Ohio Department of Health Immunization Program
Disposal of Wasted, Expired or Unexpired HLIN1 Vaccine and Used Syringes

H1N1 Vaccine Unopened Wasted or Opened Wasted Empty Vials, Broken Unexpired Vaccine Return Return
Name Unopened Expired Vaccine or Opened Expired Vials, Syringes with (Vaccine is Viable to to
(Vaccine Not Viable) Vaccine Needles, other Ancillary and can be Used) ODH? | McKesson?
(Vaccine Not Viable) Products
Return to Federal Vendor . . . . L
CSL.5 ml or Provider disposes Provider disposes NA — All Vaccine is No No
Pre-fill . . . . . Exi
re-filled syringe Provider disposes as infectious waste as infectious waste as infectious waste xpired
Return to Federal Vend . . . . L
CSL eturnto eorera endor Provider disposes as Provider disposes NA — All Vaccine is No No
Multi-d ial HAZARD t infecti t Expi
ulti-dose via Provider disposes as HAZARDOUS waste OUS waste as infectious waste xpired
R F IV
. eturn to Federal Vendor Provider disposes Provider disposes NA — All Vaccine is
Medimune LAIV or . . . . . No No
. . . . as infectious waste as infectious waste Expired
Provider disposes as infectious waste
Return to Federal Vend
Novartis .5ml eturnto eorera endor Provider disposes as Provider disposes NA — All Vaccine is No No
Pre-fill i ZARD i i Expi
re-filled syringe Provider disposes as HAZARDOUS waste HAZARDOUS waste as infectious waste xpired
. Return to Federal Vend . . . . L
Novartis eurnto eorera endor Provider disposes as Provider disposes NA — All Vaccine is No No
Multi-d ial HAZARD t infecti t Expired
ulti-dose via Provider disposes as HAZARDOUS waste OUS waste as infectious waste Xpire
. Return to Federal Vendor . . . . L
Sanofi .25 ml or Provider disposes Provider disposes NA — All Vaccine is No No
Pre-filled syringe . . . . as infectious waste as infectious waste Expired
Provider disposes as infectious waste
Return to Federal Vend
Sanofi .5 ml eturnto eorera endor Provider disposes Provider disposes NA — All Vaccine is No No
Pre-fill . . . . . Exoi
re-filled syringe Provider disposes as infectious waste as infectious waste as infectious waste xpired
) Return to Federal Vend . . . . N .
Sanofi eturnto eorera endor Provider disposes as Provider disposes Maintain cold-chain No No
Multi-d ial HAZARD t infecti t til CDC guid
ulti-dose via Provider disposes as HAZARDOUS waste OUS waste as infectious waste unti guidance
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ODH H1N1 Vaccine Disposal Guidance:

Ohio H1N1 vaccine providers are to dispose of wasted or expired HIN1 vaccines and used
syringes in accordance with the following guidelines below.

1. Wasted or expired H1IN1 vaccines are not to be returned to McKesson for disposal.

(This process is different for other ODH provided VFC and seasonal influenza vaccines
— wasted or expired VFC or seasonal influenza vaccines are to be returned to McKesson
through the assistance of ODH.)

The H1N1 vaccine manufactures will not accept wasted or expired HIN1 vaccine returns.
McKesson will not handle wasted or expired vaccine returns.

Public Health Emergency Response (PHER) funds received by local health departments can
be used to dispose of vaccine and other medical waste products as part of the 2009-2010
H1N1 response. See: http://www.cdc.gov/hiniflu/vaccination/return policy.htm.

Record wasted or expired H1IN1 vaccine doses into the ImpactSIIS registry prior to June
21, 2010. Follow the attached directions titled: ODH - ImpactSIIS Vaccine Management -
Recording Wasted, Expired or Transferred doses of HIN1 Vaccine Lot Information.

Once the HIN1 provider has taken receipt of the vaccine as usable product, it is the
responsibility of the HIN1 provider to ensure proper disposal of any damaged, expired or
un-used product.

H1N1 vaccine is not to be disposed of prior to its expiration date. HIN1 vaccine remains a
viable federal asset until the vaccine expiration date.

Ohio HIN1 Vaccine Providers are encouraged to maintain proper HIN1 vaccine storage
and availability for an extended period of time. Presently, HLN1 disease incidence is not
reported in Ohio. However, disease activity could increase quickly in the future.

