinical Repository -4 18 GLX 87654321 AR Jai31/2014

- w Transfer o NCI Protocel 2§41 (T14273-0041) - 10 8 (GLX 09735555 | ZA

| 11/42014 Authorization | -8 0 IGLX 09735555( ZA

Documentation should be made for the proper lot, quantity and date of destruction. If more

than one lot was destroyed, use more than one line.

In our example DARF, destruction of pazopanib 200 mg tablets occurred on November 4, 2014

and is documented on line 17 as having been authorized by the PMB.
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Pharmaceutical Management Branch
Cancer Therapy Evaluation Program, DCTD, NCI

PMB-Supplied Agent Destruction Authorization

John Smith, M.D. CTEP Investigator 1D: 999999

cl/o Jehn Doe, Pharm.D. Requestor's email: JohnDoe@state edu
State University Hospital Requestor's Phone: 123-455-7390
Main Pharmacy

321 Main Street

Mowhere, US

*fou have been granted authorization by the Ph tical h Branch, NClto arrange
for the destruction of the agent listed below. This disposifion has been requested because the
agent is expired.

NCI Protocol 1234
Pazopanib, 200 mg tablets NSC # 737754
Lot: GLX09735555 Quantity: 3 bottles

Please cerify destruction belew. Email this form to the Pharmaceutical Management Branch, NCI
at PMEBafterhours@mail.nih.gov with a cepy of the NCI Investigational Agent {Drug) Accountability
Record Form (DARF) page that d the i If the icn cerification and
DARF are not received by the PMB within 30 days of the autheorization date, approval for local
destruction is rescinded.

|
1028014,
PMEB Authorized Signature Authorization Date

| cerify that | have desitroyed the above listed PME: ied agent in with the

appropriate institutional policies fer the destruction of chemical, hazardous, or infectious waste.
1114714,
Date of Destruction

John Doe
Mame and Title Signature

For PLE use only:

Final Disposition:
B RETURN NUMBER: _R14318-0023 1 RESCIND:

FME Sig : Date:

Retain this t, attached to the appropri DARF, for as long as the
DARF is retained.

R=TTT- o s iactice Til

After destruction has occurred, certify by signing the form and then email it to the PMB with a
copy of the appropriate page of the DARF documenting the destruction. Only the page of the
DARF reflecting the destruction should be submitted. If this documentation is not received by
the PMB within 30 days, the local destruction authorization is rescinded.
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Pharmaceutical Management Branch
Cancer Therapy Evaluation Program, DCTD, NCI

PMB-Supplied Agent Destruction Authorization

John Smith, M.D. CTEP Investigator 1D: 999999

cl/o Jehn Doe, Pharm.D. Requestor's email: JohnDoe@state edu
State University Hospital Requestor's Phone: 123-455-7390
Main Pharmacy

321 Main Street

Mowhere, US

*fou have been granted authorization by the Ph tical h Branch, NClto arrange
for the destruction of the agent listed below. This disposifion has been requested because the
agent is expired.

NCI Protocol 1234
Pazopanib, 200 mg tablets NSC # 737754
Lot: GLX09735555 Quantity: 3 bottles

Please cerify destruction belew. Email this form to the Pharmaceutical Management Branch, NCI

at PMEBafterhours@mail.nih.gov with a cepy of the NCI Investigational Agent {Drug) Accountability
Record Form (DARF) page that d the i If the icn cerification and
DARF are not received by the PMB within 30 days of the autheorization date, approval for local
destruction is rescinded.

|
1028014,
PMEB Authorized Signature Authorization Date

| cerify that | have destroyed the above listed PME: ied agent in with the
appropriate institutional policies for the destruction of chemical, hazardous, or infectious waste.

111414,
Date of Destruction

John Doe
Mame and Title Signature

For PLEB use
Final Disposition:
B RETURN NUMBER: ®R14315-0023 B RESCIND:

PME Sig £ Date:

Retain this t, attached to the appropriate DARF, for as long as the
DARF is retained.

. DIE Anani D i izoting il

Once the PMB reviews and approves the submitted documents, the completed destruction
authorization form will be emailed to you with a return number.

If authorization is rescinded, this will be documented as the final disposition instead of a return
number.

