State of California—Health and Human Services Agency Medical Waste Management Program

California Code of Regulations

TITLE 22. Social Security
Division 4. Environmental Health

Chapter 21. Minimum Standards for Permitting Medical Waste Facilities

Article 1. Definitions and Scope

865600. Onsite.
e Note + History

(a) “Onsite” means a medical waste treatment facility on the same or adjacent property

as the generator of the medical waste being treated.
(b) “Adjacent,” for purposes of subdivision (a), means real property within 400 yards
from the property boundary of the existing onsite medical waste treatment facility.

NOTE
Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25025.8, 25040.(d) and

25050.(d), Health and Safety Code.

HISTORY
1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance

must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the

following day.
3. Certificate of Compliance as to 1-23-92 order including newly designated subsection (a), adoption of subsection

(b) and amendment of Note transmitted to OAL 6-2-92 and filed 7-14-92 (Register 92, No. 29).
4. Editorial correction of History 2 (Register 95, No. 47).

865601. Offsite.
e Note =+ History
“Offsite” means any location which is not onsite.

NOTE
Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25025.5 and 25070, Health

and Safety Code.

HISTORY
1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance

must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the

following day.
3. Certificate of Compliance as to 1-23-92 order transmitted to OAL 6-2-92 and filed 7-14-02 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).
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865602. Transfer Station.
¢ Note <« History

“Transfer station” means any offsite location where medical waste is loaded, unloaded,
or stored during the normal course of transportation of the medical waste. “Transfer
station” does not include common storage facilities, large quantity generators used for
the purpose of consolidation, or onsite treatment facilities.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25020.8, 25027.5, 25062,
25070.2 and 25070.3, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of section transmitted to OAL 6-2-92 and filed
7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

865603. Applicant.

* Note <« History

“Applicant” means an owner, operator, or other person who applies to the enforcement
agency for a permit pursuant to this chapter.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25030, 25030.1, 25030.4
and 25072, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of section transmitted to OAL 6-2-92 and filed
7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

§65604.

« Note <« History

“Enforcement agency” means the Department of Health Services or the local agency
administering the Medical Waste Management Act.
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NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Section 25021.2, 25034.8 and 25040,
Health and Safety Code.

HISTORY

1. New section filed 7-14-92; operative 7-14-92 (Register 92, No. 29).

Article 2. General Provisions

865610. Compliance with the California Environmental Quality Act (CEQA).

« Note <« History

(a) All medical waste treatment facility or transfer station permit applications, and
applications for permit revisions, modifications, and amendments shall be accompanied
by the following:

(1) Information necessary to enable the enforcement agency to comply with the
requirements of the California Environmental Quality Act (Public Resources Code
Sections 21000-21174). This information shall be either:

(A) A copy of any environmental impact report (EIR) or negative declaration prepared
by a lead agency, evidence that a lead agency is preparing or will prepare
environmental documentation, or other evidence deemed acceptable by the
enforcement agency of showing compliance with the requirements of CEQA.

(B) Where the enforcement agency is required by law to be the lead agency, the
applicant shall submit environmental information as set forth in the CEQA guidelines,
Title 14, Division 6, Chapter 3, Sections 15000 through 15387 and Appendix H of the
California Code of Regulations.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code; and Section 65940, Government Code.
Reference: Sections 25071, 25072 and 25077, Health and Safety Code; Sections 21100.2 and 21151.5, Public
Resources Code; and Section 65940, Government Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of section transmitted to OAL 6-2-92 and filed
7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).
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865611. Application Procedures.

¢ Note <« History

(a) Any person proposing to operate an offsite medical waste treatment facility or
transfer station shall submit an application for a medical waste treatment facility or
transfer station to the Department. Any person proposing to operate an onsite medical
waste treatment facility shall submit an application for an onsite medical waste
treatment facility permit to the enforcement agency. Submission of an application for an
offsite medical waste treatment facility permit, or a modification or renewal thereof, shall
be deemed to occur on the date the application is received by the Department.
Submission of an application for an onsite medical waste treatment facility permit, or a
modification or renewal thereof, shall be deemed to occur on the date the application is
received by the enforcement agency.