H1N1 providers should continue to administer HIN1 vaccine as long as it is available.
H1N1 vaccine is not to be disposed of until it is wasted or expired.

Prior to pick-up by the Central Vaccine Recovery Program contractor, carefully place unused 2009 H1N1 influenza
vaccine (i.e. unopened vials/syringes/nasal sprayers) inside sealed zip top plastic bags and package in a cardboard
box lined with a plastic bag (e.g. large trash bag) along with packaging materials (e.g. newspaper, bubble wrap,

Styrofoam) to prevent crushing or leaks.

In either situation, vaccine must be transported in accordance with state regulations.
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10.

11.
12.
13.

14.
15.
16.

ODH - ImpactSIIS Vaccine Management
Recording Wasted or Expired HIN1 Vaccine Lot Information

Using your browser (Internet Explorer 7.0 or higher) login to the following website:
http://www.impactsiis.or

On the login screen, enter your username and password for the ImpactSIIS site.

Click ‘login.” Once logged in, you will notice a series of links at the top of your screen
starting with ‘Home’ and ending with ‘Logout’. We'll call this the ‘Top Link Bar’. The 3™
link from the left, ‘VaccMgmt’ is what you want, go ahead and click it.

On the next screen, you will see a “‘Welcome to Your Vaccine Bank’ message underneath
the Top Link Bar. To enter a wasted or expired lot number of vaccine, click the link titled
‘Deposits and Withdrawls’.

You will need to make sure you have the following information to enter the HIN1 vaccine
information: Lot Number, Vaccine Group, Vaccine Name, Exp. Date and Quantity
Wasted or Expired.

Next, you will be given a series of ‘drop-down boxes’ to enter all the information about
the expired or wasted vaccine. From left to right, use the dropdowns to select ‘Vaccine
Group’. Use ‘FLU’ as your ‘Vaccine Group’ here. Click ‘Tab’ to move to the next field.
Then under ‘Vaccine Name’, use the drop-down that applies to the expired or wasted lot.
Choose the appropriate ‘H1N1...” vaccine that was wasted or expired. Click ‘Tab’ to move
to the next field.

Once you come to the ‘Lot Number’ text box, use the drop-down menu to select the
correct lot number. Click ‘Tab’ to move to the next field.

Enter the ‘Transaction Date’ as the date you are entering in this information into the
ImpactSIIS system. Click ‘Tab’ to move to the next field.

Once you come to the ‘Deposit or Withdrawl Type’ text box, use the drop-down menu to
select the appropriate type: ‘Expired’ or ‘Wasted’. Click ‘Tab’ to move to the next field.
Ignore the ‘Cost per Dose’ field. Click ‘Tab’ to move to the next field.

Ignore the ‘Is a VFC Lot?’ field. Click ‘Tab’ to move to the next field.

Then under ‘Organization or Provider the vaccine came from/was sent to’ enter
‘Disposed of Properly’.

Click ‘Save’ to save the vaccine information and update the vaccine bank information.

Repeat the process as needed.
Complete the update of the HIN1 vaccine management information prior to June 21, 2010.
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Disposal of Vaccines Containing Thimerosal — Ohio EPA

According to federal and Ohio law, every generator of a waste (other than a household) must
determine whether the waste is a hazardous waste. If the waste is defined as a hazardous waste,
it must be managed according to the hazardous waste rules. Ohio EPA is authorized by U.S. EPA
to implement and enforce the hazardous waste program in Ohio.

The generator of unused vaccines must evaluate the vaccines, when they discard them, to
determine if the vaccine is a hazardous waste. If the vaccine is a hazardous waste then the
generator must manage it according to the hazardous waste regulations which include
management, packaging, labeling, transportation, treatment and disposal requirements.
According to Ohio Revised Code (ORC) § 3734.02 a generator can only send hazardous waste to a
facility which has a hazardous waste installation and operation permit for treatment, storage or
disposal of hazardous wastes. A list of permitted hazardous waste storage, treatment and
disposal facilities in Ohio can be found here.

There are two broad groups of hazardous wastes — listed hazardous waste and characteristic
hazardous wastes.

