University of Iowa Hospitals and Clinics

Policy:

Drug Studies That Are Not Dispensed By the Investigational Drug 




Service 

Purpose:  

To provide guidelines for investigational study drug dispensing and to ensure appropriate drug storage, labeling, dispensing, and accountability of study drugs that are not dispensed by the Department of Pharmaceutical Care  Investigational Drug Service.

Policy Statement:
Dispensing of study drugs by investigators must be consistent with Iowa Board of Pharmacy Examiners, State, Federal, and JCAHO standards, including the Board of Medical Examiners Standards of Practice and Principles of Medical Ethics outlined in the Iowa Administrative Code (IAC) Chapter 13 [653-13.1] Standards of practice--packaging, labeling and records of prescription drugs dispensed by a physician. 


All drugs classified as controlled substances must be dispensed by the Investigational Drug Service.

Procedure:

1.  When an investigator intends to self-dispense an outpatient drug study that will use FDA-approved drugs, he/she will notify the Investigational Drug Service (IDS) of his/her intent at the time the study is submitted to the Human Subjects Office.
2.  Prior to subject enrollment:


a.  The investigator must complete the Investigator-Dispensed Drug Study Form (Attachment 1, Form 75A) and submit it to the Investigational Drug Service.   


b.  An IDS pharmacist must review the information on the form and discuss any potential deficiencies with the investigator.


c.  IDS personnel will visit the  drug storage site(s) to ensure appropriate drug storage conditions. 
3.  Drug storage areas:


a.  Must be locked and inaccessible to unauthorized individuals (i.e., non-study personnel).  

b.  Controlled room temperatures must be maintained in accordance with USP standards for drug storage (20o to 25oC or 68o to 77oF). 

c.  Refrigerators (2o to 8oC or 36o to 46oF) and freezers (-25o to -10oC or -13o to 14oF) used for drug storage must also maintain temperatures in accordance with USP Standards. 

4.  Drug dispensing requirements must meet the standards set forth in the Board of Medical Examiners Standards of Practice and Principles of Medical Ethics outlined in the Iowa Administrative Code (IAC) Chapter 13 [653-13.1] Standards of practice--packaging, labeling and records of prescription drugs dispensed by a physician. 


a.  The drug must be dispensed  in a container which meets the requirements of the Poison Prevention Packaging Act of 1970, 15 U.S.C. ss. 1471-1476 (2001), unless otherwise requested by the subject, and of Section 502G of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. ss. 301 et seq. (2001).

b.  A label will be affixed to the container in which the drug is dispensed.  Preprinted adhesive labels may be used. The label will include:  

· Name, address, and phone number of the physician.  

· Name of the patient.  

· Date dispensed.  

· Directions for administering the prescription drug. 

· Any cautionary statement deemed appropriate by the physician.  

· Name and strength of the prescription drug in the container, or the appropriate code or study name designated by the sponsor. 
5.  The study drug must only be dispensed by authorization of a licensed independent practitioner.  A nurse, research assistant, or physician assistant may prepare the label, but a physician or pharmacist must ensure that the label and drug are accurate.  After the physician or pharmacist  physically checks the accuracy of the product and label, a nurse, research assistant,  or physician assistant may distribute the medication to a subject  in clinic under the supervision and direction of the physician.  Likewise, other staff (including clerical staff) may mail the product to the patient’s address.

6.  Accurate drug inventory and dispensing records must be maintained.

7.  IDS personnel will audit each study at 6-month intervals. The audit will include an inspection of each drug storage site to ensure proper drug storage conditions are met. A random sampling of subject dispensing records and inventory log forms will be reviewed to ensure accuracy and completeness. (Attachment 2, Form 75B).  A copy of the audit form will be provided to the principal investigator and the designated research assistant/study coordinator. Noted deficiencies must be corrected within 30 days.

