
 

 

 

 

 

 

 

 

 

 
  

  

 
 

  

 
 

 

  

 
  

 

   

INVESTIGATIONAL DRUG SERVICE 

SOP PHA-12 

Minneapolis VA Health Care System Service Line(s): 
Minneapolis, MN 55417 Pharmacy 

Signatory Authority: Effective Date: 
Chief, Pharmacy Service July 1, 2025 

Responsible Owner: Recertification Date: 
Facility Program Manager, July 31, 2030 
Investigational Pharmacist 

1. PURPOSE AND AUTHORITY 

a. The purpose of this standard operating procedure (SOP) is to establish 
procedures on the proper receipt, storage, dispensing, and overall management of 
investigational drugs and supplies. This SOP must be followed by all employees who 
are authorized to prepare and dispense investigational drugs. 

b. This SOP sets forth mandatory procedures and processes to ensure compliance 
with Veterans Health Administration (VHA) Directive 1108.04, Investigational Drugs and 
Supplies, dated February 29, 2012, VHA Directive 1200.01, Research and Development 
Committee, dated January 24, 2019, amended January 8, 2021, VHA Directive 
1200.05, Requirements for the Protection of Human Subjects in Research, dated 
January 7, 2019, other applicable VA regulations, VHA policies, FDA regulations and 
local medical facility policies. 

2. PROCEDURES 

a. The Investigational Pharmacy will control the receipt, storage, labeling, 
dispensing, and disposition of all investigational drugs for human use unless otherwise 
delegated in writing by the Investigational Pharmacist to the Investigator.  

3. ASSIGNMENT OF RESPONSIBILITIES 

a. Principal Investigator. The PI must provide the Investigational Drug Service 
(IDS) with the following: 

(1) Written approval letter signed by the Associate Chief of Staff for Research & 
Development (ACOS/R&D) that all relevant approvals have been obtained and that the 
study may be initiated at the site (VHA Handbook 1200.01); 

(2) An IRB approval letter; 

(3) A copy of the approved study protocol; 
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(4) A copy of VA Form 10-9012 if a drug manufacturer’s package insert is not 
available; 

NOTE: This form must be scanned into each study participant’s electronic medical 
record by the study team. If the investigational agent has a drug manufacturer’s 
package insert, the latest package insert is provided in lieu of VA Form 10-9012. 

(5) In absence of VA Form 10-9012, an IRB-approved list of all authorized 
prescribers. The PI will continue to provide updates or changes; 

(6) An IB, when available; 

(7) Any sponsor or FDA provided documents relating to the storage, preparation, 
dispensing, and accountability of the investigational products; 

(8) Protocol revisions, amendments, and updates after IRB approval and after the 
IRB approved amendments; 

(9) Documentation of IRB annual continuing review approval; 

(10) Notice if clinical investigation is suspended or terminated by the IRB, R&D 
Committee, FDA, or other oversight group (e.g., ORO or the study sponsor); 

(11) Notice of when the study is closed. 

b. Chief of Pharmacy or Designee (Investigational Pharmacist Facility Program 
Manager) is responsible for: 

(1) Receipt, storage, security, labeling, dispensing, and disposition of all 
investigational drugs and supplies used in clinical investigations in accordance with 
VHA policies and regulatory standards. 

(2) Ensuring adequate pharmacy staffing and resources to safely conduct 
investigational drug studies in compliance with all rules and regulations. If there is 
insufficient staff or resources to support investigational drug studies, they are not to be 
conducted until the situation is rectified. 

NOTE: Resource models need to consider pharmacist time (to include, but are not 
limited to: pharmacist time for protocol review, study initiation activities, supply 
ordering, sponsor monitoring, drug accountability, storage monitoring, subject 
randomization, drug preparation, compounding, admixing, dispensing, drug returns 
and study closure, space and equipment (e.g., room temperature storage, 
refrigerator or freezer space and temperature monitoring), the destruction or return 
of unused or expired medication or supplies. 

(3) Ensuring all research pharmacy staff having direct responsibilities for the 
management, dispensing and oversight of investigational drugs, complete all Human 
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Subjects Protection training requirements according to VHA Directive 1200.05, the 
Office of Research and Development (ORD), and individual study sponsors. 

