PHARMACY INVESTIGATIONAL DRUG PROCESSES
1. PURPOSE: The policies and procedures outlined within this SOP will ensure accurate dispensing of investigational medications and compliance with applicable regulations.

2. RESPONSIBILITIES:
A. Principle Investigators (PI) and Nursing Staff shall meet all requirements set forth in D&T 119-09. 
B. The Investigational Drug Pharmacist (IDP) will maintain all aspects of the Pharmacy Investigational Drug Services.
C. Pharmacy Staff will perform all duties outlined within this document. 

3. PROCEDURES:
A. Opening New Studies:
1. The IDP will:
i. Review all proposed research protocols and draft the Pharmacy Investigational Drug Service Billing Agreement for endorsement by the Pharmacy Manager and the PI.  
ii. Acquire all required documents to create the Study Binder.
1. Protocol. 
2. Consent From
3. IRB approval
4. VA Form 10-1223
5. R&D Approval
6. FDA 1572
7. VA Form 10-9012
iii. Have new drug entries created in VISTA to clearly identify each Investigational Medication (IM). Such entries will be marked as no-copay. 
iv. Notify the PI in writing when Pharmacy is prepared for patient accrual to begin. The following  attachments may accompany the written notification: 
1. The Pharmacist Instruction Sheet
2. Sample Outpatient Prescriptions and/or Inpatient Orders for the PI to use as a guide when prescribing the IM.
3. Sample Pharmacy Labels as they will appear on the IM.
v. Provide Pharmacy staff education as needed.
B. Monitoring Open Studies:
1. The IDP or Designee will participate in all scheduled Sponsor monitoring visits. 
2. The IDP will conduct monthly inspections of all active studies (Attachment A). 
i. Inspection forms will be saved for a minimum of three years.
C. Study Termination. 
1. The PI will notify the IDP when a study has ended. 
2. Patient returns, expired medications and all inventory remaining at the end of a study will be handled according the Protocol and direction from the Sponsor/Investigator.
D. Inventory Maintenance.
1. Inventory Forms.
i. The IDP will create a unique Stratton VAMC Investigational Drug Accountability Record designed to meet all current regulations. 
ii. In addition, Pharmacy will use any required Sponsor inventory forms. 
2. Storage.
i. Storage of Investigational Drugs (ID) will comply with requirements of the Protocol. 
ii. Investigational Drugs will be clearly labeled and located in a secure area which is separated from regular Pharmacy inventory. 
E. Active Protocol(s) and Storage Location.
1. A copy of the Investigational Storage Location form (Attachment B) will be posted on all IM storage areas. It will act as a guide to assist Pharmacy staff in locating where IM and corresponding Study related information can be found. 
F. Filling Outpatient Investigational Prescriptions and Investigational Inpatient Orders.
1. Pharmacy staff will be alerted by email each time a new study opens. 
2. Involved Pharmacy staff will be educated. 
3. A copy of this SOP will be posted in the Investigational Drug Storage areas for reference.
4. The first page of each Study Binder will be the Pharmacist Instruction Sheet. This sheet will contain study specific instructions to guide the pharmacist while filling an investigational prescription/order.
5. Included  in this SOP are the following instructional documents:
i. Guide to Filling Outpatient Investigational Prescriptions (Attachment C).
ii. Guide to Filling Inpatient Investigational orders (Attachment D).


4. REFERENCES:  	VHA Handbook 1200.05
VHA Handbook 1108.04
Code of Federal Regulations, Title 21, Chapter I, Part 312
5. RECISSION:  None

6. REVIEW: 	This SOP is to be reviewed by August 30, 2014

7. FOLLOW-UP RESPONSIBILITY:  Pharmacy Manager, ext 65718

8. CONCURRENCE:  Chief of Staff
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Attachment B
Guide for Filling Outpatient Investigational Prescriptions

1. Overview of Process:


Written Rx/Electronic Order received for Investigational Drug(s).


Refer to “Active Protocol Storage Locations” list to obtain location of study materials.


Review “Pharmacist Instruction Sheet” in front of Pharmacy Research Binder. 


Verify (1) Study has IRB approval and (2) A copy of the signed patient consent form is on file in the Pharmacy Research Binder. Receipt of the consent form must also be documented in the patient VISTA narrative.


Enter and dispense accordingly.