Approved by the Pharmacy and Therapeutics Subcommittee: 7/05

Investigator-Dispensed Drug Study Form                Form 75A
Study Title:___________________________________________________________

_____________________________________________________________________

IRB Number: ___________________

Principal Investigator: __________________________________________________

Contact person: __________________________ e-mail:________________________



     Phone & Pager # __________________________________________           

Drugs to be dispensed: _________________________________________________

Estimated # of subjects/year: __________Number of dispensing/subject/year:________  

Location where subjects will be seen (Building, Room Number, and/or Clinic): 

______________________________________________________________________

Drug Storage Location (Room Number): ____________________________________

Locked Room (Y/N)  _____________   Locked  Cabinet (Y/N) ____________________

Who has access and/or keys: ______________________________________________

______________________________________________________________________

Measures taken to ensure controlled room temperature (e.g., air conditioning, thermometers): _________________________________________________________

Measures taken to ensure appropriate refrigeration conditions (e.g., refrigerator with min/max recordings, temperature alarms, log documenting min/max temps and corrective actions): ______________________________________________________

______________________________________________________________________

Measures taken to ensure appropriate freezer conditions (e.g., freezer with min/max recordings, temperature alarms, log documenting min/max and corrective actions): _____________________________________________________________________

Attach a sample copy of the label(s) that will be attached to the study drug.









(over)

Attach a copy of the dispensing records and/or inventory log forms that will be used.

Describe below how subject visits and research staff activities will be coordinated to ensure physician dispensing requirements are met:

Submit completed form and copies of the requested labels and forms to Kris Johnson or Joanna Nohr, Investigational Drug Service, Pharmacy, CC101 GH. 






Completed by: ____________________________






Print Name: ______________________________







Date:_______________________________

Investigator-Dispensed Drug Study Audit Form                                Form 75B

The purpose of this audit is to verify appropriate drug storage, packaging, labeling, dispensing and accountability of 

study drugs that are not dispensed by the Department of Pharmaceutical Care’s Investigational Drug Service.

Principal Investigator Audited:





  IRB#






Study Title:














Dispensed Drug:








1.
Drug Accountability (information recorded):

	
	YES
	NO
	Date received

	
	YES
	NO
	Quantity received

	
	YES
	NO
	Manufacturer/Lot Number

	
	YES
	NO
	Recorder initials

	
	YES
	NO
	Name of prescriber

	
	YES
	NO
	Subject's name

	
	YES
	NO
	Dispensing date

	
	YES
	NO
	Drug name/strength

	
	YES
	NO
	Amount dispensed

	
	YES
	NO
	Dispenser's initials

	
	YES
	NO
	Date/amount returned from subject

	
	YES
	NO
	Date/amount stock returned to sponsor

	
	YES
	NO
	Date/amount stock destroyed

	
	YES
	NO
	Inventory checks performed


2.
Storage:


	 
	 
	 
	 
	TEMP.
	 

	
	YES
	NO
	 
	 
	Area locked and inaccessible to unauthorized personnel

	
	YES
	NO
	NA
	 
	Room temperature maintained and recorded

	
	YES
	NO
	NA
	 
	Refrigerator temperature maintained and recorded

	
	YES
	NO
	NA
	 
	Freezer temperature maintained and recorded


3.
A.  Audited subject:







	
	
	
	

	
	YES
	NO
	Documentation of order by authorized prescriber in subjects study record

	
	YES
	NO
	Prescribers order corresponds to dispensing transaction



B.  Audited subject:







	
	
	
	

	
	YES
	NO
	Documentation of order by authorized prescriber in subjects study record

	
	YES
	NO
	Prescribers order corresponds to dispensing transaction



C.  Audited subject:







	
	
	
	

	
	YES
	NO
	Documentation of order by authorized prescriber in subjects study record

	
	YES
	NO
	Prescribers order corresponds to dispensing transaction


	4.
	
	YES
	NO
	Labeling complies with dispensing regulations (place sample label on reverse side).


5.
Deficiencies documented on reverse side.  Documentation of corrective actions must be submitted within 30 days.

Date completed:




  Completed by:














  Received by:







