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Learning Objectives 

ÅDescribe drug management planning and 
preparation activities. 

ÅDiscuss tools for drug inventory and drug 
accountability tracking. 

ÅDefine implementation challenges and quality 
assurance considerations. 
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What is Drug Accountability 

ÅMore than simply counting pills. 

ÅA process to ensure that research participants 
receive the correct study drug and dosage, so 
that effects seen in the study can be linked to the 
medication administered. 

ÅThe FDA has listed drug accountability as number 
3 in a list of top 5 pitfalls. 
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IP Management and Preparation 

ÅEveryone involved in early development, training, 
and implementation of the IP management and 
accountability 
ïCCTN ς> guidance, supportive resource  
ïLead Node ς> procedures and logs for tracking 
ïCCC ς> drug manufacturing and supply with 

subcontract vendors 
ïDSC ς> electronic data capture system 

setup/maintenance 
ïSite staff ς> approvals/certification, trained on the 

procedures and requirements, site level SOPs 
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IP Management Process Flow in the CTN 
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GCP Standard and Regulations with IP Management 

ÅGCP guidelines require (GCP (E6) 8) 
ïDocumentation of IP and trial-related materials shipment. 

ÅFederal regulation (21 CFR 312.62) requires 
ïInvestigators to maintain adequate records of the disposition of 

investigational drugs, including dates, quantities, and use by 
ǇŀǊǘƛŎƛǇŀƴǘǎ ώŀƴŘϐΧǊŜŎƻǊŘǎ ƻŦ ǊŜŎŜƛǇǘ 

ïMaintain adequate case histories for all participants in studies 
that involve the use of investigational products 

ÅRetain IP records 
ï2 years after the date a marketing application if approved for 

the drug for the indication for which is it being investigated by 
the U.S. Food and Drug Administration (FDA) or for 2 years after 
the study is discontinued and the FDA is notified 

ïCTN requires 3 years documentation retention 
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Clinical Coordinating Center (CCC) ς  
Prep for IP Manufacturing and Supply 

ÅManufacturer/Supplier 

ïVendor Identification 

ïNegotiation/agreement/funding 

ïPackaging/shipping 

ïCentral Pharmacy Coordination 

ÅIP Analytical Testing and Reporting 

ÅCollect requirements for drug shipping to sites, 
drug returns, replacement, and destruction 
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Regulatory Requirements and Supplier Reporting 

ÅSites must provide the CCC with their IRB approval 
prior to shipment of IP to sites 
ÅFor controlled drug (e.g., Buprenorphine or 

Suboxone), site PI, physician, clinician must provide 
the DEA registration for Receipt of Drug for the 
central Pharmacy to ship IP to the site address 
ÅCCC provides reports to regulatory authorities, which 

may include the IP testing certification or IP 
accountability logs 
ÅCCC provides additional reports to IP suppliers 

(reporting requirements vary) 
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IP Management and Coordination Challenges 

ÅMultisite trials with sites located in various regions 

ÅDetermining when to Manufacture and Supply 

ïShelf-life; expiration and replacement of IP 

ïSite readiness for study implementation 

ïAvoid wasted IP and money  

ÅMaintaining On-Site Adequate Study IP 

ïSupply hoarding and last minute requests that occur 
with manual reordering process 

ïRate fluctuations in enrollment across sites and time 
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///Ωǎ ǎƻƭǳǘƛƻƴǎΥ ! ŎŜƴǘǊŀƭƛȊŜŘ ƳŜŘƛŎŀǘƛƻƴ ŀƴŘ ǎǳǇǇƭȅ 
inventory tracking and reordering process 
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ÅAdvantage eClinical or AdvantageEDCSM  for inventory 
tracking  

ÅProgrammable reports communicate with the EDC 

Å3-step process: 

 



Advanced Features for Drug Utility 

ÅMore complex customizable drug utilities can be 

developed within the electronic randomization 
system, if needed.  

ÅFor example, for blinded medication the 
system could be set up to send the drug 
supplier an email containing a list of drug kits 
to ship to sites. 
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Strategies for Ensuring Receipt of Drug 

ÅSites will receive an email from EMINENT indicating 
that their medication shipment is in route (with 
relevant tracking numbers provided)  
 
ÅUpon receipt of medication from EMINENT, sites 

must : 
ïImmediately open carton and inspect and confirm 

that all listed contents were received in 
appropriate and usable condition.  
ïFill out and return shipping acknowledgment form 

to EMINENT via fax provided on shipping form.  
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Local Procurement of Medications  

ÅMedications that are not study drugs and the 
research site is responsible for obtaining  and re-
ordering directly, not through the CCC.  

ïFor example, naloxone (used for the naloxone 
challenge in CTN-0051, CTN-0055)  

 

 

 

13 



DEVELOPING AND MAINTAINING IP 
ACCOUNTABILITY LOGS 

CTN-0051 
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Developing Tools for Site Tracking ς Lessons from 
CTN-0051 

ÅInventory 

ÅStorage 

ÅDispensing 

ÅDocumentation 

 

CTN-0051 is an open-label study. The medications are 
Suboxone, a scheduled drug donated by Indivior 
(formerly Reckitt-Benckiser), Vivitrol, a drug purchased 
by NIDA for the study, and naloxone, which was to be 
provided by the sites. 
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Inventories 

ÅKeep track of how much you have on hand ς each 
medication and dosage. 

