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SUBJECT: NATIONWIDE SHORTAGE OF TUBERCULIN SKIN TEST ANTIGEN

Provider Information Notice (PIN) Summary

PIN 19-22-ASC advises licensees of specified Adult and Senior Care facility licensing
categories of a nationwide shortage of Mantoux tuberculin skin test (TST) antigen. It
also reminds licensees of required tuberculosis (TB) screening and that an exception or
a waiver is required for TB screening that differs from that required by regulations.

The Centers for Disease Control and Prevention (CDC) has declared a nationwide
shortage of Aplisol, a Mantoux TST antigen used in intradermal TB screenings. The
Department is releasing this PIN to advise Residential Care Facility for the Chronically
Il (RCF-CI) and Residential Care Facility for the Elderly (RCFE) licensees of this
shortage since specific types of TB screenings are required for both these facility
types. TB screening, exception, and waiver requirements for RCF-Cls and RCFEs are
specified in the California Code of Regulations (CCR), Title 22 as outlined in this PIN.

Residential Care Facilities for the Chronically Il

All RCF-CI personnel and volunteers must meet the following TB testing requirements:
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e A Mantoux TST (intradermal) recorded in millimeters and dated no more than
three months prior to licensure or their employment or presence in the facility.
[CCR, Title 22, section 87865(h)(3)(A)].

For residents, prior to accepting a prospective resident or within 30 days of accepting a
resident into an RCF-CI, a licensee must obtain a written medical assessment which
includes a test for TB, by chest X-ray obtained no more than three (3) months prior to
placement or, a Mantoux TST recorded in millimeters and performed no more than
three months prior to placement. [CCR, Title 22, section 87894(b)(2)(A) and (b)(2)(B)]

Residential Care Facilities for the Elderly

The physical health of all RCFE personnel and volunteers must be verified by a health
screening, which includes:

e A chest x-ray or an intradermal test, performed by a physician not more than six
(6) months prior to or seven (7) days after employment or licensure. [CCR, Title
22, section 87411(f)]

Note: A licensee must maintain personnel records for all volunteers in an RCFE that
contain a health statement and health screening documents as specified in CCR, Title
22, section 87412(b)(1) and (b)(2).

For RCFE residents or prospective residents, CCR, Title 22, section 87458(a) and (b)(1)
does not specify a particular type of test that must be used to screen for TB. The
Department defers to licensed medical professionals acting within their scope of
practice to determine what particular type of TB test or combination of tests, should be
used to screen a prospective resident of an RCFE for communicable TB. Given this,
there is no need for a licensee to request a waiver or an exception from the Department
for RCFE residents.

Waivers and Exceptions

In light of the shortage of antigen that may be used in skin (intradermal) tests, a
licensee may request a waiver or an exception from the Department to use an
alternative test, such as a blood test, to screen for TB as specified. Licensees must
request, and receive prior written approval of, a waiver or an exception from the
Department. A request for a waiver or exception must include substantiating evidence
supporting the request.

The requirements for obtaining an exception or a waiver are specified in CCR, Title 22,
section 87824, Waivers and Exceptions for RCF-Cls and in CCR, Title 22, section
87209, Program Flexibility for RCFEs.
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A licensee should consider important differences between an exception and a waiver
and the needs of their facility when deciding whether to request an exception or a
waiver.

e An exception is based on the unique needs or circumstances of a specific facility
staff member(s) or resident(s) at a specific facility. It is not applicable or
transferable to others or other facilities. [CCR, Title 22, section 87801(e)(4) for
RCF-ClIs and CCR, Title 22, section 87101(e)(6) for RCFES]

e A waiver is based on a need or circumstance that is facility-wide. It is not typically
applied to a specific facility staff member or resident. It is also not transferable to
other facilities. [CCR, Title 22, section 87801(w)(1) for RCF-Cls and CCR, Title
22, section 87101(w)(1) for RCFES]

Note: Licensees who operate more than one RCF-CI or RCFE within a single Regional
Office jurisdiction and wish to request waivers for multiple facilities may submit a single
request that identifies the facilities to be covered by a waiver.

Additional Resources

¢ Nationwide Shortage of Tuberculin Skin Test Antigens: CDC Recommendations
for Patient Care and Public Health Practice, June 21, 2019

e California Department of Public Health, Updated Centers for Disease Control
Tuberculosis Screening Recommendations for Health Care Personnel (HCP) and
Nationwide Shortage of Tuberculin Skin Test Antigens, August 16, 2019

If you have any questions regarding this PIN, please contact your Adult and Senior Care
Regional Office.
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