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Objectives 

• Explain the requirements of the research 
pharmacy and roles of an investigational 
pharmacist  

• List the procedures of receiving, handling and 
storing investigational drugs  

• Compare the requirements of industry 
sponsored, cooperative groups, FDA and 
internal audits 
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Goals and Objectives 

Goal:   To be familiarized with the products of handling 
investigational products (IPs) 

 
Objectives:   

 Understand the requirements of research 
pharmacy and the roles of an investigational pharmacist. 

 Procedures of receiving, handling, and storing 
investigational drugs. 

 Compare requirements of industry sponsored, 
cooperative groups, FDA and internal audits. 
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General Background 
Information 

• HUH Research Pharmacy 

• Over 100 active protocols 

• Over 50 active drug protocols 

• Howard University Cancer Center, diabetes, 
sickle cell, prostate and breast cancer, 
melanoma, psychotic disorders, and PI initiated 
studies 

• Two research pharmacist and one technician  
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FDA General Provisions for 

Clinical Investigators 
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FDA Regulations 

• FDA Requirements 

– 21CFR205.50(c) (revised April 1, 2012) 

• Cold Chain Management 

– “Uninterrupted flow of temp. controlled shipment 
from manufacturing through delivery to end user” 
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FDA Requirements and 
Guidelines for Drug Storage  
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Shipping/Receipt 

Insulated Storage Containers 
TempTale, FreezeTag,                                    

Temperature Datalogger 
 

Invoice / Shipping Form 
Confirmation/Acknowledgement 
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Storage 

Security / Restricted Access 
Equipment: 

Subzero (-20°C) and UltraLow Freezers (-70°C) 
Liquid Nitrogen Freezer (-180°C) 

Refrigerator (2-8°C) 
Controlled Room Temperature (15-30°C) 

Temperature Monitoring Devices 
Min. and Max.  

Temp. Datalogger with Alarm System 
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Drug Storage 
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Room Temperature Drug 
Storage-Example 



Georgetown University | Howard University 

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center 

Temperature Monitoring 
Devices - Example 
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Temperature Devices-
Example 
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Temp Monitor Log 

 List Room 

Temperature 

 Refrigerator 

Temperature 

 Freezer Temperature 

 Action Taken 
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Dispensing / Accountability 

• Pre-Printed Study Drug Order Form 

• Accountability Forms 

– NCI / CTEP 

– ACTG / DAIDS 

– Industry Provided 

– Own Form 
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Study Drugs Ordering 

• NCI / CTEP / IAM 

• ACTG / DAIDS 

• Industry / Sponsor Specific Procedures 

– IVRS / IWRS 

– RAMOS 

– Email / Fax  
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Accountability Forms  
NCI and DAIDS 
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Dispensing / Accountability 
Cont’ 

• Monthly Reconciliation 

• Expiry Tracking 

• Quarantine 

• Dispensing of Standard of Care Meds  

– Lots 

– Expiration 

– Manufacturer 
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DRUG ACCOUNTABILITY 
RECORDS 

• Accurate records of all study drug received at, 
dispensed from, returned to and disposed of by the 
study site should be recorded by using the Drug 
Inventory Log.  The log can be provided to you if you 
do not have your own standard format. 

• Inspections of the study drug supply for inventory 
purposes and assurance of proper storage should be 
conducted as necessary. Any significant discrepancy 
should be recorded and reported to the sponsors 
IDS or their designee and a plan for resolution 
should be documented.  
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DRUG ACCOUNTABILITY 
RECORDS, cont’d. 

• Temperature records for drug must be made 
available to the sponsored IDS or other Sponsor 
nominated monitoring teams for verification of 
proper study drug storage.  

 

• Only completely unused study drug vials should be 
retained by the site until a representative from the 
main sponsors IDS or other sponsored IDS-
designated personnel have completed an inventory.  
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DRUG ACCOUNTABILITY 
RECORDS, cont’d. 

• Partially used and completely used drug vials 
should be destroyed according to the site’s 
guidelines, and their disposition should be 
recorded on the Investigational Drug 
Accountability Record Form.  

• All returned medication is to be documented 
on the Drug Accountability Record From per 
institutional policy.  
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Drug Destruction Policy, 
cont’d 

• If the study site chooses to destroy study drug, 
the method of destruction must be 
documented and the sponsored IDS must 
evaluate and approve the study site’s drug 
destruction standard operating procedure 
prior to the initiation of drug destruction by 
the study site. 

 

• WHAT IS YOUR SITE’S DRUG DESTRUCTION 
POLICY? __________ 



Georgetown University | Howard University 

MedStar Health Research Institute | Oak Ridge National Laboratory | Washington DC Veteran’s Administration Medical Center 

Documentations / Records 

• Shipping Documents / Invoices 

• Accountability Logs 

• Temperature Logs 

• Correspondences 

– Emails, Faxes, Letters 

• Memos To File (MTF) 

• Destruction or Drug Return Forms 
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Standard Operating Procedures 
(SOPs) 

• SOPs 

– Storage Procedures  

– Temperature Monitoring 

– Destruction of Study Drugs or Investigational 
Products 

– Storage of Records 
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Sponsor Visits / Audits 

• Pre-Qualification / Site Selection Visit 

• Site Initiation Visit 

• Routine Monitoring Visit (RMV) 

• Close Out Visit 

• Audits 

– Internal 

– Sponsor 

– FDA 
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Questions? 