ÅShipments in from EMINENT, central pharmacy 

ÅPrescriptions or other tracking of     
administration to participants 

ÅDrug returns 
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Inventories ς CTN-0051 
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Inventories ς CTN-0051 
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Inventories ς CTN-0051 
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Inventories ς CTN-0051 
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Storage 

ÅAll 3 medications had different storage 
requirements 

ÅLocations ς drug safe, refrigerator 

ÅTemperature monitoring 

ÅAccess/security 
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Dispensing 

ÅLocal SOPs 

ÅParticipant medication 
logs 

ÅKeep a record of: 
ïDate 

ïAmount 

ïDose 

ïLot # 

ïetc. 
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Dispensing ς CTN-0051 PPT Medication Logs 
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Dispensing ς CTN-0051 PPT Medication Logs 
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Documentation 

ÅLogs 

ÅCopies of shipping receipts 

ÅPrescriptions 

ÅSignature log(s) 

ÅTraining 

ÅBinders 
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Site Challenges ς CTN-0051 

ÅOpen label ς sites already using these medications, 
extra precautions to keep inventories separate 

ÅProcess ς ǎƛǘŜǎ ŘƻƴΩǘ ƴŜŎŜǎǎŀǊƛƭȅ ǳǎŜ ƛƴŘƛǾƛŘǳŀƭ 
prescriptions in the regular course of business 

ÅSOPs ς {htǎ ŘŜǾŜƭƻǇŜŘ ŦƻǊ ǘƘŜ ǎǘǳŘȅ ǿŜǊŜƴΩǘ 
necessarily followed by site staff that  
were used to doing things differently 

ÅStaff turnover ς in a long trial, folks  
trained initially may not still be the  
ones handling the study drug 
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QUALITY ASSURANCE (QA) IN IP 
ACCOUNTABILITY 

Before, during, and at closeout of studies 



Quality Assurance in IP Accountability 

Based on GCP guidelines, site monitors review:  

ÅIP and shipping records to ensure they are on file 
before the study begins (ICH (E6) GCP 8.2) and 
accountability procedures are adequate for study 
conduct (ICH (E6) GCP 6.4.7). 

ÅIP documentation during the trial to ensure that IP 
has been used according to the protocol (ICH (E6) 
GCP 8.2.23). 

ÅAfter trial completion for the final accounting of IP, 
including drug received, dispensed, returned, and 
destroyed (ICH (E6) GCP 8.4). 
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QA of IP On Site 

ÅSites should ensure that all IP shipment records 
are accurate 

ÅReconcile IP accountability logs and ensure 
storage monitoring logs are current inventory 

ÅEnsure that any excursions are documented 
appropriately 

ÅConsult the MOP module for IP procedures at 
closeout, Destruction Instructions, and Site 
Readiness for Closeout Checklist 

29 



QA of IP On Site 

 

ÅCCC Monitor to work with site staff on drug 
return 

ÅSite staff required to complete the Agent Return 
(IP) Form 
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Guidance for Medication Return for CTN-0051 
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Quality Assurance of IP Records after Closeout 

ÅAddress any outstanding issues and action items 
related to the IP records 

ÅPrepare the IP records for long term storage 

ÅAnswer any questions the CCC may direct to the 
site in the process of reconciling drug logs 
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Additional IP Accountability after Study Closeout 

ÅAll drug logs supplied to Regulatory entities and 
suppliers 
ïSites to provide final drug logs to CCC for summary 

reporting 

ÅCCC to do overall Reconciliation (between 
distribution, receipt, administration, disposition, loss, 
destruction records) 
ÅIP Disposition Procedures 
ïIP returned to the central pharmacy for destruction or 

storage, or 
ïSites may donate the remaining IP (if not expired)  per 

local and institutional policy 
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QA ς Challenges in IP Accountability 

ÅLong visit intervals can lead to participants 
missing doses or misplacing medication 

ÅIncomplete logs lead to unaccounted medication 

ÅMissing information on logs can lead to 
impossible reconciliations 

ÅOmission of transfer documentation  (e.g.,  
shipping receipts) can lead to unaccounted 
medication 
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WRAP UP 
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¢ŀƪŜ ŀǿŀȅ ƳŜǎǎŀƎŜǎΧ 

ÅDrug Management and Accountability is required based 
on GCP guidelines and other regulatory standards 

ÅEveryone is involved, from the sponsor to the Lead Node, 
CCC/DSC, and the research site staff 

ÅDrug management has a lot of moving parts and can be 
complex 

ÅPlan for drug accountability early in the development 
phase of the study; effort up front may save time in the 
end 

Å5ƻƴΩǘ ǊŜƳŀƪŜ ǘƘŜ ǿƘŜŜƭΤ ǘƘŜǊŜ ŀǊŜ ǘƻƻƭǎ ƻǳǘ ǘƘŜǊŜ ǘƘŀǘ 
can be used when creating drug logs for your study 
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