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STANDARD OPERATIONAL PROCEDURE (SOP)
DISPOSAL, RETURN, AND DESTRUCTION OF INVESTIGATIONAL PRODUCT
Purpose
This standard operational procedure describes the specific procedures relating to disposal,
return, destruction of investigational product for the Investigational Drug Service (IDS)
Pharmacy at University of Utah Health and all associated pharmacy satellites
Definitions
A. CFR: code of federal regulations
B. Hazardous drug: Any drug identified as causing cancer, teratogenic effects,
developmental impairment, reproductive toxicity, organ toxicity, or genotoxicity at low
doses in humans or animals. This includes any new drug that is similar to an existing
hazardous drug in chemical structure or spectrum of toxicity. Refer to Appendix A in the
Policy: Safe Handling of Hazardous Drugs: Overview and General Procedures for a list of
hazardous agents that may require safe handling precautions.
C. Investigational new drug application (IND): An Investigational New Drug Application (IND)
is a request for authorization from the Food and Drug Administration (FDA) to administer
an investigational drug or biological product to humans.
D. Investigational drug: A new drug or biological drug that is used in a clinical investigation.
The term also includes a biological product that is used in vitro for diagnostic purposes.
The terms "investigational drug" and "investigational new drug" are deemed to be
synonymous for purposes of this part. Any drug which has not received FDA approval for
use in humans. Also refers to any drug, which is FDA approved and is being used under
protocol for human research, possibly outside of FDA approved labeling.
E. Investigational drug service: A function of the Department of Pharmacy and provides
support to ensure the safety and efficiency of trials at University of Utah Health that use
investigational product(s)/investigational drug(s). Pharmacy personnel that perform
investigational drug accountability at UUH satellite locations approved for conducting
research protocols are considered an extension of the IDS.
F. Investigational product (IP): A pharmaceutical form of an active ingredient or placebo
being tested or used as a reference in a clinical trial, including a product with a marketing
authorization when used or assembled (formulated or packaged) in a way different from
the approved form, or when used for an unapproved indication, or when used to gain
further information about an approved use.
G. Returned containers: containers that have been dispensed for patient use and have been
returned to the IDS pharmacy or other satellite pharmacies
H. Site initiation visit (SIV): a meeting during which protocol training is provided for all
delegated study personnel prior to the study site enrolling patients into a clinical trial.
I. Used containers: containers that have been used for admixing or preparing IP to be
dispensed for patient use

J. Vestigo®: A 21 CFR Part 11 compliant electronic accountability software application
designed specifically for investigational pharmacy use and utilized by University of Utah
Heath IDS. Refer to www.mccreadiegroup.com/vestigo/ for additional information.
Description
A. Disposal Information
1. All investigational product items are disposed and destroyed in accordance with 40
CFR 261 (EPA), UUH’s Medication Waste Disposal Policy, UUH’s Waste
Handling/Separation Policy, UUH’s Storage, Labeling, and Discarding Requirements
for Drug Products Policy, UUH’s Medication & Medical Waste Process document and
the Resource Conservation and Recovery Act (RCRA) of 1976.
2. All investigational product items will be disposed and destroyed through UUHs’s
Environmental Services Department.
a.
UUH holds two contracts for handling its medical/hazardous waste stream:
i. Medical Waste Disposal for regulated medical waste
ii. Clean Harbors for hazardous waste.
iii. Regular trash/solid waste is disposed of as municipal solid waste and
landfilled.
b.
Yellow rigid chemo/hazardous waste containers are claimed by Clean
Harbors, who ensures hazardous materials are over-packed into special
hazardous waste drums.
i. These yellow waste containers are picked up from UUH and transported
by Clean Harbors to a holding facility and ultimately consolidated for
transport to a Clean Harbors-owned Incinerator, where it is
appropriately destroyed. Post incineration, the ash is landfilled at a
landfill owned by Clean Harbors in Grassy Mountain, UT.
A. Clean Harbor’s Incinerator Location:
11600 North Aptus Rd
Aragonite, UT 84029
B. Clean Harbor’s EPA ID is #UTD 981552177.
c.
Certificates of destruction are not available from either Medical Waste
Disposal or Clean Harbors.
d.
Documentation of IP destruction will be maintained solely in Vestigo®.
e.
Documentation in Vestigo® of destruction of IP will serve as the certificate of
destruction.
B. Investigational Product Disposal
1. All empty or partially used containers of IP are to be treated as hazardous substances
with disposal occurring immediately after use into the chemotherapy waste-stream
containers.
a.
Storage of used or partially used vials of antineoplastic or gene therapy
(gene-transfer) investigational drugs will not occur in the IDS Pharmacy due
to health concerns and risk of exposure of staff to residual hazardous
materials.
b.