2. Locate	Study Materials
a. Locate the Study Binder by referring to the “Active Protocol Storage Locations” posted in all investigational areas. 
3. Read the Pharmacist Instruction Sheet in the front of the binder.
a. The instruction sheets are specific for the individual study and typically include instructions for:
i. Drug entry.
ii. Selection of correct medication container/kit to be dispensed.
iii. Accurate completion of inventory forms.
iv. Other study specific instructions as required.
4. Confirm there is a signed consent form in the binder for the patient.
a. Confirm there is a signed consent form in the binder for the patient. Each study binder has a “Consent Form” section where all signed patient consent forms are kept. In the front of this section is a list of patients for whom Pharmacy has received a consent for. This should make confirmation that Pharmacy has a signed consent form easier. There should also be a notation in the outpatient narrative. If you are receiving the signed consent form with the initial Rx, please add their name to the list, file the consent in the binder and make a note in the narrative. 
5. Confirm the Study is currently IRB approved. 
a. The most current IRB approval can be found behind the IRB tab of the Study Binder. 

6. Enter the Rx(s).
a. We should only be accepting written Rxs from AUTHORIZED PRESCRIBER(S). On the front of each study binder there is a label that includes the Authorized Prescribers. Please note, nurse practitioners and physician assistants CAN NOT write for study medications.
b. Each Rx entered must have the following statement entered under the SIG field, “Caution: New Drug – Limited by Federal law to investigational use.”
i. There is a quick code to use, it is: “NFGU”. If the SIG is too long to include the NFGU, or if you forgot to include it, there are yellow stickers in the investigational office that can also be used.
7. Dispense.
a. When dispensing more than one “bottle” or “box”, please print the required number of labels so that each can be labeled. 
b. Select correct medication to be dispensed and label it.
c. When affixing the label, DO NOT cover any pertinent information. 
8. Complete the required inventory forms.
a. Use blue or black ink. 
b. If an error is made, cross it out with a SINGLE LINE and date and initial it. 
c. Do NOT use ditto marks. 
9. File the Rx(s).
a. There is a wire Rx binder kept on the counter in the Investigational Office. 
b. File the Rx(s) in numerical order, from lowest to highest. 
c. Please also staple the checking slip to the back of the written Rx prior to filing. 
10. Package the Rx(s) as specified.
a. Window Pick-up: Bag the meds as usual. The only additional step is to mark the bag as “Investigational Medication. Do NOT Mail”. I have stickers in the Investigational Office that can be used
b. Mail: Investigational meds can be mailed by regular mail unless the Investigator indicates over-night mail. Follow normal procedures.
11. Other
a. The VA FORM 10-9012 can be used for supplying drug information to medical staff.
i. This form is located in each study binder for any investigational medication.  It can be sent to the wards for inclusion into a patient’s chart.  Please send a copy of the form if asked (please do not send the last copy).
b. A patient already enrolled in a study is admitted to the hospital.  Depending upon the circumstances, the admitting physician may or may not wish to continue the investigational drug. Procedures for continuation of the medication are described below.
i. If they have their medication(s) with them, an investigator or admitting provider will either write or enter into CPRS an order to “continue investigational drug”. Pharmacy should label medication container with a “Patient’s Own Medication” barcode label and enter an appropriate inpatient order. Orders to continue the investigational drug DO NOT have to be written by one of the INVESTIGATORS.  
ii. If they did not bring their medication, it is the responsibility of one of the INVESTIGATORS to provide Pharmacy with a written outpatient Rx for additional drug. Pharmacy will still require a written inpatient order for continuation of the investigational medication [this order can be written or entered into CPRS by any admitting provider, but the Rx for additional drug supply must be written by an authorized prescriber]. Pharmacy will then enter the outpatient Rx and fill it with the specified medication. Next, an inpatient order for “Patient’s Own Medication” will be entered and a barcode label affixed to the medication(s). Pharmacy receiving both the outpatient Rx and the inpatient order at the time of admitting will avoid the need for a discharge Rx in most cases.
c. When a patient is transferred from one ward to another, we must also remember to retrieve the drug(s) from the previous ward and affix the new barcode label if applicable. 














Attachment C
Guide for Filling
Inpatient Order(s) for Investigational Drug(s)

1. Overview of Process:

Written Order received for Investigational Drug(s).


