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*So let’s try to help
sort this out...
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Presentation Objectives

* Pharmacy security is important. Are supplied drug
stored under proper conditions? Are the NCI DARFs
being used and correctly maintained? What are the
expectation at the time of the audit?

* |s storage of drug appropriate?

* DARFs ~ Drug Accountability Record Form

e Standard DARF
e Oral DARF
e eDARF
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Security

* Access to Pharmacy

* Who has access?
* Pharmacy Staff
e Research Staff
* |s the unit locked ?
* Badge Access
* Key
* Abell to get intothe Pharmacy
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Authorized Prescribers

* Who are the authorized Prescribers?
* Are all Investigators CTEP registered?

*|s there a process in place to be sure each
investigator remains compliant ?

* Only Physicians can be CTEP registered to order
and dispense investigational drug. Nurse
Practitioners, PA and NP cannot order supply

drug unless the order is cosigned by a CTEP
registered Physician
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Storage

*|s there temperature
monitoring?

e |s there an Alarm

* Shelf storage
* |s the study drug stored
separately from commercial
drug?
* |s the returned drug stored
separately?

* How are patient drugs
returned?
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DARF
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DARFs

* Drug Accountability Record Form
e Standard DARF

* Oral DARF

* eDARF

* These DARF’s are used to track the disposition of
investigational agents used for NCI clinical trials

e DARF forms can be found on CTEP website:
http://ctep.cancer.gov/forms

FOR CLINICALTRIALS IN ONCOLOGY



Standard DARF

[ PrintForm || SaveAs || Reset Form |

Collection of this Information s authorzed under 21 CFR 312.57. The Information IS collectad 10 ensure compilance with Food and Drug Adminizration (FDA) requirements for NCI OMS No. 03250513
az an IND and that %3l apents are under the control and accounted for Dy competent authority. The information may be disciosed 10 researchers for Expires: 03/21.2019
Investigational purposes, sponsors of cinical trials and ther company collaborators, the appiicabie Instituional Review Scard, NCI, FDA, and the Department of Heaith and Human N#-2353

Services. Submiszion of thiz information s voluntary however, In order %0r you 10 conduct 3 study In accordance wih reievant, current protocols, you must compiets il Nields.

Fubiic reporting burden for this collection of information IS esSmated 10 average 4 minutes per response, Incuﬁ‘qthetme‘orm‘edng msructionz, 2earching exizting dats zources, m'tﬂnoaﬁdmanaﬂng
e data needed, and compietng and revieaing the collection of information. An may not 4 or cp anda Ic not to to.a it
dicplayc a ourrently valid OME control number. Send comments regarding thiz burden estmate or any ofher aspect of this collection of rforation, mmmm.vmmmam to: NIH,
Froject Clearance Branch, €705 Rockliedge Drive, MEC 7374, Sethesda, MD 20SS2-7S74, ATTN: FRA (0925-0512). Do not retumn the compieted form to this address.

National Institutes of Health Diwvision of Cancer Treatment and Diagnosis PAGE NO
National Cancer Institute Cancer Therapy Evaluation Program - -
CONTROL RECORD L

Investigational Agent Accountability Record SATELLITE RECORD [

Name of Institution: NCI Protocol No.:

Agent Name: Dose Form and Strength:

Protocol Title: Dispensing Area:

Investigator Name: CTEP Investigator ID:

Line Patient’s Quantity Balance Forward Manufacturer Recorder's

No. Date Initials Patient’s ID No. Dose Dispensed or and Lot No. Initials
Receved Balancs

1.

2

3

4.

5.
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Oral DARFs

* Must be used for all NClI studies using an oral agent
* All headers must be completed

* You must use the correct dispensing row to document
patient drug return by completing the date returns and
the quantity returns
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[CPrintForm ][ Save As ][ Reset Form
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Investigational Agent Accountability Record
Oral agents ONLY

Wndknii
Nationa! Cancer thute
Orutson of Canver Treatrment and Daagrnows
Cancer Therspy Dvaluation Program

PAGE NO
conNTROLRECORD O

SATELUTE RECORD O

Name of rRttor vewoator Norre CYEP rvestigalr 10
Protocsl Te N Protocs No Local Pratoca No Dagenseg Aces

Agert Nare Dose Foamm and Strength Bctfe sire do g . ¥ labletwbotte )

Lne Patiert's

o Dwte s Patant s 1D N Cwme

/ﬁ Quanany s
e )
 Returrad | Retumed
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DARF - Headers