A listed hazardous waste is a discarded material that U.S. EPA has specifically identified to be a
hazardous waste. These residual materials and discarded commercial chemical products are
named individually and described in the hazardous waste listings; they are commonly referred to
as F, K, P and U listed wastes. To determine if a discarded waste is a listed hazardous waste, one
needs to review the list of chemicals provided in OAC rules 3745-51-30 to 3745-51-33. No
vaccines are currently listed as a hazardous waste in these rules.

Next, a generator of a waste must determine if the waste would be a characteristic hazardous
waste. A waste is classified as a characteristic hazardous waste if it exhibits one or more of the
characteristics defined in OAC rules 3745-51-21 to 3745-51-24. The hazardous waste
characteristics are ignitability, corrosivity, reactivity, and toxicity. To determine if a discarded
vaccine is a characteristic hazardous waste, the generator must test the material as explained in
the rules and/or use his knowledge regarding the ingredients in the discarded vaccine. Vaccines
containing thimerosal (a mercury compound) are likely to be exhibit the characteristic of toxicity
for mercury and are classified as a hazardous waste (please see explanation below).

Please see our guidance documents regarding waste determinations and the use of generator
knowledge in making waste determinations. Also, chapter five of the Hazardous Waste
Generator Handbook explains how a generator should perform a hazardous waste determination.

In addition, medical associated facilities may, along with other discarded pharmaceuticals, also
generate hazardous wastes through activities in other parts of their facility such as laboratories,
maintenance, housekeeping and lawn care. The hazardous waste generated could include used
laboratory chemicals, paints, solvents, caustic cleaners, fluorescent bulbs and herbicides.
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http://epawebapps.epa.state.oh.us/Recyclers/jsp/results.jsp?category=29
http://www.epa.ohio.gov/dhwm/laws_regs.aspx
http://epa.ohio.gov/portals/32/oac_rules/51-21.pdf
http://epa.ohio.gov/portals/32/oac_rules/51-22.pdf
http://epa.ohio.gov/portals/32/oac_rules/51-23.pdf
http://epa.ohio.gov/portals/32/oac_rules/51-24.pdf
http://www.epa.ohio.gov/portals/41/sb/publications/identifyingwaste.pdf
http://epa.ohio.gov/portals/32/pdf/GeneratorKnowledge6.pdf
http://epa.ohio.gov/portals/32/pdf/GeneratorKnowledge6.pdf
http://epa.ohio.gov/portals/32/pdf/gen_handbook.pdf
http://epa.ohio.gov/portals/32/pdf/gen_handbook.pdf

1. Are non-empty vials of vaccines containing the preservative thimerosal classified as a
characteristic hazardous waste when disposed?

Yes, it is likely that discarded vaccines containing thimerosal will be classified as a toxic
characteristic hazardous waste due to the presence of mercury.

Thimerosal is a preservative that has been used in some vaccines since the 1930's. It is
49.6% mercury by weight and is metabolized or degraded into ethyl mercury and
thiosalicylate.!

As a vaccine preservative, thimerosal is used in concentrations of 0.003% to 0.01%. A
vaccine containing 0.01% thimerosal as a preservative contains 50 micrograms of
thimerosal per 0.5 ml dose or approximately 25 micrograms of mercury per 0.5 mL dose."

Using the information above about the amount of thimerosal and mercury used in some
vaccines, a vaccine containing 0.01% of thimerosal contains a concentration of 50 mg of
mercury per liter of vaccine (50 mg/L). A vaccine containing 0.003% thimerosal contains a
concentration of 15 mg of mercury per liter (15 mg/L). The regulatory level for classifying
a waste as a hazardous waste due to the presence of mercury is 0.20 mg of mercury per
liter, OAC rule 3745-51-24. Therefore, vaccines containing thimerosal would be classified
as a characteristic hazardous waste due to the presence of mercury.

Lastly, these vaccines are classified as hazardous waste when discarded and cannot be
disposed as or with infectious wastes.

2. Are empty vials that held vaccine containing the preservative thimerosal
classified as a characteristic hazardous waste when disposed?

If the vial has been emptied to the extent possible using a syringe and no more than 3% of
the liquid by weight remains in the container, the container is classified as empty
according to the definition of empty container in OAC rule 3745-51-07 and can be
disposed into the regular trash.

1 .« . . . . .

Federal Food and Drug Administration: Thimerosal in Vaccines
http://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/VaccineSafety/UCM096228http://www.fda.gov/Biolo
gicsBloodVaccines/SafetyAvailability/VaccineSafety/UCM096228
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