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Overview

Purpose

The purpose of these procedures is to provide guidance to principal investigators and their staff
regarding the expiration and disposal of expired drugs and medical materials. These procedures
have been developed to ensure drugs and materials used in laboratory animal research are safe
and effective and to ensure compliance with the Guide for the Care and Use of Animals, 8th
Edition, and the NIH Guidelines and the PHS Policy on the Humane Care and Use of Laboratory
Animals.

Definitions

Drug: Any substance or chemical listed in a pharmacopeia, and any experimental compound
approved by the IACUC, that is intended to be administered by injection, inhalation, topical
application, ingestion, electroporation or suppository for use in the diagnosis, cure, mitigation,
treatment or prevention of disease or used as an experimental compound in humans or
animals.

Examples include but are not limited to: Tamoxifen, injectable fluids, anesthesia agents,
analgesia agents, euthanasia agents, etc.

Medical Material: A non-bioactive substance intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease or a substance (other than food) intended to
affect the structure or any function of the body.

Examples include, but are not limited to: sutures, catheters, gauze, etc.

Regulatory Authority

PHS Policy FAQ F.5 (https://olaw.nih.gov/fags#/guidance/fags?anchor=10599) — The use of
expired pharmaceuticals, biologics, and supplies is not consistent with acceptable veterinary
practice or adequate veterinary care. Euthanasia, anesthesia and analgesia agents should not be
used beyond their expiration date, even if a procedure is terminal. Other expired materials
should not be used unless the manufacturer verifies efficacy beyond the expiration date, or the
investigator is able to document to the satisfaction of the IACUC that such use would not
negatively impact animal welfare or compromise the validity of the study.

Guide for the Care and Use of Laboratory Animals, Eighth Edition, November, 2013, p. 123. —
Anesthesia and Analgesia - Agents that provide anesthesia and analgesia must be used before
their expiration dates and should be acquired, stored, their use recorded, and disposed of legally
and safely.

Expired Drugs

All drugs must be discarded on or before the manufacturer’s expiration date. Drugs having
manufacturer expiration dates labeled with the month and the year (mm/yy) expire at the end of
the month indicated. No expired drugs or fluids are allowed for use in animals for research,
treatment or instruction.

All dilutions and mixtures of drugs are to be discarded after one month from the date of
preparation unless a shorter shelf-life is specified by the manufacturer. Dilutions and mixtures


https://olaw.nih.gov/faqs#/guidance/faqs?anchor=10599
http://grants.nih.gov/grants/olaw/faqs.htm#663)
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of drugs may change the chemical composition of a drug and could alter its shelf life. For this
reason, even if it is earlier than the manufacturer’s drug expiration date, all dilutions or mixtures
made from a drug must be discarded after one month. Containers must be clearly labeled with
compound names, concentrations, and date of preparation and expiration. Preparation dates and
expiration dates labeled on the container must include the day (mm/dd/yy).

Bags of fluids and containers of sterile saline and sterile water are considered expired one
month after the bag/containers is opened or pierced with a needle. The bag/container should be
labeled with the date opened and new expiration date (30 days after opening). Additionally,
single use containers of fluids should be discarded after the day of use.

5. Expired Medical Materials

Expired medical materials or devices may not be used beyond their expiration date. They must
be separated from other materials and discarded.

This includes medical materials outside of their sterility date. Expired materials capable of
being re-sterilized should be dated with a new expiration date appropriate for the package
being used.

The one exception for use of expired medical materials is in acute terminal procedures.
Materials intended for use in acute terminal procedures must be stored separately from in-date
materials and be clearly labeled “for acute/terminal use only.”

6. Drug Inventory

Each laboratory should establish an inventory procedure to facilitate the identification and
discarding of expired drugs.

All medical materials and supplies used in live animals, including acute procedures, should be
individually labeled with expiration dates.

The following are general guidelines suggested to help comply with these procedures:

1) Store all drugs in one location (to make checking easier). Controlled drugs must be in a
double locked location. Non-controlled drugs are not required to be in a locked location.

2) Consider assigning the inventory responsibilities to one specific individual, with another
individual assigned as backup.

3) Establish an inventory system which minimizes the amount of drug or medical supplies
on hand.

4) Perform regular monthly checks of your inventory and discard all expired drugs or
medical materials. Consider marking, or making a note of, any drugs or materials that
will expire before the next regular check.

5) Place all expired drugs and medical materials in a clearly labeled container separate from
in-date materials while they await pick up for disposal or return to manufacturer.

7. Disposal of Expired Drugs
Contact Environmental Health and Safety (EH&S) to schedule a chemical pick-up. This includes
Controlled Materials. Drexel Facilities Chemical Pick-Up Request/Chain of Custody.



https://drexel.edu/facilities/healthSafety/serviceRequests/ChemicalPickupRequest/
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Recordkeeping

Investigators are required to keep records (in pre-operative, intra-operative, post-postoperative,
euthanasia or procedural records) documenting each use of an anesthetic, analgesic, or euthanasia
agent in a live animal. These records must include the expiration date of the agent used and must
be made available to any IACUC member or the Animal Welfare Education Specialist upon
request for review.

If an expired anesthetic or analgesic drug or euthanasia agent is found in working stock and
records do not accurately reflect the use of an in-date drug, the investigator will be required to
submit a monthly report (of all anesthetic and analgesic drugs) to the IACUC for six months.

Responsibilities

Drexel University IACUC Responsibilities

The Drexel University IACUC and the IACUC Office are responsible for maintaining this
guidance document, training, and monitoring. All exceptions to this procedure must be approved
by the IACUC. For inquiries regarding these procedures, please contact the Director of Animal
Welfare, a part of the Office for Research & Innovation (ORI), or the Attending Veterinarian.

Principal Investigator Responsibilities
The principal investigator is responsible for ensuring that everyone working on an applicable
protocol adheres to this procedure.

Resources

e FAQs for PHS Policy on Humane Care and Use of Laboratory Animals
e  Guide for the Care and Use of Laboratory Animals

e Drexel Facilities Chemical Pick-Up Request/Chain of Custody

Revisions

Edition 001/Effective Date: 04/2021
Edition 002/Review and Revision Date: 04/08/2024 and Effective Date: 05/22/2024 — Revised
Document.

e Updated formatting to new template.

e Section 3. Update broken link.

e Section 4. Clarification added for how to interpret manufacturer expiration dates

e Section 4. Clarification added to ensure the day is included in the preparation and expiration
date of dilutions and mixtures.

e Section 4. Clarification that vials of sterile saline and sterile water follow the same expiration
guidance as bags of fluids.

e Section 7. Link added for the Drexel Chemical Pick Up Form.

e Section 9. Addition of Drexel IACUC Responsibilities.


https://olaw.nih.gov/faqs#/guidance/faqs?anchor=10599
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/grants.nih.gov/grants/olaw/guide-for-the-care-and-use-of-laboratory-animals.pdf
https://drexel.edu/facilities/healthSafety/serviceRequests/ChemicalPickupRequest/
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