(b) An application for a medical waste treatment facility or transfer station permit, or a
modification or renewal thereof, is considered complete when the applicant has fully
complied with the application requirements set forth in Sections 65610, 65621, and
65625 of this chapter.

NOTE

Authority cited: Section 15376, Government Code; and sections 208, 25017 and 25072, Health and Safety Code.
Reference: Section 15376, Government Code; and sections 25070 and 25072, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of section and Note transmitted to OAL 6-2-92
and filed 7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

865612. Determination of Completeness and Notification.

(a) Within 30 calendar days of receipt of an application for a medical waste treatment
facility or transfer station permit, or a request for permit modification pursuant to Section
25078, Health and Safety Code, the enforcement agency shall inform the applicant in
writing either that the application is complete and accepted for filing, or that it is deficient
and identify the additional specific information necessary for the application to be
complete.

(b) The date on which the application is determined complete for filing, or on which the

application is determined deficient, shall be the date on which the enforcement agency's
written notification to the applicant is postmarked.
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NOTE

Authority cited: Section 15376, Government Code; and sections 208 and 25017, Health and Safety Code.
Reference: Sections 15376, 65940 and 65943, Government Code; and section 25079, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of section transmitted to OAL 6-2-92 and filed
7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

865613. Notice of Decision on Application.

¢ Note <« History

(a) The notification of the enforcement agency's decision to grant or deny an
application shall be mailed via certified mail to the applicant within 120 calendar days
after the date on which the enforcement agency determines the application to be
complete and accepted for filing.

(b) Within 20 days after the enforcement agency mails a notice of denial, the applicant
may present a written petition for a hearing to the enforcement agency. Upon receipt of
the petition, which shall clearly identify that it is an appeal, the petition shall be set for
hearing.

(c) If the Department is the enforcement agency, the proceedings shall commence with
the filing of a statement of issues and shall be conducted in accordance with Chapter 5
(commencing with Section 11500) of Part 1 of Division 3 of Title 2 of the Government
Code.

(d) If the Department is not the enforcement agency, the hearings shall be held in
accordance with the ordinance or resolution adopting the medical waste management
program.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code; section 15376, Government Code; and section
21100.2, Public Resources Code. Reference: Section 15376, Government Code; sections 25077 and 25079, Health
and Safety Code; and sections 21100.2 and 21151.5, Public Resources Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of Compliance
must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the following day.
3. Certificate of Compliance as to 1-23-92 order including amendment of subsections (c) and (d) transmitted to OAL
6-2-92 and filed 7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).
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865614. Application Time Periods for Processing a Permit Based on Actual
Performance.

¢ Note <« History

(a) The Department's time periods for processing a medical waste facility permit, from
receipt of the initial application to the final decision regarding the permit or registration,

are as follows:

(1) The median time for processing is:
(A) 180 calendar days for a medical waste facility permit;
(2) The minimum time for processing is:
(A) 120 calendar days for a medical waste facility permit;
(3) The maximum time for processing is:
(A) 730 calendar days for a medical waste facility permit.

NOTE

Authority cited: Section 15376, Government Code; and sections 208 and 25017, Health and Safety Code.
Reference: Section 15376, Government Code; and section 25077, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the

following day.
3. Certificate of Compliance as to 1-23-92 order transmitted to OAL 6-2-92 and filed 7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

Article 3. Medical Waste Treatment Facility Permits

865619. Requirements for Medical Waste Facility Permit.
* Note <« History

For a new medical waste facility, the permittee may not commence treatment or
storage of medical waste; and for a facility being modified, the permittee may not treat
or store medical waste in the modified portion of the facility until the permittee has
submitted evidence of successful completion of a trial burn, if applicable.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25072 and 25078, Health
and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
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2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmittted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of section transmitted to OAL 6-2-92 and filed
7-14-92 (Register 92, No. 29).