The IDS pharmacy will not retain or store used vials or containers of IP for
accountability purposes.
c.
Used vials or containers of IP will be accounted for in the appropriate drug
accountability records in Vestigo® and then disposed of immediately in a
manner that is in accordance with local, state and federal requirements for
disposal of medication waste.
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d.

Assignment of the vial or container of IP in Vestigo® will serve as
documentation of destruction.
2. All returned containers of IP are to be treated as hazardous substances with disposal
occurring only after documentation of the return is fully completed in Vestigo®.
Disposal will occur in in accordance with local, state and federal requirements for
disposal of medication waste.
3. Expired IP is to be treated as hazardous substances with final disposal occurring 30
days past the expiration date.
4. IND Sponsored Trials: IP that expires will be held for 30 days from date of expiration
for sponsor disposition. At the end of the 30 days, any remaining expired drug will be
destroyed.
5. IND Exempt Trials: IP may be destroyed once it reaches the expiration date unless a
specific request is made to hold the product for disposition. If a request is made to
hold the product, the product supplier has 30 days from date of expiration to
determine disposition, otherwise IP will be destroyed. The request to hold a product
for an IND exempt trial must be in writing and must come PRIOR to the expiration
date being reached.
6. Destruction for all expired medications will be documented in the IDS accountability
system, Vestigo, and a note to file regarding the destruction may be generated
upon request by the sponsor.
C. Investigational Product Returns by Study Participants to IDS
1. IP that has been dispensed to a study participant and then returned by a study
participant will not be returned to the sponsor.
2. Returned IP from study participants will be counted and documented in Vestigo®
and then disposed by IDS personnel according to the disposal section of this
procedure document.
3. When patients return study medication at their ambulatory visits, the following steps
should be completed:
a.
Clinical Research Coordinator (CRC) should obtain the returned study
medication from the patient.
b.
The CRC will return the IP to the IDS during the patient’s clinic visit.
c.
When the CRC returns the medication to the IDS, the following may occur
i. If requested by the PI, the CRC will make an in-person verbal request for
the IDS pharmacy personnel to complete a “real-time” return count.
A. The CRC will need to wait for IDS pharmacy personnel to complete
this count
B. IDS personnel will complete the “real-time” return count using
appropriate drug handling requirements as specified in
institutional policy
C. Once the return count is completed, IDS personnel will verbally tell
the CRC the return count and will document the return in Vestigo®
by the end of the business day
ii. If an immediate return count is not needed nor requested, the CRC may
place the IP being returned into the designated return bin
A. IDS pharmacy personnel empty this return bin once daily
B. Return counts on returned IP will be completed and documented
in Vestigo® within 3-5 business days from when the IP was placed
in the return bin
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D. Investigational Product Returns to Study Sponsors
1. Intact containers of investigational drugs shall be returned to the study sponsor at
the termination of a study or destroyed at the sponsor’s request.
2. Expired medication stock: Sponsor representatives must physically return the stock
to the sponsor or dispose of the stock on site within 30 days after the expiration date,
otherwise it will be destroyed as stated above.
3. If specific materials are required for the return of the medications, it is the
responsibility of the sponsor/supplier to provide those items. The sponsor/supplier will
be responsible for the cost of shipment and all related materials.
4. When study drug is returned to the manufacturer due to expired drug, completion
of study, drug recall, or when deemed appropriate, the following information will be
recorded in Vestigo®:
a.
Date (month/day/year)
b.
Study Name and IP
c.
Lot number
d.
Quantity returned
e.
Ending balance
f.
Initials of pharmacy personnel returning drug
g.
Name of person or manufacturer to who drug was returned
E. Destruction of Intact Containers of Investigational Drugs
1. If specifically requested by the Study Sponsor, intact containers of investigational
drugs that have expired or that remain after study closure may be destroyed through
the chemotherapy and hazardous substances waste stream. Documentation of the
Sponsor's request for destruction as well as additional details will include drug name
and strength, dosage form, lot number, quantity, Protocol number, and date of
destruction.
©2018 Department of Pharmacy Services, University of Utah Health, Salt Lake City, Utah.
For more information, contact the Investigational Drug Service at 801-585-0272 or
Investigational.Pharmacy@hci.utah.edu.
This information is provided through the support of University of Utah Health solely as a service
to its affiliate hospital. Affiliate shall not disclose this information to any third party, or use this
information for any purpose, other than Affiliate’s own internal use. Users of this information
are advised that decisions regarding the use of this information are complex and that in using
this information each user must exercise his or her own independent professional judgment.
University of Utah assumes no liability whatsoever for affiliate’s use or reliance on this
information, or otherwise in connection with this information.
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