Refer to “Active Protocol Storage Locations” list to obtain location of study materials.


Review “Instruction Sheet” in front of Pharmacy Research Binder. Enter and dispense accordingly.


Verify (1) Study has IRB approval and (2) A copy of the signed patient consent form is on file in the Pharmacy Research Binder. Receipt of the consent form must also be documented in the patient VISTA narrative.


Enter order and prepare medication accordingly.

2. Locate	Study Materials
a. Locate the Study Binder by referring to the “Active Protocol Storage Locations” posted in all investigational areas. 
3. Read the Pharmacist Instruction Sheet in the front of the binder.
a. The instruction sheets are specific for the individual study and typically include instructions for:
i. Drug entry.
ii. Selection of correct medication container/kit to be dispensed.
iii. Accurate completion of inventory forms.
iv. Other study specific instructions as required.
4. Confirm there is a signed consent form in the binder for the patient.
b. Confirm there is a signed consent form in the binder for the patient. Each study binder has a “Consent Form” section where all signed patient consent forms are kept. In the front of this section is a list of patients for whom Pharmacy has received a consent for. This should make confirmation that Pharmacy has a signed consent form easier. There should also be a notation in the outpatient narrative. If you are receiving the signed patient consent form with the initial order, please add their name to the list, file the consent in the binder and make a note in the narrative. 
4.  Confirm the Study is currently IRB approved. 
5. Confirm the study is currently IRB approved.
a. The most current IRB approval can be found behind the IRB tab of the Study Binder. 
6. Enter the Order.
a. We should only be accepting written Orders from AUTHORIZED PRESCRIBER(S). On the front of each study binder there is a label that includes the Authorized Prescribers. Please note, nurse practitioners and physician assistants CAN NOT write for study medications.
b. Each Order entered must have the following statement entered under the SIG field, “Caution: New Drug – Limited by Federal law to investigational use.”
i. There is a quick code to use, it is: “NFGU”.
ii. In addition, there are yellow stickers in the investigational office that must be affixed directly to the investigational medication. 
7. Dispense.
a. When dispensing more than one “bottle” or “box”, please print the required number of BCMA labels so that each can be labeled. 
b. Select correct medication to be dispensed and label it.
c. When affixing the label, DO NOT cover any pertinent information. 
8. Complete the required inventory forms.
a. Use blue or black ink. 
b. If an error is made, cross it out with a SINGLE LINE and date and initial it. 
c. Do NOT use ditto marks. 
9. File the Order(s) in the Study binder.  
10. Have the medication delivered according to the Pharmacist Instruction Sheet. 
11. Other
a. The VA FORM 10-9012 can be used for supplying drug information to medical staff.
i. This form is located in each study binder for any investigational medication.  It can be sent to the wards for inclusion into a patient’s chart.  Please send a copy of the form if asked (please do not send the last copy).
b. A patient already enrolled in a study is admitted to the hospital.  Depending upon the circumstances, the admitting physician may or may not wish to continue the investigational drug. Procedures for continuation of the medication are described below.
i. If they have their medication(s) with them, an investigator or admitting provider will either write or enter into CPRS an order to “continue investigational drug”. Pharmacy should label medication container with a “Patient’s Own Medication” barcode label and enter an appropriate inpatient order. Orders to continue the investigational drug DO NOT have to be written by one of the INVESTIGATORS.  
ii. If they did not bring their medication, it is the responsibility of one of the INVESTIGATORS to provide Pharmacy with a written outpatient Rx for additional drug. Pharmacy will still require a written inpatient order for continuation of the investigational medication [this order can be written or entered into CPRS by any admitting provider, but the Rx for additional drug supply must be written by an authorized prescriber]. Pharmacy will then enter the outpatient Rx and fill it with the specified medication. Next, an inpatient order for “Patient’s Own Medication” will be entered and a barcode label affixed to the medication(s). Pharmacy receiving both the outpatient Rx and the inpatient order at the time of admitting will avoid the need for a discharge Rx in most cases.
c. When a patient is transferred from one ward to another, we must also remember to retrieve the drug(s) from the previous ward and affix the new barcode label if applicable. 
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Attachment A


Protocol Title Principal Investigator Investigational Drug Office


Oncology 


Suite


Storage Locations


Investigational Drug Storage Locations


(F) indicates some or all of the investigational medication is located in the refrigerator.