865620. Scope of Permit Requirement.

¢ Note <« History

(a) Permits are required for storage and treatment of medical waste. Owners and
operators of medical waste treatment facilities or transfer stations shall have a valid
permit to operate while the facility is in operation. The period of operation includes
cleanup and removal of medical waste prior to closure of the facility. The permit shall be
terminated by the enforcement agency upon closure.

(b) The following persons are not required to obtain a permit pursuant to this article:

(1) Generators who accumulate their own medical waste on site for up to 7 days above
0 degrees Centigrade, or up to 90 days at or below 0 degrees Centigrade.

(2) A person is not required to obtain a permit for those activities carried out
immediately to contain or treat a spill of biohazardous or sharps waste.

(3) Registered small quantity generators providing onsite treatment for their own waste.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25040, 25040.5, 25062,
25070, 25081, 25084 and 25084.5, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of subsections (a), (b) and (b)(1) and Note
transmitted to OAL 6-2-92 and filed 7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

865621. Application for a Permit.

* Note <« History

(a) Any person who is required to have a medical waste facility permit (including new
applicants and permittees with expiring permits) shall complete, sign, and submit an
original application with two copies to the enforcement agency. In order to continue
operations after January 1, 1992, persons authorized to operate under an interim status
infectious waste facility permit effective January 1, 1991, shall comply with the
provisions of this article in submitting a medical waste treatment facility permit
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application. The application shall be completed by the applicant pursuant to Sections
65610 through 65612, 65622, and 65625 and must be approved by the enforcement
agency prior to a permit being issued. Failure to provide the renewal information
required in these sections prior to January 1, 1992, shall result in a final permit not
being issued.

(b) For new onsite medical waste facilities, the application shall be filed with the
enforcement agency, and written approval by the enforcement agency shall be provided
before construction can commence. For all offsite medical waste facilities, the
applications shall be filed with the Department and written approval by the Department
shall be provided before construction can commence.

(c) Any ongoing medical waste treatment facility or transfer station with a valid permit
which is about to expire shall submit a new permit application at least 90 days before
the expiration date of the effective permit.

(d) When a facility is owned by one person but is operated by another person, it is the
operator's duty to obtain a permit. Both the owner and operator shall sign the
application.

(e) No medical waste shall be treated until the applicant has fully complied with the
application requirements for that permit and the permit has been issued by the
enforcement agency.

(f) Applicants shall keep records of all data used to complete the permit application,

along with any supplemental information submitted, for the life of the permit.
NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25070, 25072, 25074, 25077
and 25097, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of subsections (a), (b), (c) and (e) transmitted
to OAL 6-2-92 and filed 7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

865622. Signatories to Permit Applications and Reports.

Note e« History

(a) All permit applications shall be signed by both the owner and operator of the
medical waste facility as follows:
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(1) For a corporation: By a responsible corporate officer authorized to make
management decisions which govern the operation of the regulated facility.

(2) For a partnership or sole proprietorship: By a general partner or the proprietor,
respectively; or

(3) For a municipality, state, federal or other public agency: By either a principal
executive officer or ranking elected official.

(b) All reports required by permits and other information requested by the enforcement
agency shall be signed by a person described in subsection (a) of this section, or by a
duly authorized representative of that person. A person is a duly authorized
representative only if:

(1) The authorization is made in writing by a person described in subsection (a) of this
section;

(2) The authorization specifies either an individual or a position having responsibility for
the overall operation of the regulated facility, such as the position of plant manager,
superintendent or position of equivalent responsibility (a duly authorized person may be
a named individual or any individual occupying a named position); and

(3) The written authorization is submitted to the enforcement agency.

(c) If an authorization under subsection (b) of this section is no longer accurate
because a different individual or position has responsibility for the overall operation of
the facility, a new authorization satisfying the requirements of subsection (b) of this
section shall be submitted to the enforcement agency prior to or together with any
reports, information or applications to be signed by an authorized representative.