(4) Pharmacy staff that assist the investigational pharmacist by preparing or 
compounding investigational drugs (e.g., intravenous (IV) admixture) and are 
performing within their usual scope of duties, do not need to complete the Human 
Subjects Protection training.  

(5) Confirming VA Form 10-1086, Research Consent Form, is received (signed and 
dated) prior to dispensing to the subject for the first time. 

(6) Maintaining a real time investigational drug log or accountability record of all 
transactions involving receipt, storage, dispensing, and disposition of unused stocks of 
investigational drugs, unless this responsibility has been authorized in writing to the PI. 

(7) Study protocol documents and Investigational Drug Accountability maintained by 
Pharmacy Service are research records and are to be maintained according to VHA 
Records Control Schedule (RCS) 10-1. Records are to be maintained according to the 
longest requirement at the time. Records are not to be destroyed until approval by the 
sponsor has been received. 

(a) Pharmacy investigational drug records are to be made available to the RCO, 
ORO, ORD, and other auditors as required to ensure compliance with VHA policies. 

(b) Ensure after closure of a study, drug records are sent to the research department 
for long term storage with the other study materials. 

(8) Ensuring that a local drug file is built and identified starting with “INV” and are not 
subject to co-payment. 

(a) Appropriate drug class from the National Drug File is to be selected when 
entering the drug to ensure proper electronic order checks for allergies and alerts, if 
able. 

(9) Ensuring that the local P&T Committee has the opportunity to review and 
evaluate all protocols concerned with the use of investigational drugs on human 
subjects for impact on pharmacy services. 

(10) SOP PHA-10 “Reverse Distribution and Destruction of Non-Usable Medications” 
will be followed as the Standard of Practice when destruction of investigational products 
is authorized by the study sponsor. 

c. Backup Investigational Pharmacist. The Backup Investigational Pharmacist is 
responsible for: 

(1) Performing the responsibilities of the Investigational Pharmacist in their absence; 
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(2) Completing and maintaining all required training by IRB, the pharmacy 
department, and individual study sponsors. 

4. INVESTIGATIONAL DRUG AND SUPPLY MANAGEMENT 

a. All investigational drug and supply management must remain under the direction 
of the Chief of Pharmacy Services. 

b. Receipt: 

(1) Regardless of the source, all investigational and sponsor supplied drugs must be 
delivered to the Investigational Pharmacy for receipt, storage, security, labeling, 
distribution, dispensing, and disposition. 

(a) All investigational drugs and supplies required by a clinical trial protocol, being 
used under an IND, are provided by the study sponsor. 

(b) Concurrent, comparator, or rescue medications that are required and supplied by 
the study sponsor and used for study-related purposes are recorded by the dispensing 
investigational pharmacy as part of the study treatment. 

(c) If the study sponsor does not provide these medications and medical care 
appropriations are utilized for their purchase, the cost of the medication must be 
reimbursed from the research funds; unless the study drugs are determined to be “usual 
care,” as outlined below: 

1. If the drugs and/or supplies are part of the usual care for the condition or 
disease state and would likely be prescribed for the study subjects (e.g., had they not 
met all study enrollment requirements, declined to be in the study, or there was no study 
taking place) then the study sponsor is not required to supply the drugs and/or supplies 
or provide funding; and medical appropriations can be utilized. Drugs in this category 
are subject to any restrictions and prior authorizations required for regular clinical care. 
This does not preclude the sponsor from providing the drugs, supplies, or funding. 

(2) Investigational drugs are not to be obtained from other facilities or PIs without 
an approved Letter of Understanding (LOU), and adherence to protocol procedures 
and FDA requirements. An LOU can exist between a university affiliate or a VA affiliate 
and the VA Medical Facility (or a parent VA Medical Facility and its affiliated satellite 
clinics). 

c. Storage and Accountability: 

(a) Investigational drugs and supplies must be securely stored in the pharmacy; 
they must be kept separate from all non-investigational drugs and supplies; and they 
must be clearly identified as to which study they are assigned. NOTE: Storage does 
not require a separate locked area within pharmacy, unless the medication has 
specific storage requirements (i.e. Controlled Substances). 
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(b) Investigational drugs must be stored according to the study sponsor’s 
requirements (room temperature, refrigerated, in freezer, etc.) and routinely monitored. 