Regardless of the final disposition, the authorization form must be retained with your
accountability records to have available for auditing purposes.
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¥#**LOCAL DESTRUCTION WARNING LETTER***%

Date: 11/11/2014

To:  John Smith, M.D. CTEP Investigator ID: 999999
c/o John Doe, Pharm.D. Requestor’s email: JohnDoe(@state.edu
State University Hospital Requestor’s Phone: 123-456-7890
Main Pharmacy
321 Main Street
Nowhere, US

Subject: NCI Protocol: 1234
Agent Name: Pazopanib, 200 mg tablets NSC # 737754
Lot: GLX09735555 Quantity: 8 bottles

Both the certified destruction letter and the appropriate NCI Investigational Agent (Drug)
Accountability Record Form (DARF) must be received by the PMB within 30 days of the
authorization for destruction dated 10/28/2014. This Local Destruction Authorization will be
Rescinded (withdrawn) on 11/25/2014 if the required documentation is not received. Please
contact the local destruction coordinator if you have questions.

Thank you,

Local Destruction Authorizer

Professional and Scientific Associates, Contractor for
Pharmaceutical Management Branch (PMB)

Phone (240) 276-6575

Email PMBafterhours@mail.nih.gov

If authorization for destruction has been granted and the required documentation has not been
provided 2 weeks after the date of authorization, the local destruction coordinator will email a
warning letter to the requestor. The authorization will be rescinded after 30 days if required
documentation is not received.

In this example warning letter, the PMB is reminding John Doe that he has not yet adequately
documented destruction of expired pazopanib 200 mg tablets for Dr. Smith’s protocol after
authorization was granted on October 28.
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appropriate institutional policies for the destruction of chemical, hazardous, or infectious waste.
1104714
Diate of Destruction

John Doe

Mame and Title Signature

N

For PL4E use onfy: \

Final Disposition:
n RETURHN NUMEBER: ‘ RESCIND: __ incomplete documents = 30 days__

PME Signature: Drate: 12114

Retain this completed document, attached to the appropriate DARF, for as long as the
DARF is retained.

co: PME Agent Destruction Authorization File

The most common reasons for rescission of local destruction authorization include:
¢ Date of destruction occurs before date of authorization
* Destruction is not reported within 30 days of authorization

In our example, destruction authorization was rescinded because the required documents were
not provided within 30 days of authorization.
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Reasons for Denial of Local Destruction Request

e Agent was not supplied by PMB 'gt “

e Agentis a i %tlo Jan‘ﬁfot has not expired
anc‘l ﬁ’éd to another protocol

‘&gent is not a DG or infectious

Keep in mind there are several reasons why your initial request for local destruction may be
denied.

e Agent was not supplied by PMB
e Agentis a DG or infectious and lot has not expired and can be transferred to another protocol

e Agentis not a DG or infectious

If your local destruction request is denied, follow the directions specified by the study sponsor.
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MNATIOMAL CANCER INSTITUTE Home | Saemap | Contact CTEP | Secure Access Login
DCTD Division of Cancer Treatment & Diagnosis I| & |

CTEP Cancer Therapy Evaluation Program
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Lt pdaes: QRTATA

Agent Management
+ Plley and Guidalings for (PDF) (06/14)

» Policy and Gui for Z Agent Qrdering (POF) (0915)
« Online Agent Order Processing [OADP)
« Registar for an IAM Account (Required)
* Subumit OAOP Orclers

+ Policy and Gui for and Storage igatiunal Agents (PDF) (12113
= NG Agent Record Form (PDF)
+ NCl Investig Agent Record Form for Oral Agents (POF)

« Puolicy and G tor g Agent Translers (POF) (D614)
= NCI Transfer Investigational Agent Form (PDF)
- Policy and for i Ay {POF) (0614
~ + NCI Return Investigational Agent Form (POF}
+ Policy and for Agent Local (POF)

+ Links to Commercial Drug Shortage Resouress

o ool in Modwatch e s an

idenifid by FDA

. — FOW Web site far drug shortages. Provides most
curtenl infoernation from FIA

- htp ASHP web sile or drusg shostages. ion tegarding
shortages from American Society of Haalth Systams Phamacists.

CDC websita for Vaceing

provides

The Policy and Guidelines for Investigational Agent Local Destruction and other topics
mentioned in this video can be found on the PMB website under Agent Management. Our FAQs
also provide information on related topics.
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Pharmaceutical Management Branch, CTEP, NCI

& Email

e PMBAfterHours@mail.nih.gov
Agent Returns Phone

Agent Transfers (240) 276'6575

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 240-
276-6575, Monday through Friday from 8:30am to 4:30pm Eastern Time or by email at
PMBAfterhours@mail.nih.gov any time.
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