(d) Any person signing a document under subsection (a) or (b) of this section shall
make the following certification:

“I certify under penalty of perjury that this document and all attachments have been
prepared under my direction and supervision in accordance with a system to assure that
gualified personnel properly gather and evaluate the information submitted. Based on
my inquiry of the person or persons who manage the system, or those directly
responsible for gathering the information, the information is to the best of my knowledge
and belief, true, accurate, and complete. | am aware that there are significant penalties
for submitting false information, including the possibility of fine and imprisonment.

City: State: Date:

Name: (Please print)

Signature:
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NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25072, 25098 and 25099.1,
Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of subsections (a), (b), (b)(3), (c) and (d)
transmitted to OAL 6-2-92 and filed 7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

865623. Requirements Applicable to All Permits.

¢ Note <« History

(a) The permittee shall comply with all requirements of this article and any specific
conditions of the permit.

(b) No permittee shall continue an activity regulated by a medical waste facility permit
after the expiration date of the permit. If the permittee fails to make a timely application
for renewal, the medical waste permit shall expire on the expiration date.

(c) In an enforcement action, it shall not be a defense for a permittee to state or show
that reducing or ceasing of the permitted activity would have been necessary in order to
maintain compliance with the requirements of this article.

(d) The permittee shall take all reasonable steps to minimize or correct any adverse
impact on the environment resulting from noncompliance with the conditions of the
permit.

(e) The permittee shall at all times properly operate and maintain all facilities and
systems of treatment and control (and related appurtenances) which are installed or
used by the permittee to achieve compliance with the specific conditions of the permit
and requirements of this article. Proper operation and maintenance shall include but not
be limited to effective performance, adequate funding, adequate operator staffing and
training, and adequate laboratory and process controls, including appropriate quality
assurance procedures. Backup or auxiliary facilities or similar systems shall be operated
only when necessary to achieve compliance with the requirements of this article.

(f) The permittee shall furnish to the enforcement agency any relevant information
which the enforcement agency may request to determine whether cause exists for
modifying, revoking and reissuing, or terminating the permit, or to determine compliance
with the permit. The permittee shall also furnish to the enforcement agency upon
request copies of records required to be kept by the permit. Such information shall be
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furnished within 30 days or as otherwise set by the enforcement agency if a longer
duration is required.

(9) The permittee shall allow an authorized representative of the enforcement agency
to:

(1) Enter, at reasonable times, the permittee’'s premises where a regulated facility or
activity is located or conducted, or where records must be kept under the conditions of
the permit;

(2) Have access to and copy, at reasonable times, any records that must be kept under
the conditions of the permit;

(3) Inspect, at reasonable times, any facilities, equipment (including monitoring and
control equipment), practices, or operations regulated or required under the permit; and

(4) Sample or monitor, at reasonable times, for the purposes of assuring permit
compliance or as otherwise authorized by law, any substances or parameters at any
location.

(h) The permittee shall establish and maintain a monitoring and sampling program.

(1) Samples and measurements taken for the purpose of monitoring shall be
representative of the monitored activity.

(2) The permittee shall retain records of all monitoring information, including all
calibration and maintenance records and all original strip chart recordings for
continuous monitoring instrumentation, copies of all reports required by the permit, and
records of all data used to complete the application for the permit, for a period of at least
three years from the date of the sample, measurement, report, or application. This
period may be extended by request of the enforcement agency at any time.

(3) Records of monitoring information shall include:

(A) The date, exact place, and time of sampling or measurements;

(B) The individual(s) who performed the sampling or measurements;

(C) The date(s) analyses were performed;

(D) The individual(s) who performed the analyses;

(E) The analytical techniques or methods used; and

(F) The results of such analyses.
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(i) All applications, reports, or information submitted to the enforcement agency shall be
signed and certified (see Section 65622).

() The permittee shall meet all reporting requirements as required below:

(1) The permittee shall give notice to the enforcement agency as soon as possible and
at least 30 days in advance of any planned physical alterations or additions to the
permitted facility.

(2) Reports of compliance or noncompliance with, or any progress reports on, interim
and final conditions contained in any compliance schedule of the permittee's permit
shall be submitted no later than 14 days following each scheduled date.