(c) An investigational drug log or an accountability record, authorized by the facility 
and/or study sponsor, must be maintained and contain the following information: 

1. Name of the drug, dosage form, and strength; 
2. Manufacturer or other supply source; 
3. Date of receipt of the drug; 
4. Quantity received;  
5. Expiration, retest, or repass date; 
6. Control, lot number, or other identification (ID) number; 
7. Name of LSI; 
8. Protocol name or number;  
9. Name of subject or other subject identifier for individuals receiving the 

medication;  
10. Quantity dispensed;  
11. Balance of drug currently available (when amenable to protocol design); and 
12. Recorder’s initials. 

NOTE: When documentation by the clinical investigation sponsor demonstrates that 
the expiration date and control number (or lot number) of the medication(s) are 
monitored centrally, (to maintain blinding procedures or ensure continued stability) this 
information does not need to be maintained on the investigational drug log. 

(d) All electronic drug accountability records must be FDA compliant (see 21 CFR 
Part 11). 

(e) Clinical investigations involving controlled substances must meet the same 
storage and accountability requirements as outlined for routine patient care and in 
accordance with applicable laws, regulations, and VA policies. In addition to the storage 
requirements for non-controlled study medications, the following requirements and 
detailed information must be kept for controlled substance study medications: 

1. Controlled substance review and inventory requirements as specified in VHA 
Handbook 1108.01; 

2. Controlled substance inspections as specified in VHA Directive 1108.02; 
3. All controlled substance dispensing;  
4. Controlled substances returned (including drugs drawn up, but not used); 
5. All controlled substance record reconciliation; 
6. Controlled substances wasted; and 
7. Controlled substance use, categorized by investigator and/or prescriber. 

(f) A final entry is made when drug therapy for the entire study (at the site) has 
ended. This entry documents the date of termination of the use of the drug, the quantity 
remaining, the action taken to dispose of the balance on hand, and the agent or 
individual responsible for drug destruction or return. 
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(g) Investigational drug or supply returns and destruction need to follow the 
requirements as outlined in the study protocol. 

(h) Storage Outside of Pharmacy Service. NOTE: The storage of investigational 
drugs outside of the Pharmacy Service is discouraged when a pharmacy is located 
within the facility. 

1. The Chief of Pharmacy Services, or designee, may delegate, in writing, the 
custody of pharmacy stock or supplies stored outside the pharmacy to the PI.   

2. This Delegation of Custody document is an agreement on the specific 
procedure that the PI is required to follow and must include the following:   

a. The drug storage location; 
b. The name of the investigator responsible for the storage and dispensing; and 
c. The signature of the PI.   

3. The Delegation of Custody document must be maintained in the pharmacy. 

4. The Investigational Pharmacist, or designee, must verify that the storage 
location meets all storage and security requirements.  

5. Access to this storage area is to be restricted to authorized study personnel 
and pharmacy. 

6. The PI must ensure that a real-time drug dispensing log of all dispensing is 
maintained. This dispensing log provides a method for Pharmacy Service to inspect the 
investigational drug inventory and track all dispensing from the storage location. 

7. The PI must comply with all dispensing and documentation requirements and 
the dispensing log must be made accessible to the investigational pharmacist upon 
request. 

8. Distribution to other locations such as Community-Based Outpatient Clinics 
(CBOC) may only occur from the main pharmacy and only if the CBOC or other site is 
an approved research location. All investigational drugs must remain under the 
direction of Pharmacy Service. 

9. Investigational drugs mailed directly to the subject through centralized 
dispensing protocols do not need to go through the local Pharmacy Service or the 
Investigational Pharmacy. 

d. Orders and Dispensing: 

(1) Investigational drug(s) must be dispensed in accordance with an approved 
protocol and under the electronic or written orders of the PI or an authorized prescriber. 
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(2) Investigational drug orders will be entered electronically and will include drug, 
strength, direction, quantity, project or protocol number or the statement “Investigational 
Drug Study”, subject number, if appropriate, and an authorized prescriber’s electronic 
signature. 

