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	Name of Institutional Investigational Pharmacy:       
Name of Investigational Pharmacy File:      
Date of Review:      
DIRECTIONS:  Before completing the “Investigational Drug Log” tool and the “Investigational Drug Dispensing” tool, complete this tool to help you determine which investigational pharmacy files should be evaluated.  Complete the “Screening Tool for Investigational Pharmacy Files” for each evaluated pharmacy file. Please mark “Y” for Yes and “N” for No to answer the following questions. 


	Screening Tool for Investigational Pharmacy Files
	Y
	N
	Comments

	1. Does the VA Investigational Pharmacy Service dispense or delegate its dispensing responsibilities for the investigational agents named in the research protocol?
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	If the investigational drug is not under the responsibility of the VA Pharmacy Service, it will not be selected for NCQA evaluation of the investigational pharmacy.

	2. Is the research protocol approved by the VA Research & Development Committee?
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	If the research study is not approved by the VA R&D Committee, it will not be selected for NCQA evaluation of the investigational pharmacy.



	3. For an approved research protocol, has study drug been received by the VA Investigational Pharmacy Service?
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	If study drug has not been received for an approved research protocol, it will not be selected for NCQA evaluation.

	4. For an approved research protocol, has study drug been dispensed to a subject in the previous 12 months?
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	If no subjects have been enrolled and no study drug has been dispensed to a subject during the site’s 12-month NCQA look-back period, the research study will not be selected for NCQA evaluation of the investigational pharmacy.



	5. For an approved research protocol, is there a targeted stock of study drug in the VA investigational pharmacy? 
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	Study drugs are not always supplied by the sponsor and are dispensed out of the general pharmacy stock for both clinical care and research studies.  If the drug that is being evaluated in the research protocol is not supplied by the sponsor specifically for the research project, the research study will not be selected for NCQA evaluation of the investigational pharmacy.

	TOTAL

(Add numbers of checked boxes in each column)
	
	
	

	Please check your response to the following question:

Are all five (5) screening questions answered “Y”?



 FORMCHECKBOX 
 YES



 FORMCHECKBOX 
 NO

If the above box is marked “YES,” complete the “Investigational Drug Log” tool and the “Investigational Drug Dispensing” tool.  If the above box is marked “NO,” the research study will not be evaluated in the pharmacy component of the NCQA on-site survey visit.
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	Name of Investigational Pharmacy File:      
Date of Review:      
DIRECTIONS:  Complete the “Investigational Drug Log” tool after completing the “Screening Tool for Investigational Pharmacy Files.”   Numerous types of paper and electronic documentation within the investigational pharmacy may be used to answer the following questions.  Examples of some types of acceptable documentation, but not all, are included.  All of the information does not have to be on a single form.  Use a new “Investigational Drug Log” tool for each evaluated pharmacy file.   Please mark “Y” for Yes and “N” for No to answer the following questions.  For questions not requiring a “Y” or “N” response, fill in the appropriate blank.  Complete this tool on three (3) different pharmacy files to obtain a summary score.




	Investigational Drug Log Tool
	Y
	N
	Comments

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

     
	If a research protocol involves more than one study drug, each study drug will be evaluated.  Concomitant drugs and/or other drugs named in the research protocol that are not being evaluated are not classified as investigational study drugs for NCQA evaluation.

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


	 FORMCHECKBOX 


	Investigational drug logs may be paper or electronic.  

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


	 FORMCHECKBOX 


	NCQA does not dictate whether generic or chemical names be used.  

INR Element 4B, Factor 1, Page 16

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


	 FORMCHECKBOX 


	If the protocol is located in the pharmacy (as is required by INR, Element 4C), and the protocol contains the name of the manufacturer of the drug, the protocol is sufficient.  If a shipping invoice is obtained that contains the name of the manufacturer, the shipping invoice is sufficient.  

INR Element 4B, Factor 2, Page 16

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


	 FORMCHECKBOX 


	INR Element 4B, Factor 3, Page 16

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


	 FORMCHECKBOX 


	INR Element 4B, Factor 4, Page 16

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


	 FORMCHECKBOX 


	Either a date or some type of indication that the expiration date is being tracked by the sponsor must be present.  A telephone log indicating that the sponsor is tracking a study’s drug expiration date is not acceptable.  

INR Element 4B, Factor 5, Page 16

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


	 FORMCHECKBOX 


	NCQA evaluates control numbers as an identifier that allows the dispensing pharmacist to track the study drug.  Lot numbers can also be used as control numbers.

