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Public Health Data Supports
Primary Care Physicians and
Good Medical Decisions

Working Models
A Acute: Fungal Meningitis Outbreak
A Chronic: Georgia Infant Mortality



Public Health Obligation to

Primary Care Physicians

A Acute:
Alnforming
AMonitoring
AGlobal View
A Chronic:
AData
AFacilitate collaboration
AActive participation




Outbreak Detection

A Sep. 18, 2012, TN clinician reports case of
Aspergillusmeningitis from epidural steroid
Injection

A Fungal meningitis is rare, typically occurs in
Immunosuppressed persons

A CDC notified; by Se{g. 25, active surveillance
identified 7 more patients with fungal
rl\r|1ce:n||r]g_|t|s from same TN clinic and one from

clinic

A These 9 patients received injections of
Preserva Ive-free methylprednisolone acetate
rom New England Compounding Center
(NECC) In Framingham, MA
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Initial Recall

A Sep. 26, 2012, FDA and NECC issued
voluntary recall of the three lots of
methylprednisolone (05212012@068,
06292012@26, and 08102012@51)

A Since May 21, 2012, vials from these lots were
distributed to 76 facilities in 23 states

A Sep. 28, 2012, CDC notified all affected states,
including Georgia
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Multi -state Fungal Meningitis Outbreak -
Current Case Count
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GA Epidemiologic Investigation
Priority #1

Rapid recognition of illness
and prompt |n|t|at|0n Of ‘ .‘ = u ' . anﬁdessagefrom the Commissioner
therapy to prevent severe LARR L\

CompllCatIOﬂS We Protect Lives.

Dear Dr. Clanton,

The Georgia Department of Public Health (DPH] is working with the
CDC and the FDA to investigate an outbreak of fungal (Aspergifius)
meningitis among patients who received an epidural steroid
injection. Several of these patients also suffered strokes that are
believed to have resulted from their infection. As of October 4, 2012,
five deaths have been reported - none, however, occurring in
Georgia and no infections have been found in Georgia to date.
Because the greatest risk for patients infected with fungal
meningitis is delayed diagnosis, | feel it important as your State
Health Officer to convey this important information. Similar alerts
are occurring throughout the nation.

A Notified 180 patients

A Warned patients to pay
attention to symptoms and
alerted physicians to consider i .
fungal meningitis

Commissioner, Georgia preservative-free methylprednisolone acetate (80mg/ml) prepared by

A E I ectro n i C CO m m u n i Cati O n to DEPaﬂggz}tﬁf Public New England Compounding Center, located in Framingham, MA.

DPH has been notified that affected medication was
3 2 OOO h - - /PA . GA de_liygled To a healthcare facility in the !vl..\con area and
, PNySICIanS/FAS In B
A M O n Ito red exposed CO h O rt Follow Us! As of October 4, 2_01?,_ a tgtal of 35 cases in the following six
- B o Teniesses (5 casa, ElING S ot1E), Moot € cosoe.
for at |eaSt 6 Wee k pe rl Od including 1 death), Nolnh Carolina {1 case)l, and Yirginia (4 cas;es,
(last injection September 24)

including 1 death).
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Epidemiologic Investlgatlon
Initial Findings

A Median case-patient age ~68 years

A Median incubation period ~19 days

A TN data showed infection significantly associated
with age > 60 years, females, multiple injections,
and receipt of Lot 06

A Many case patients had mild symptoms yet
elevated white cells in their CSF indicating
meningitis

A Among case-patients, the first presenting

| symptom often was headache



Epidemiologic Investigation

A Goals:

| Identify population at risk (those exposed to the 3
Implicated lots of steroid)

I Identify period of risk (initial data suggested up to
6 weeks or longer incubation period)

I Identify cases of fungal meningitis as early as
possible

I Elucidate risk factors for infection
I Faclilitate early treatment

A Nationally, 14,000 patients received MPA injections
from the three implicated lots (180 patients in
Georgia)




Risk Assessment as Foundation of
Clinical Guidance

CDC analysis
160% - Patient Risk of Stroke and Death by Type suggested that the
1.40% of Management Option estimated risk of
1.20% developing
1.00% - Option 1 meningitis was no

0.80%

greater than 5% on
the 26th day
following their last
Injection, and then
decreased to a risk of

= = = -(Option 2
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0.40%

Patient risk of stroke and death

0.20% -

0.00%
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Days since last dose no greater than 1%
by 6 weeks (42 days)
following injection.




Laboratory Investigation

A CDC developed raPid polymerase chain
reaction (PCR) test to identify fungi in
pati entsd CSF (researc

A Index case had anAspergillusinfection, but
oredominant fungus identified in patients
was Exserohilumrostratum

A Exserohilumspecies are environmental fungi
common In grass and soll, rarely identified as
human pathogens

A Oct. 4, 2012, CDC and FDA confirmed
Exserohilumin unopened vials of MPA from
two of the three implicated lots (06 and 08)
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Environmental Investigation

A FDA investigated NECC facility, observed
multiple problems with the clean room including
physical proximity to a recycling plant generating
dust, dirt, and debris

A ldentified several species ofBacillus bacteria and
other fungi present in NECC products
betamethasone, triamcinolone, and cardioplegia
solution




Georgia Case

First case of fungal D P
meningitis in Georgia o
identified on Oct. 23 s

Cetober 23, 2012 Mancy Nydam

Georgia Confirms First Case of Fungal Meningitis
Amid Nationwide Outbreak

66 vear-old female from YR A e——
first case of fungal meningitis related to contaminated epidural steroidal injections. The
patient is a 66-year-old female who lives in Bibb County (Macon), Ga. The patient is
clinically stable, not hospitalized and is under the care of an infectious disease

Bibb County (Macon) S —

one of three implicated lots prepared by the New England Compounding Center
(NECC), located in Framingham, Mass. The patient is among those who reported
symptoms after receiving an injection for back pain at the Forsyth Street Ambulatory
Surgery Center in Macon.