(3) Entries must start with “INV” in order for them to be recognized as investigational 
both locally and in national reports. If the medication is already listed in the drug file, a 
second entry in the drug file clearly identifying the medication as a study medication or 
supply is required. 

(4) The appropriate drug class from the National Drug File is to be selected when 
entering the drug to ensure the proper electronic order checks for allergies; in addition, 
the proper Drug Enforcement Agency (DEA) Special Handling drug code (I) needs to 
be designated to ensure that no co-pay is assessed. 

(a) Investigational drugs and supplies can only be dispensed directly to the patient, 
the legally authorized representative, or authorized study personnel. 

(b) Prior to dispensing, the investigational pharmacist will: 

1. Verify that a completed VA Form 10-9012 (or prescribing information plus an 
Authorized Prescribers memorandum for FDA-approved drugs) and a signed consent 
form page are on file. 

NOTE: Pharmacy does not need to physically have a copy of the consent if it can be 
viewed in the electronic medical record. If there is not a physical copy of the consent 
maintained in pharmacy, there must be a mechanism by which the pharmacist can 
document that the signed consent was seen before dispensing to the subject for the 
first time. 

2. Compare the ordered drug to the patient’s medication profile and to 
prohibited/restricted medications listed in the protocol, to detect known or theoretical 
drug-drug interactions, and to contact the prescriber, as needed. 

(5) If prescriptions are filled or prepared by a pharmacy technician, a pharmacist will 
check prescriptions prepared by the pharmacy technician before dispensing. 

(6) The investigational drugs and/or supplies must be prepared, labeled, and 
dispensed according to the study protocol requirements, VA regulations, and all Human 
Subject Protection requirements for each study. 

(7) In addition to the required prescription label information and appropriate auxiliary 
caution or warning labels, all investigational drug labels must include the following 
legend: 

“CAUTION – NEW DRUG:  LIMITED BY FEDERAL LAW TO INVESTIGATIONAL USE.” 
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(8) If compounding or admixing of the investigational drug is required by the study 
protocol, applicable United States Pharmacopoeia Standards will be followed. 

(9) Investigational chemotherapy will be dispensed with the cooperation of 
Hematology/Oncology Pharmacy Specialists and Investigational Pharmacy. All policies 
pertaining to chemotherapy and investigational medication dispensing will be followed. 

(10) For studies supported by CTEP, DCTD, or NCI, the pharmacy will ensure that 
the physician ordering the NCI-supplied agent is an investigator registered with PMB. 

(11) The Hematology/Oncology Clinical Trials Nurse and/or oncology physicians will 
provide pharmacy with a current log of NCI-registered investigators, with their NCI 
numbers and expiration dates, and ensure prescriber is currently registered with NCI. 

(12) In blinded studies, pharmacists are required to maintain the study blind to 
ensure scientific integrity. However, in rare emergency situations the blinded study 
must be broken for reasons of subject safety. The decision to break the blind must be 
made by the subjects treating physician after consultation with the PI or LSI, and in 
accordance with the procedures for unblinding in the approved protocol or the 
protocol’s standard operating procedures. 

(13) For unblinding requests, the study sponsor, PI, and the Chief of Pharmacy 
Service and/or Investigational Pharmacist must agree on the proper procedures and 
required documentation for unblinding. This procedure must provide a mechanism 
where the blind can be broken at any time (e.g., 24hours per day, 7-days per week, 
and 365-days per year). 

e. Drug and Supply Returns: 

(1) In accordance with Federal regulations, sponsors generally require the subject 
to return unused clinical investigational drugs and empty containers. 

(2) Clinical investigational drugs and supplies returned by subjects may not be re-
dispensed. 

(3) Clinical investigational drugs and containers returned by subjects are to be 
stored separately from study supplies that have not been dispensed. 

(4) Returned supplies are either to be returned to the sponsor (at the sponsor’s 
expense) or destroyed according to local SOP PHA-10, Reverse Distribution and 
Destruction of Non-Usable Medications, and as permitted by the sponsor. 

(a) The date of destruction shall be recorded as the date that the study product is 
placed into the appropriate waste bin for destruction. Accountability logs will be 
updated to reflect date of destruction and entry on accountability log will serve as 
documentation of destruction. No Certificate of Destruction will be generated, unless 
required by study sponsor. 
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5. CONTROLLED SUBSTANCES

a. Will be dispensed to the PI, study coordinator, or automated dispensing cabinet
(e.g., Pyxis machine) by pharmacy staff. 

b. Accountability will be in accordance with VHA Handbook 1108.01.

c. The investigational pharmacist will arrange proper disposition of the remaining
controlled substances to the supplier, if necessary, after the completion of the study. If 
drug destruction occurs on-site, it will be in accordance with National and local SOP. 

6. EMERGENCY USE AND EXPANDED ACCESS

NOTE: This SOP does not cover EUA during a public health emergency; such 
situations are governed by federal and state emergency response guidelines and 
institutional emergency policies. 

a. In certain instances, an investigational drug may be authorized for individual or
widespread treatment, when patient enrollment in clinical trial is not possible. The use of 
a drug under this regulation is considered "Expanded Access to Investigational Drugs 
for Treatment Use". This is considered treatment use, not research. 

b. All FDA regulations for emergency use must be complied with (21 CFR
56.102[d]). 

c. There are three categories of Expanded Access under FDA regulations:

(1) Individual patients for emergency use (21 CFR 312.310);

(2) Intermediate-Size Populations (21 CFR 312.315); and

(3) Treatment IND or Treatment Protocols (designed for larger patient populations)
(21 CFR 312.320). 

d. Typically, the emergency use of an unapproved investigational agent requires an
IND. The usual procedure is to contact the manufacturer to determine if the drug can be 
made available under an existing IND. 

e. If time does not allow for use under an IND, the FDA may authorize shipment in
advance of an IND submission, Requests must be made by telephone or other rapid 
communication means (21 CFR 312.310(d)). 

f. FDA Contacts for Obtaining an Emergency IND can be found at this website:
Emergency Use of an Investigational Drug or Biologic | FDA 

g. The Pharmacy Service may receive the investigational drug, and the treating
physician may treat the patient without prior IRB approval, when: 
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(1) The physician determines that the probable risk to the person from the 
investigational drug is not greater than the probable risk from the disease or condition; 
and 

(2) The FDA determines that the patient cannot obtain the drug under another IND 
or protocol. The treating physician must notify the IRB within 5 days of the first use in 
the patient. 

h. Emergency use is defined a life-threatening situation in which no standard 
acceptable treatment is available and in which there is not sufficient time to obtain IRB 
approval [21 CFR 56.102(d)]. The emergency use provision in the FDA regulations [21 
CFR 56.104(c)] is an exemption from prior review and approval by the IRB. The 
exemption may be used only if all of the conditions described in 21 CFR 56.102(d) exist. 
FDA regulations require that any subsequent use of the investigational product have 
prospective IRB review and approval. FDA acknowledges that it would be inappropriate 
to deny emergency treatment to a second individual if the only obstacle is that the IRB 
has not had sufficient time to convene a meeting to review the issue. 

i. Requests for use under categories for Intermediate Size Populations and 
Treatment INDs must go through all the required reviews as with any other clinical 
investigation before the investigational drug can be obtained and provided to the 
patient(s). NOTE: Additional information about expanded access and FDA contact 
information can be obtained by referring to 21 CFR 312.300. CFR - Code of Federal 
Regulations Title 21 

7. INPATIENT ADMINISTRATION 

a. Orders for new study drug initiation for inpatient administration will be entered into 
the electronic health record and signed by a physician listed on the 10-9012 or 
Authorized Prescribers memorandum. 

(1) Orders will only be processed by designated Investigational Pharmacists. 

(2) Investigational drugs for inpatients will be dispensed to the nurse responsible for 
administering medications, or to the automated dispensing cabinet in the patient area, in 
barcoded packaging. 

(3) Investigational drugs will be administered to inpatients by nursing staff using 
BCMA if appropriate. 