INR Element 4B, Factor 6, Page 16

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


	 FORMCHECKBOX 


	The date NCQA uses to evaluate this factor is the VA Research and Development Committee approval date.

INR Element 4B, Factor 7, Page 16


	Investigational Drug Log Tool Continued . . .
	Y
	N
	Comments

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


	 FORMCHECKBOX 


	A variety of documents can be used to meet this factor for NCQA evaluation, including a copy of the physician’s order.  The name of the authorized prescriber must be listed on the study’s 

VA Form 10-9012. 

If no study drug was dispensed on an active study in the site’s NCQA look-back period, the study will not be selected for NCQA investigational pharmacy evaluation.

INR Element 4B, Factor 8, Page 16

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


	 FORMCHECKBOX 


	For NCQA evaluation, a patient name can be a number, initials, and/or a combination of both.   If no study drug was dispensed on an active study in the site’s NCQA look-back period, the study will not be selected for NCQA investigational pharmacy evaluation.

INR Element 4B, Factor 9, Page 16

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


	 FORMCHECKBOX 


	Study drugs that are dispensed in the inpatient setting do not have serial numbers.  NQQA will score this factor as “Y” for all inpatient study drugs. 

If no study drug was dispensed on an active study in the site’s NCQA look-back period, the study will not be selected for NCQA investigational pharmacy evaluation.

INR Element 4B, Factor 10, Page 16

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


	 FORMCHECKBOX 


	If no study drug was dispensed on an active study in the site’s NCQA look-back period, the study will not be selected for NCQA investigational pharmacy evaluation.

INR Element 4B, Factor 11, Page 16

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


	 FORMCHECKBOX 


	If no study drug was dispensed on an active study in the site’s NCQA look-back period, the study will not be selected for NCQA investigational pharmacy evaluation.

INR Element 4B, Factor 12, Page 16

	Please fill in the blank to the following question:

How many of Question Numbers 3-14 were answered  “N”?        


	Summary of Investigational Drug Log Tool for Evaluated Research Studies



	Study 1: Name of Investigational Pharmacy File:      
	Number of “N” responses for Questions 3-14:      

	Study 2: Name of Investigational Pharmacy File:      
	Number of “N” responses for Questions 3-14:      

	Study 3: Name of Investigational Pharmacy File:      
	Number of “N” responses for Questions 3-14:      

	Of the above three (3) studies, how many studies had “0” entered as number of “N” responses for Questions 3-14?
	     
	If one (1) study was answered as “0,” a score of 0% {0 points} would be obtained during the NCQA on-site survey.

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

{1 point} would be obtained during the NCQA on-site survey.

If all three (3) studies were answered as “0,” a score of 100% {2 points} would be obtained during the NCQA on-site survey.

	

	Summary Score for Evaluated Research Studies
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	Back to Main Menu

	Name of Investigational Pharmacy File:      
Date of Review:      
DIRECTIONS:  Complete the “Investigational Drug Dispensing” tool after completing the “Screening Tool for Investigational Pharmacy Files.”   Both paper and electronic documentation within the investigational pharmacy may be used to answer the following questions.  Use a new “Investigational Drug Dispensing” tool for each evaluated pharmacy file.  NCQA reviews pharmacy files for five (5) research subjects in INR Element 4C:  Investigational Drug Dispensing.  To complete this tool,  evaluate all research subjects enrolled in the pharmacy file.  Please mark “Y” for Yes and “N” for No to answer the following questions.  For questions not requiring or “Y” or “N” response, fill in the appropriate blank.  Complete this tool on three (3) different pharmacy files to obtain a summary score.



	Investigational Drug Dispensing Tool
	Y
	N
	NA
	Comments

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


	 FORMCHECKBOX 


	
	NCQA has stated that the most recently approved version of the approved protocol should be in the investigational pharmacy by the VA Pharmacy Service.  During the on-site evaluation of this factor, the NCQA surveyors will be looking for documentation that the protocol located in the investigational pharmacy is approved.  NCQA recommends that a copy of the R&D approval letter be located in the pharmacy file to aid in evaluation of this factor.  NCQA is not evaluating whether the VA Pharmacy Service is keeping amendments in the VA Pharmacy Service.

INR Element 4C, Factor 1, Page 18

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


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	NCQA will be evaluating for the presence of the subject signature and date on executed subject written informed consent forms.  

