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Memorandum Summary

¢ Delay of Public Health Laboratory (PHL) Surveys: The Centers for Medicare &
Medicaid Services (CMS) has agreed to delay routine surveys of State PHLs
temporarily, unless there is immediate jeopardy to patient health and safety, until May
15, 2009, at which time we will re-assess this determination.

¢ Suspended Influenza Proficiency Testing (PT) for One Event: CMS has notified the
PT Programs with viral antigen modules which contain testing for influenza A that these
should be suspended until May 15, at which time this decision will be re-assessed.
Laboratories subject to PT for viral flu testing have discretion regarding their
participation for this event.

® Guidance from Centers for Disease Control and Prevention (CDC) for Swine Flu
Testing, Specimen Collection, and Processing: Information regarding this testing can
be found at the following link: http://cdc.gov/h1n1flu/specimencollection.htm.
Clinicians and laboratories should monitor this site regularly for additional information
and updates on testing protocols, etc.

® Food and Drug Administration (FDA) Information on Emergency Use Authorized
(EUA) Swine Flu Test: Information regarding the CDC-developed presumptive test
utilized by PHLs and the FDA-cleared test for swine flu can be found on the FDA Web
site at: http://www.FDA.gov/oc/opacom/hottopics/HIN1FIu/

Survey Delays

Significant workload increases with a short turnaround in State PHLs due to the A/HIN1 (swine
flu) have lead the Association of Public Health Laboratories (APHL) to appeal to CMS to
temporarily delay routine biennial surveys of the 77 laboratories involved in this testing while
the bolus of this work is completed. CMS agreed to delay these surveys until May 15, 2009, at
which time we will re-evaluate. We will re-assess this delay until the immense workload
incurred by these laboratories due to the A/H1N1 swine flu outbreak has diminished to a
manageable size.
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However, if there is immediate jeopardy to patient health and safety, then the survey should
proceed timely with a minimum of disruption to the laboratory in the areas where the flu testing
is occurring.

Proficiency Testing (PT) Deferral

CMS is also responding to the concerns about a diminishing supply of test kits for influenza A
screening for patients. Toward that end, we are suspending a PT event for PT programs that
include challenges for influenza A viral testing and discretion for laboratories that are subject to
PT for these tests. The language provided to the PT Programs is included here for your
information and if you should receive any inquiries.

“CMS is allowing certain regulatory activities related to the recent influenza A (H1N1)
virus outbreak to be suspended. These suspensions will be allowed through May 15,
2009.

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) program, in keeping
with our agency’s direction, will not impose certain requirements for the next testing
event for viral antigen modules that include the need to test for influenza A. The
regulatory requirements for any modules scheduled to be shipped after the May 15 date
will be addressed prior to that date.

For your participants this means each laboratory may decide whether to test the PT
samples for the next event or reserve their influenza A test kits for any unexpected
increase in patient testing.

If a participant decides not to test the PT samples and/or leaves the results blank, please
use reason code #8, ““Excused Participation’ and assign a score of 100% when
submitting PT data to the CMS PT monitoring system.”

Helpful Web sites

Lastly, Web sites for CDC and FDA regarding sample collection and testing protocols and more
specific test information are provided in this memo summary and they should be routinely
checked for updates by States, regions, and laboratory professionals.

We appreciate your cooperation and assistance during this public health situation and encourage
you to follow the HHS Guidance for Employees to ensure your health and safety and that of your
family, peers and the laboratories we oversee until this circumstance has concluded.

If you have any questions regarding this memo, please contact Judy Yost at
Judith.yost@cms.hhs.gov or Harriet Walsh at harriet.walsh@cms.hhs.gov.

cc: RO CLIA staff and Managers
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