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VA NJ HEALTH CARE SYSTEM

Research Compliance

Performance Improvement - Indicator/ Measurement Methodology

Process being measured:  

Research (Investigational)

Pharmacy File Review
Research Pharmacy File Review IMM version 3, June 16, 2005

	Rationale:

 FORMCHECKBOX 
prioritized measure

 FORMCHECKBOX 
on-going measure to track an important process or previous improvement


	Type:

 FORMCHECKBOX 
process




	Involved Disciplines:

 FORMCHECKBOX 
pharmacists


	Function:

 FORMCHECKBOX 
Patient Rights & Organizational Ethics


	Dimension(s) of Performance:

 FORMCHECKBOX 
Appropriateness

 FORMCHECKBOX 
Safety


Indicator statement or measure: 

Investigational Drug Log 

1. What is the number of investigational study drugs identified in the research protocol?

2. Is an investigational drug log present in the VA Investigational Pharmacy?

3. Does the investigational drug log document the name of the study drug?

4. Does the investigational drug log document the name of the manufacturer or other source of the study drug?

5. Does the investigational drug log document the date of the receipt of the study drug?

6. Does the investigational drug log document the quantity received of the study drug?

7. Does the investigational drug log document the expiration date of the study drug?

8. Does the investigational drug log document the control number of the study drug?

9. Does the investigational drug log document the date the research protocol was approved?

10. Does the investigational drug log document the name of the authorized practitioner signing the study drug prescription?

11. Does the investigational drug log document the name of the patient receiving the prescription?

12. Does the investigational drug log document the serial number of the prescription?

13. Does the investigational drug log document the quantity of study drug dispensed?

14. Does the investigational drug log document the balance of study drug remaining after the study drug was dispensed (transaction)?

Investigational Drug Dispensing

1. Does the VA Pharmacy Service have a copy of the approved protocol in the investigational pharmacy?

2. Is an informed consent form with the subject’s signature and date present for all enrolled subjects in the investigational pharmacy?

3. Is an informed consent form with the individual who conducted the consent process’ signature present for all enrolled subjects in the investigational pharmacy? 

4. Are either (a) the complete copy of the subject’s informed consent form or (b) the last page of the subject’s informed consent form present for all enrolled subjects in the investigational pharmacy?

5. Was informed consent obtained prior to dispensing the drug?

6. Does the VA Pharmacy Service have a completed VA Form 10-9012 for the research study?

Investigational Drug Security and Storage

1. Drugs stored per pharmacy records
2. Drugs stored per protocol

3. Refrigerator Drug Temperature Log.  Date/ Time/ Temp/ Initials of recorder

4. Security is in place for drug protection
Is the connection between the indicator statement and the process that is being measured self-explanatory?

 FORMCHECKBOX 
 yes
Definition of Key Terms:

Investigational Drug Log: Includes pharmacy records maintained for individual protocols (not necessarily on a single or specific form)

Pharmacy Records: May include: protocol, label on medication, 10-9012, FDA form 1572 (Investigator data) and other forms and records maintained by Pharmacy Service for specific protocols.

Control number: An identifier that allows the dispensing pharmacist to track the study drug.  
Serial number of the prescription: Inpatient prescriptions do not require a serial number.

Individual who conducted the consent process’ signature: The signature of the person obtaining consent is required on all consent forms obtained after September 18, 2004.  (Pharmacy is not responsible for this.)
Data collection method:  

The Clinical Specialist, Research (Research Pharmacist) and the Clinical Specialist, Oncology (Oncology Pharmacist) will be contacted by the Research Compliance Officer and will be asked to provide lists of active research drug protocols that have had drugs dispensed within the past 12 months and have a targeted stock of study drug in the VA pharmacy that was supplied by the study sponsor, specifically for the study.

The Research Compliance Officer will select three studies from the Research Pharmacist’s list and three studies from the Oncology Pharmacist’s list for audit.

The ACE Accreditation Tools, Investigational Pharmacy Evaluation Tool (modified, see VA NJ Health Care System version 5) will be used to collect the data.

The Pharmacy Files will be reviewed in the pharmacy areas.

The results will be compiled separately for the Research Pharmacist’s and the Oncology Pharmacist’s protocols.

Sample size:  Six (6) protocols
per:
 FORMCHECKBOX 
 six month period
Statistics to be tracked:

	 FORMCHECKBOX 
other:  Evaluation Scores For Each Section of the Audit



Calculations/Formula for rate:

Investigational Drug Log

	Of the three (3) studies, how many studies had “0” entered as number of “N” responses for Questions 2-14?
	If one (1) study was answered as “0,” a score of 0% 

If two (2) studies were answered as “0,” a score of 50% 

If all three (3) studies were answered as “0,” a score of 100% 


Investigational Drug Dispensing

	Summary Score for Evaluated Research Studies
	This is an all-or-none score.  If any of the questions were answered “N,” the summary score is 0% (0 points).  If all the questions for the three (3) studies were answered “Y” and “NA,” the summary score is 100% (2.0 points).


Investigational Drug Security and Storage

	Of the three (3) studies, how many studies had “0” entered as number of “N” responses for Questions 1 - 4?
	If one (1) study was answered as “0,” a score of 0% 

If two (2) studies were answered as “0,” a score of 50% 

If all three (3) studies were answered as “0,” a score of 100% 


In addition to tracking your results on a data aggregate, how do you plan to display this data?

 FORMCHECKBOX 
 Table

Comparative Data Source (if any):  


None

	Trigger for More Extensive Evaluation

 FORMCHECKBOX 
pre-established threshold of 100%


	Method of Extensive Evaluation 

 FORMCHECKBOX 
other (TBA) Research Compliance Officer will consult with Research Pharmacist and Oncology Pharmacist to determine the need and approach for corrective action.  Others will be consulted, as needed.

	
	


Reference(s):
ACE Accreditation Tools, Investigational Pharmacy Evaluation, COACH (Office of Research and Development, Center On Advice and Compliance Help)

NCQA VA Human Research Protection Accreditation Program Standards version 2.1

Orval Gautier, Research Compliance Officer
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