INR Element 4C, Factor 2, Page 18

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


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	At the present time, the NCQA surveyors are not evaluating for the presence of the individual who conducted the consent process’ signature on executed subject written informed consent documents.   Principal investigator signatures, witness signatures, and/or initials at the bottom of the page will also not be evaluated by NCQA during the on-site survey.

INR Element 4C, Factor 2, Page 18

	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?
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	The last page of an enrolled subject’s written informed consent document can be in the VA Pharmacy files instead of the entire informed consent document.  However, a version number or date must on the last page so verification that the proper consent was used can be evaluated by NCQA during the on-site survey.  NCQA recommends that all pages of the executed subjects’ written informed consent forms be in the VA Pharmacy files for purposes of their evaluation.  

INR Element 4C, Factor 2, Page 18

	5. If the VA Pharmacy Service uses a log to ensure that a pharmacist who is responsible for dispensing the investigational drug personally viewed the subject’s informed consent form prior to dispensing the drug, is there a log with the investigational pharmacists’ initials or signature indicating that the signed subject consent form was reviewed prior to dispensing the study drug?
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	A typed log is not acceptable if a written or electronic signature of the dispensing pharmacist is not present.  It is not necessary to have a separate log entry for each time a dose is dispensed  to the same subject in the same research protocol.

INR Element 4C, Factor 2, Page 18


	Investigational Drug Dispensing Tool . . .
	Y
	N
	NA
	Comments

	6. If the VA Pharmacy Service uses a log for investigational pharmacist validation of subject informed consent forms, is there a documented process for this activity?
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	A documented process must be present for this factor to be met if subject informed consent forms are not kept in the VA Pharmacy Service.

INR Element 4C, Factor 2, Page 18

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


	 FORMCHECKBOX 


	
	NCQA evaluates whether the VA Form 10-9012 is completed.  NCQA is not evaluating whether there is a separate VA Form 10-9012 for each enrolled subject.

INR Element 4C, Factor 3, Page 18

	Please fill in the blank to the following question:

Were all of the questions (1-7) answered “Y” or “NA”?        FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO


Number of “N” responses for Question Numbers 1-7  =      


	Summary of Investigational Drug Dispensing Tool for 

Evaluated Research Studies



	Study 1: Name of Investigational Pharmacy File:      

	Number of “N” responses for Questions 1-7:      


	Study 2: Name of Investigational Pharmacy File:      

	Number of “N” responses for Questions 1-7:      


	Study 3: Name of Investigational Pharmacy File:      

	Number of “N” responses for Questions 1-7:      


	

	Of the above three (3) studies, how many studies were answered “N” for question #1?
	     
	Factor 1 of INR Element 4C is not met if any of the three (3) studies did not have the most recently approved protocol in the VA Investigational Pharmacy Service.  

	Of the above three (3) studies, how many studies were answered “N” for questions #2, 3, 4, 5, and 6?
	     

	All five (5) of these questions must be answered as “Y” or “NA” to meet Factor 2 of INR Element 4C.  

	Of the above three (3) studies, how many studies were answered “N” for question #7?
	     
	Factor 3 of INR Element 4C is not met if all three (3) studies did not have completed VA Form 10-9012 in the VA Pharmacy Service.

	Summary Score for Evaluated Research Studies
	     
	This is an all-or-none score for INR Element 4C.  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).








Program for Research Integrity Development & Education  (PRIDE)
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�












Last Edited    


6/6/04�
�






ACE! Accreditation Tools


Help for your Human Research Protections Program





Investigational Pharmacy Evaluation





Directions for filling out this form:








These tools are designed to help you assess your institution’s human research protection program (HRPP) in the NCQA accreditation process by self-review of reports and files.   Completion of this set of three (3) tools represents a self-evaluation of the investigational pharmacy file review process described in the NCQA Standards Version 2.1.   





Instructions for completing each tool within this form are described with guidelines for selecting types and numbers of pharmacy files to complete the tools.  These are guidelines; you may select more or less depending upon your institution’s HRPP.  Please refer to the NCQA Veterans Affairs Human Research Protection Accreditation Program Administrative Policies and Procedures Standards (Version 2.1; May 28, 2003) for detailed explanations and examples of the NCQA Standards.  





For questions regarding use of these tools, please contact COACH by e-mail or phone:





��
Marisue Cody, PhD, RN


Director of COACH


(501) 257 - 1705


Email: � HYPERLINK "mailto:Marisue.Cody@med.va.gov" ��Marisue.Cody@med.va.gov�


�
�
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