* Common audit errors or Missing information
* Protocol title
* Dispensing Area
e Control/Satellite check box
e Page number(s)
* Dose form and strength
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DARF

e Common audit entry errors
* Entry of the drug received from the NCI
* Patient initials not listed
e Balance totals not completed
* Correct patient dose
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Example of an incomplete DARF

Cobiaction of (MG IMOmehion & sulharized under 21 CFR 312,67, Thiz mformaticn s collecied o ensure ocrrphra with Feed and Dnag Administration (FDA) requiremments for NCI as ar IND spanscr and that rivesigalionsl agents are under the Form Approved
for ¥

conrol ara accouried for by competent autharily. The infarmason may be disciosed 1o ¢ | purposes, of clinical irials and thair comgany collaborstons, the appiicable Instindunal Review Board, NCI, FOA and OMB No. 09250513
Ceparyment of Heakh ard Human Senvices, Submission of this wvormation & waluntary. Fowswer, in ordey for you to conduct 8 stuay In socordance with relevent, cument protocels, you must x«vlm o fakds, | Expies 0073120139

Fubiic reportrg burden for this callection of infenmalien is eslimeled o aversge 4 minules per response, Includng the sme for mviawing iInsrucions, SasChing aising data ing the coln necded and cormpletng and revewing e colacion of
Informas oo An agency may not conduct of spansor, and a person Is not required to . on unkess it displays a currently valid OMB control mnlm Send comments Tis bardan calimala of Gy oI 85pect of this
callection of informsten. insludng suocesters o reduang this burdan, 17 NIH, Prowe! Clearsres Br.mr- 8705 Rockiedgs Drive MSC 7874 Sethesds MD 20832.7874 ATTN: PRA (0925-0513) Do not ratum the corgleied foem 1o this sccress

National Institutes of Healtn PAGE NO.

National Cancer Institute
Division of Cancer Treatment and Disgnosis | CONTROL RECORD [
SATELLITE RECORD [

Cancer Therapy Evaluation Program

Investigational Agent Accountability Record
Oral agents ONLY

Name of Institution: Investigator Name: CTEP Investigator 1D:

Hematology and Oncology of America Janey Smith, MD 987654

Protocol Title: ‘ . —nl NCI Protocol No: Local Protocol Na: Dispensing Area:

mlﬂ:;’fﬁlm.‘mno va. Ereahtamide one ara P for Castralz A031 201 CO ntrol Pharmacy

Agent Name: Dose Form and Strength: Botlle size {e.g,, # 1ablets/bottle):

Enzalutamide 120 capsules/bottle

Line Patient's Quantity Balance Forvard Manufacturer Recorder's | Expiration Date Quantity | Recorder's

No. Date Inifiats Patient's 1D No. Dose Dispensed cf and Lot No. Initials Date (if Patient Patient Initials
Received Balance available) | Returned | Returned

o Lb-l- 45 RW 11 1] ) | HOm¢ | —[bott 12395~ | PMR | 7-3/-/7 (291 | Hspolke| PME

7-[-15

reed

RWw

Ligfe

4 3hotys

23Ys-&

Pmi3

G-15-17

- [boklr

12395-¢

PHB

7-3H7727-K

2 |b-2%1S
4 7“ ; 'l;

T3

L222122

ll 1.Y/112

12395=¢

P13

Stapila| PHE

227-L

R W

ML

RSN

- bof,

2345- ¢

PMi3

7/3417;
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Cobaction of IMN& INormehion & sulharized under 21 CFR 312,567, Thiz mformaticn o coliecied $ ensure m‘rphrec with Feed and Dnag Administration (FDA) requiremments for NCI as ar IND spanscr and that rivesigalionsl agents are under the
for ¥

conrol ard accouried Sor by competent autharity. The Informason may be discicsed 1o ¢ of dinical irials and thair comgany collaborsters, the 8ppiicadle Instindunal Review Board NCI, FOA ard

Example of an incomplete DARF

| purposes,

Ceparyment of Heakh ard Human Senvices, Submission of this wvormation & weluntary. Fowswer, in ordey for you to conduct a stuay In socordance with relevant, cument protocels, you must comglene s fakis,
Fubiic reportrg burden for this callection of infenmalien is eslimeled o aversge 4 minules per response, Includng the m for eviawing InSruCIons, SAs CNing axsing dats sources, gathering and maimianing the dols noaded and cormpletng and revewing e colacion of

Informa oo An agency may not conduct of spansor, and a person Is not reg oril
callection of informsten. insludng suocesters o reduang this burdan, 17 NIH, Prowe! Omm.u Bro'xr- 8705 Rockiedgs Dnve MSC 7874 Sethesds MD 20822.7874 ATTN: PRA (925-0513] De notra
National Institutes of Health

National Cancer Institute

Investigational Agent Accountability Record

Oral agents ONLY

Division of Cancer Treatment and Diagnosis
Cancer Therapy Evaluation Program

C

PAGE NO.