(3) The permittee shall report any noncompliance with the Medical Waste Management
Act (Health and Safety Code, Sections 25015 et seq.) or this chapter which may
endanger health, safety, or the environment. Any information shall be provided orally
within 24 hours from the time the permittee becomes aware of the circumstances. A
written report shall also be provided within five days of the time the permittee becomes
aware of the circumstances. The written report shall contain a description of the
noncompliance as specified above, and its cause; the period of noncompliance,
including exact starting and ending dates and time frames, and, if the noncompliance
has not been corrected, the anticipated time it is expected to continue; and steps taken
or planned to reduce, eliminate, and prevent recurrence.

(4) The permittee shall report all instances of noncompliance with permit conditions not
reported under subsections (1), (2), and (3) of this Section, at the time the monitoring
reports are submitted. The reports shall contain the information listed in subsections (1)
and (3) of this section.

(5) Where the permittee becomes aware that it failed to submit any relevant facts in a
permit application, or submitted incorrect information in a permit application or in any
report to the enforcement agency, it shall promptly submit the relevant facts or correct
information.

(k) For a new medical waste facility, the permittee may not commence treatment or
storage of medical waste; and for a facility being modified, the permittee may not treat
or store medical waste in the modified portion of the facility until:

(1) The permittee has submitted to the enforcement agency, by certified mail or hand
delivery, a letter signed by the permittee and a professional engineer, registered in
California, stating that the facility has been constructed or modified in compliance with
the permit; and

(2) The enforcement agency has inspected the modified or newly constructed facility
and finds it is in compliance with the conditions of the permit;
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() The following shall be included as information which shall be reported orally within
24 hours under subsection (j)(3) of this section:

(1) Information concerning release of any medical waste that may endanger the public
health;

(2) Any information of a release or discharge of medical waste from or of a fire or
explosion at a medical waste facility which could threaten the environment or human
health outside the facility. The description of the occurrence and its cause shall include:

(A) Name, address, and telephone number of the owner or operator;
(B) Name, address, and telephone number of the facility;

(C) Date, time, and type of incident;

(D) Name and quantity of material(s) involved;

(E) The extent of injuries, if any;

(F) An assessment of actual or potential hazards to the environment and human health
outside the facility, where this is applicable; and

(G) Estimated quantity and disposition of recovered material that resulted from the
incident.

(m) The permittee shall attempt to reconcile any significant discrepancy in a tracking
document. The permittee shall also report any medical waste received without a
tracking document. In either case, the discrepancy with or without a tracking document
shall be reported to the enforcement agency within 15 days.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25040.5, 25050, 25062,
25063, 25064, 25070, 25071, 25072, 25072.5, 25074 and 25075, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of section and Note transmitted to OAL 6-2-92
and filed 7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).
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865624. Duration of Permits.

« Note « History
The term of a medical waste facility permit shall not exceed 5 years.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25049, 25050, 25059 and
25074, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the

following day.
3. Certificate of Compliance as to 1-23-92 order transmitted to OAL 6-2-92 and filed 7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).

865625. Contents of a Medical Waste Treatment Facility Permit Application.
¢ Note <« History

(a) The application shall include the following information:

(1) The name, business address, and telephone number of the owner and operator of
the facility. Include ownership status as federal, state, local government or other public
or private entity.

(2) The name, mailing address, and location of the facility for which the application is
submitted.

(3) A description of the nature of the business and activities which require it to have a
permit.

(4) An indication of whether the facility is new or existing and whether it is a first or
revised application.

(5) A description of the process to be used for treating, storing, and disposing of
medical waste (i.e. incinerator, autoclave, or other approved treatment technology as
specified in Section 25090(d) Health and Safety Code).

(6) A description of the treatment and/or storage capacity of the facility, an estimate of
the average monthly quantity of the waste to be treated and/or stored, and a general
description of the process to be used for disposal of treated wastes.

(7) A scale drawing and general description of the facility showing location of all
treatment and storage areas.
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(8) A map extending one mile beyond the property boundary of the facility identifying
access roads and the type of development in the area (i.e., residential, commercial,
recreational, schools, etc.).