(4) The investigational pharmacist or designee will be notified of a study patient’s 
discharge by the ward pharmacist or study team, to ensure the study medications are 
dispensed at the time of discharge if applicable. 

b. Minneapolis VA-initiated investigational drugs may be continued during hospital 
admission if approved by study team and the patient can bring in their own supply to 
use after being inspected and approved by the pharmacist. 
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c. Use of an investigational drug from an outside source for a hospitalized patient
who is a research subject at another health care facility may be permitted to ensure the 
patient's well-being. In this instance, the physician managing their care must: 

(1) Contact the Chief of Staff requesting and justifying that the administration of the
investigational drug be continued; 

(2) Document approval by the Chief of Staff in a progress note in CPRS;
(3) Contact the study’s PI and obtains a copy of the signed informed consent,

information on the protocol and all drug-related information prior to reissuing for patient 
use. This consent must be given to the VA Pharmacy Service prior to making 
arrangement for receiving or dispensing the investigational drug after an order is 
submitted. 

(4) Deliver the drug to Pharmacy for identification and re-labeling;
(5) Provide adequate pharmacological information to Pharmacy and Nursing to allow

the drug to be safely handled, administered, and to monitor for possible toxicity, side 
effects or adverse reactions. 

d. It is prohibited to borrow or bring investigational drugs from another facility to
MVAHCS without having completed the required review and approval procedures. 

8. FINANCIAL RESPONSIBILITIES OF THE RESEARCH SERVICE

a. All investigational drugs and supplies required by a clinical trial protocol, being
used under an IND, are provided by the study sponsor. 

b. If the drugs and/or supplies are not part of usual care for the condition or disease
state under study, then the sponsor must either provide the drugs and supplies, provide 
procurement of these drugs and supplies using research funds, or if VA Pharmacy 
appropriations are utilized for their purchase, that amount must be reimbursed from the 
research appropriation or other research funding source. 

c. If the drugs and/or supplies are part of the usual care and would likely be
prescribed for the study subjects (e.g., had they not met all study enrollment 
requirements, declined to be in the study, or there was no study taking place), then the 
study sponsor is not required to supply the drugs and/or supplies or provide funding; 
and medical appropriations can be utilized. Drugs in this category are subject to any 
restrictions and prior authorizations required for regular clinical care. This does not 
preclude the sponsor from providing the drugs, supplies or funding. 

d. The research service or the non-profit organization must work with Pharmacy to
ensure that Pharmacy Service receives appropriate reimbursement for required 
supplies and services. This reimbursement must be in writing and agreed to by the PI 
before the protocol is completed and submitted. 

e. If the study is sponsored by the VA and the research appropriation is used to fund
the study, then the research appropriation that the facility receives would be used to 
reimburse the pharmacy service. 
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9. DEFINITIONS 

a. Authorized Prescriber. An authorized prescriber is a prescriber authorized to 
prescribe the investigational drug(s) or supply for a specific clinical investigation at the 
site. The prescriber may be the Principal Investigator (PI), Local Site Investigator (LSI), 
Co-PI or investigator. Co-PIs must be approved by the Institutional Review Board (IRB) 
and the Research and Development (R&D) Committee, and listed on the United States 
(U.S.) Food and Drug Administration (FDA) Form 1572, Statement of Investigator, and 
VA Form 10-9012, Investigational Drug Information Record, as applicable. 

b. Centralized Dispensing Protocol. A centralized dispensing protocol is a protocol 
that requires dispensing of the investigational drug(s) and possibly concurrent or 
comparator medications from a single centralized pharmacy, directly to the study 
participants.  

c. Emergency Use Authorization (EUA). When EUA is declared, FDA may 
authorize unapproved medical products or unapproved uses of approved medical 
products to be used during public health emergencies, when certain criteria are met, 
such as the potential to prevent serious or life-threatening diseases. 

d. Expanded Access. Expanded access refers to the use of an investigational 
medical product outside of a clinical trial. A patient may receive product through 
expanded access who are failing on currently available treatments for their condition, 
and/or are unable to participate in ongoing clinical trials. 

e. Institutional Review Board (IRB). An IRB is a board, committee, or other group 
formally designated by an institution to review, approve, require modification of, 
disapprove, and conduct continuing oversight of human research in accordance with 38 
CFR Part 16 and other applicable VA and Federal requirements (see VHA Handbook 
1200.05). NOTE: The Central IRB is another IRB located centrally in VHA. 

f. Investigator’s Brochure (IB). The IB is a comprehensive document summarizing 
all known information about an investigational agent.  