SATELLITE RECORD [

Form Approved.
OMB No. 09250513

| Expres _ca@io01s

unbess it displays 8 currently valid OMB control number. Send comments regarcing $is burden calimale or Gy I 85pect of this

Name of Institution: Investigator Name: CTEP Investigator 1D:

Hematology and Oncology of America Janey Smith, MD 987654

Protocol Title: NCI Protocol No: Local Protocol Na: Dispensing Area:

Prose Camr T, b e o s Rt A031201 Control Pharmacy

Agent Name: Dose Form and Strength: \>Boﬂle size {e.q., ¥ tablets/bottle):

Enzalutamide ~_—"1120 capsules/bottle

Line Patient's - _Cluanlil‘y Balance Forvard Manufacturer Rect_)fder’s Expimipn ' Da}e Quamhy Reof)(ders

No. Date Inifiats Patienl's 1D No. Dose Dispensed cf and Lot No. Initials Date (if | Patient Patient Initials

Received Balance available) ! Returned | Returned

—1b-0- 4 RW [N | YOme | = bott, 12395~ | PMR | 7-3/-/7 (291 | Hspolke| PME

=7~ [/5 | recd ' YOhe | + 3botts 234s-6 | PHI3 |9-1517

\

RWw

Ligfe

b-2%-1§
2- 5L

T3
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/

- [bohle

12395-¢

PHB

7-314 72 727-K

Stapia| PHD

ll 1.Y/112

12395=¢

P13
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- boH,
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/
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PMi3

7/3L/7“j
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Completed Oral DARF

Colecicn of the mformalion is sutonzed under 21 CFR 312.57. This nfcrmation is :nbnbd w ors.re cwolantﬁ with Food and Orug Adminsirsbion (FDW) requiremants for NC| as an IND sponisor and that iwestigational agents are under th: FOIm Appe o

cortral and accounted for by coegetant authory, The n’unusonm-y be d o PUPCSRS, SpOraons of chrical ¥ids 2o thew compaiy colaborators, the applicable Instutiona? Review Boand, NCI, FDA and OMB No. 0e25-0612
Deportment of Health and Hamar Servicas. Submvssion of 195 hon is m‘m) numﬁrmbwﬁdamﬂ,hmﬂnm With rabeant, cument peotocols, you must complete il dekds. Expres. 0373172019

Pubhic recoring burden fo° this ooliection of informakion is esimaled o average 4 moutes par response, Mekaing ™ time for Teviewing instrustions, ssarching exasting CGata S0urTes, QATHerng anc mariainrg e dala nescad. and cirpletng and reviewing the callaction of
~éormebion. An agency may not conduct of spoasor, snd & pearson is not reg for to,a of unless it splays » ‘valid OMB control number. Send commaents repardng this burdan asimale o any other sspedt of the
Scliecton of irformabon, nolading SLEges! ons for feducing 1s burden. ko NI Project Clearance Srarch, 5705 Recidadgs Deiow. MSC 7974, Bethasco. M0 m'*;u ATTN: PRA [CS25-0513). Da 7ot ratum the compiatec form 15 this sddrass.

National Institutes of Health PAGE NO. /

National Cancer Institute
CONTROLRECORD M

Investigational Agent Accountability Record :
Division of Cancer Treatment and Diagnosis
SATELLITE RECORD [J

Oral agents ONLY

Cancer Therapy Evaluation Program
Name of Institution: CTEP Investigator 1D:

Investigator Name:

Hematology and Oncology of America Janey Smith, MD 987654

Prolpcol Tille: v NCI Protocol No: Local Protocol No: Dispensing Area:

Frose o SIS ASSmistins am Penzons fr G Russnnnestc 1 A031201 Control Pharmacy

Agenl Name: Dose Form and Strength: Bottle size (e.g., # tablets/bottle):

Enzalutamide 40 mg capsules 120 capsules/bottle

Line Patient's ) Quantity Balance Forward Manufacturer Recorder's | Expiration Date Quantity | Recorder's

No. Dale Initiale Patient's ID No. Dose Dispensed or and Lot No. Initiats Date (if Patient Patient Initials
Received Balance available) | Retuned | Retumed

1 |5-20-)5| er [ram biolots  “Ome | +3botlly 3 17345¢ | PMB | 73117

2 le-1-4s| RW 110114 ljgm;__uutﬂ‘_z 127456 | PR | 7:30/7 625 | 10spsh, Pms

2 |b-2¢B1 AW TN Yome | ~ Lbokfle| | 12345 ¢ | P 3 |7 31IA 7275 Go gl PUIR

o 17-1-45 | reed Pmm%c Ynis | + Ybollia| 5 234Y5%- 7| Pmiz |9°15-17

s [7-55 TR 22212 Home |~ bottle| 4/ 23057 | PM| 91517

e |7-2745 pW [1]L/1]] t/am; ~lbotllel 3 [2345-L | PM3f7-3447

1 (8- IS|TE 2222222 YOmy; | = Lholle) Z 1 23Y5-¢| PR \7-3147
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eDARF’s

* |f a Pharmacy accountability software is used, a paper copy must printed
for the audit that is identical to an NCI DARF

* The NCI/PMB does not endorse any pharmacy software package
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DARF’s shipping receipts
Study specific vs. Patient specific
Standard Order Shipping Record

* How is drug

I 1 d ? Pharmaceutical Management Bnnch SHIPMENT RECORD OF CLINICAL Cm
I H Cancer v Evaluation Program, DCTD, NC1 7 Account £
supplie $609 Medical Center Drive e e L Acct Ref &

R RN DT

Date Authorized: 08/122014

Room SW228 MSC 9725
Bethesda. MD 20892.9725
Phooe (230) 276-6575 Fax (2300 274 7202

Order # 2014224-0043
Order Ref 2 0-1039409

* |s the DARF

Late Needed: US o zvis

| Emaul: PAMR -2 Lowrsarmail ath gov |
StU dy \.\CT Protocol# | NSC | Agent Name | Swength & Fornmlatica | OTY | MFG & LOT =
m% 1111 724772 Soraferub (BAY 43-9006; 200 mg Tablets 4 BAY
Nexavar) 130 Tablets Bortle CT1931/32

(open
label) ?

specific i

==

Patient-Specific Order Shipping Record

* |Is the DARF
P atient Pharmaceutical Management Branch SHIPMENT RECORD OF CLINICAL Courier .
" Cancer Therapy Exalustion Pogram, DCTD, NCT| DRUG REQUEST Account #
Iy C =
specific Room SW228, MSC 9725 (0 ||l|||]||||l||||||l|||ll|||||||l||||||| TOHREO0NN | Orger # 2014224 2008-BLI
Bethesda, MD 20892-9725 Date Authorized: 08/12/2013 Order Ref # 0-1039409
( double- Phone (240) 276-6575 Fax (240) 276-7893 Date Needed: 08/26/2013
Email: PMBafterhours@mail nih gov
blinded ) ? NCI Protocol # | NSC__| Agent Name | Strength & Fornmlation | OTY | MFG & LOT #

E1111 724772 Sorafenib 200 mg or Placebo bottie 140 Tablets B

?

o
—
PATIENT ID: 1212121 PATIENT INITIAL: A, XX

The key is to check the drug
receipt
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DARF Drug Returns

* Returns
* Follow protocol for return or destruction

* If possible transfer drug to another study , they will need to follow PMB
guidelines.

* Returns should be done within 90 days per CTMB guidelines (this is not
pharma)

* All documentation of return or destruction of drug should be maintained
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Pharmacy audit results

* Pharmacy review categories are either compliant or non-compliant

* If the Pharmacy section has too many non-compliantissues an
unacceptable rating will be assigned.

* An unacceptable will require a re-audit within 12 months

* Re-audit can be for the pharmacy section only or a full re-audit
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* PMB information
* http://ctep.cancer.gov/branches/pmb/

* Newsletters
* Pharmacy training Videos

 CTMB guidelines
* Section 5.3

ctep.cancer.gov/branches/ctmb/clinicalTrials/
monitoring
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Questions
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®© Onginal Astent
Reproducthon s obtanable froem
wwrwe Cantoon = O

"Iv's safe to come ou? - the auditors have gone ™

FOR CLINICALTRIALS IN ONCOLOGY



FOR CLINICAL TRIALS IN ONCOLOGY

2016 Fall Group Meeting
November 3 -5 / Chicago, IL