(9) A disclosure statement, as required in Section 25072 of the Health and Safety
Code.

(10) A description of the security procedures required pursuant to Section 25086 of the
Health and Safety Code.

(11) A copy of the general operation plan including a schedule for inspection and
calibration of monitoring equipment, a description of disinfection procedures, location
and type of safety and emergency equipment, location and type of security devices, and
operating and structural equipment that are important in preventing or responding to
medical-waste related environmental or human health hazards.

(12) A copy of the emergency action plan addressing equipment breakdowns, natural
disasters, or other occurrences as required in Section 25092, Health and Safety Code.

(13) An outline of both the introductory and continuing training programs which will be
provided by owners or operators to prepare employees to operate or maintain the
medical waste treatment facility in a safe manner. A brief description of how training will
be designed to meet actual job tasks.

(14) A copy of the closure plan including a written estimate of the cost of closing a
facility. The estimate shall equal the cost of closure at the point in the facility's operating
life when the extent and manner of its operation would make closure the most
expensive, as indicated by its closure plan. The owner shall revise the closure cost
estimate whenever a change in the closure plan increases the cost of closure.

(15) A description of the compliance history of the applicant under any local, state, or
federal law or regulation governing the control of medical waste or pollution including,
but not limited to, the Clean Air Act. Such description shall include all violations as
specified in Section 25072.5 of the Health and Safety Code which have occurred at this
or any other facility permitted and owned or operated by the applicant in the State for
the three years prior to the date of this application.

(16) A schedule for the installation of monitoring equipment and a written statement of
operating procedures covering the proper use, maintenance, and testing of such
equipment.

(17) A monitoring schedule, including type of monitoring, intervals and frequency of

monitoring sufficient to yield data which are representative of the monitored activity,
including, when appropriate, continuous monitoring.
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NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25071, 25072, 25072.5,
25073, 25090 and 25092, Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the

following day.
3. Certificate of Compliance as to 1-23-92 order including amendment of subsections (a)(5), (11), (12), (13), (15) and

(17) transmitted to OAL 6-2-92 and filed 7-14-92 (Register 92, No. 29).
4. Editorial correction of subsection (a)(13) and History 2 (Register 95, No. 47).

Article 4. Fees

865628. Application Fees.

¢ Note <« History

(a) Each person submitting an offsite treatment facility permit application will be
charged a processing fee of one hundred dollars ($100) per hour up to a maximum of
fifty thousand dollars ($50,000). The processing fee is to cover costs for technology
evaluation, construction inspections, and review of records relative to monitoring
procedures and operation. The fee will be billed as follows:

(1) An initial deposit of twenty-five thousand dollars ($25,000) with the application.

(2) When the costs for processing the application reach 75 percent of the initial deposit,
a second deposit amounting to one-half of the initial deposit shall be paid, and if
processing costs exceed 75 percent of the second deposit, the remaining twelve
thousand, five hundred dollars ($12,500) shall be charged.

(3) For subsequent deposits, after the first deposit, the Department shall give 30 days
notice by registered mail of the further amount of fee due. If this amount is not received
by the Department within the stated 30-day period, the application shall be denied, and
there shall be no refund to the applicant.

NOTE

Authority cited: Sections 208 and 25017, Health and Safety Code. Reference: Sections 25036, 25079, 25079.1,
25079.2 and 25079.3(b), Health and Safety Code.

HISTORY

1. New section filed 10-15-91 as an emergency; operative 10-15-91 (Register 92, No. 7). A Certificate of Compliance
must be transmitted to OAL 2-12-92 or emergency language will be repealed by operation of law on the following day.
2. New section refiled 1-23-92 as an emergency; operative 2-12-92 (Register 92, No. 15). A Certificate of
Compliance must be transmitted to OAL 6-11-92 or emergency language will be repealed by operation of law on the
following day.

3. Certificate of Compliance as to 1-23-92 order including amendment of section transmitted to OAL 6-2-92 and filed
7-14-92 (Register 92, No. 29).

4. Editorial correction of History 2 (Register 95, No. 47).
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