(1) This includes all basic chemistry, pharmacology, toxicology, pre-clinical and 
clinical data to date, and summaries of clinical trials and adverse experiences 
with the investigational agent. 

(2) The sponsor is responsible for keeping the IB updated on a regular basis.   

(3) The IB is usually considered proprietary information of the sponsor and as such 
the use and distribution of the IB is limited to the study teams. 
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g. Investigational Drug. An investigational drug is a chemical or biological drug that 
is used in a clinical investigation. An investigational drug can be: 

(1) A new chemical compound, which has not been approved by the FDA. 

(2) An approved drug that is being studied for an approved or unapproved use, 
dose, dosage form, administration schedule, or under an IND application, in a clinical 
investigation. This includes prescription drugs, over-the-counter drugs, nutritional 
supplements, herbal preparations, and legend items used for the diagnosis, treatment, 
cure, mitigation or prevention of disease and meeting the above definition.  

(3) Concurrent medications, comparators, or rescue medications used in the 
investigational trial that are not the drug(s) being studied are not defined as 
investigational drugs, unless they are not commercially approved or not available 
through commercial channels.   

h. Investigational New Drug (IND) Application. An IND application is an 
application to the FDA that allows an investigational drug or biological product to be 
studied in humans. An IND application must be in effect prior to shipment and 
administration of investigational drugs or biological products (see 21 CFR 312). 

i. Principal Investigator (PI) or Local Site Investigator (LSI). A PI or LSI is the 
individual who is accountable for the proposal, protocol, performance, and culmination 
of a research or development project. For multi-center (cooperative) clinical trials, there 
is a LSI at each location who is accountable for all aspects of conduct of the study at the 
local site. NOTE: The terms PI and LSI are considered equivalent in this SOP. 

10. REFERENCES 

a. VHA Handbook 1108.04, Investigational Drugs and Supplies, dated February 29, 
2012 

b. VHA Directive 1200.01, Research and Development Committee, dated January 
24, 2019, amended January 8, 2021 

c. VHA Directive 1200.05, Requirements for the Protection of Human Subjects in 
Research, dated January 7, 2019, amended July 13, 2023 

d. VHA Directive 1108.07(2), General Pharmacy Service Requirements, dated 
November 28, 2022, amended December 6, 2024 

e. VHA Directive 1108.01, Controlled Substances Management, dated May 1, 2019, 
amended September 20, 2024 
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f. VHA Directive 1108.02(3), Inspection of Controlled Substances, dated November 
28, 2016, amended June 24, 2024 

g. VHA Directive 1108.08, VHA Formulary Management Process, dated July 29, 
2022 

h. SOP PHA-10; Reverse Distribution and Destruction of Non-Usable Medications 

i. MCP TX04J; Medication Use, dated August 12, 2020 

j. Code of Federal Regulations, Title 21, Volume 5, Part 312, Investigational New 
Drug Application, March 24, 2004, CFR - Code of Federal Regulations Title 21 (fda.gov) 

11. REVIEW 

The Investigational Pharmacist Program Manager will review this SOP every five years 
or earlier if there are changes to relevant policies, procedures, or regulatory 
requirements. 

12. RECERTIFICATION 

This SOP is scheduled for recertification on or before the last working day of July 2030. 
In the event of contradiction with national policy, the national policy supersedes and 
controls. 

13. RESCINDED DOCUMENT: 

a. M-16 Pharmacy Service Policy and Procedure Manual; dated October 15, 2018. 

14. SIGNATORY AUTHORITY 

LISA ANDERSON Digitally signed by LISA ANDERSON 
Date: 2025.07.01 06:11:52 -05'00' 

Lisa M. Anderson, PharmD, DPLA, BCACP 
Chief of Pharmacy 

NOTE: The signature remains valid until rescinded by an appropriate administrative 
action. 

DISTRIBUTION: VHAMIN Pharmacy All Staff Distribution List, Director of HRPP, and 
Research Nurse Manager. SOP available at: 
https://dvagov.sharepoint.com/sites/vhaminmcpsop 
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