- - - -
Al least two other drugs produced by NECC also are being investigated by FDA. One is
e C e I Ve I n e C I O n an ophthalmic drug used in eye surgery and the other is a cardioplegic used to paralyze
the heart during heart transplant surgery. To date there has not been any positive link
between these two drugs and the fungal meningitis outbreak. Out of an abundance of

caution, the FDA is advising doctors to follow-up with patients who received any NECC

from Lot 06 In late e g e, 2.2

These fungal infections are not transmitted person-to-person. DPH has been working
with Georgia physicians and physicians assistants to raise awareness about patients
who have symptoms that suggest possible fungal infection. The symptoms include

fever, headache, stiff neck, nausea and vomiting, sensitivity to light and altered mental

status. Symptoms of other possible infections may include fever, swelling, increasing

pain, redness, warmth at injection site; visual changes, pain, redness or discharge from
the eye; chest pain; or drainage from the surgical site. People who received medications

Was not hospitalized, is J
doing well - P




Control Measures

A October 6, 2012, NECC voluntarily recalledall products
compounded at and distributed from facility in
Framingham, MA

A October 15, 2012, FDA recommended physicians follow up
with patients administered any NECCinjectable product
since May 21, 2012

A October 31, 2012, FDA announcedAmeridose, LLC (sister
company to NECC) voluntarily recalledall unexpired
products in circulation

A To date, no evidence of another outbreak (or infections)
linked to other NECC or Ameridose products




What Have We Learned?

A Rapid response to outbreak requires
cooperation and communication between
clinicians, state and local health
departments, CDC and FDA

A Be prepared to detect and respond to
emerging infections

A Expect the unexpected
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Survelllancelnforms Mitigation:
HI1N1 Example

The success of any disease containment
strategy Is founded upon surveillance, e.qg.
H1N1 response

Aldentified cases for isolation

Aldentified populations most at risk for
severe clinical outcomes (pregnant women)
to prioritize scarce vaccine in beginning

ALead to targeted vaccination campaignsfi
pregnant women
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Georgia Infant Mortality
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Infant Mortality

A Infant mortality is death of a live born
Infant before the first birthday

A During 2002-2006, an infant died in
Georgia every 7 hours and 36 minutes.
That 0s the death of E
year span or 3 babies every day

AGeorgiads I nfant Mort
between 2002-2006 was 8.4 per 1000 live
births

A 15-20% above the national average

T



Infant Mortality Report

From Preconception

To Infant Protection

www.dph.ga.gov/publications




Infant Mortality Clusters within
Georgia, 20022006

Six significant clusters of infant deaths were found across the state:
Cluster A: Fulton, Douglas, Cobb and Clayton Counties
Cluster B: Bibb, Twiggs, Houston and Jones Counties
Cluster C: Muscogee and Chattahoochee Counties
Cluster D: Lowndes County

Cluster E: Richmond County

Cluster F: Chatham County

SMR

[ 012-080
[ ]os1-120
L 1121-1860
B 161-200
Bl 201-279
] significant Clusters
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Infant Mortality 2002 -2006

AGeorgi ads | MR: 8. 4 pe
- Atlanta area 11.8
- Augusta area 15.1
- Columbus area 15.8
- Macon area 14.7
- Savannah area 13.3
- Valdosta area 17.5




Leading Causes of Infant Death
by Cluster

A B C D E F

Congenital malformations, chromosomal

genitat 21322313
abnormalities
Newborn affected by maternal complications
of pregnancy

Respiratory distress of newborn 1

[Short for gestational age, LBW, not otherwis

classified

Sudden infant death syndrome

A/ Dntort | rvwoe
We Protect Lives.



Infant Mortality Task Force

A Chairman, Mitch Rodriguez, M.D.
A Task Force Members

0 Georgia Department of Public Health

0 Regional Perinatal Centers

0 Georgia Hospital Association

0 Medical Societies (AAP, FP, OBGYN)

0 Private Foundations

o March of Dimes

o Private Industry

o Nurse Midwives

0 Hospitals

0 Academia

o Georgia Department of Community Health/Medicaid
o Care management organizations (CMO)




Infant Mortality Strategic Plan

Measurable Objective #1

A Strengthen the regional perinatal system
through defined standards of care by 2016

A Strengthen the regional perinatal system
through the development of standards of care
to improve health outcomes

A Develop a perinatal quality collaborative with

multiple partners modeled
quality collaboratives in ot

A Develop a maternal morta

after existing
ner states

Ity review

committee to monitor deat

NS

T



Regional Perinatal System

www.dph.ga.gov/publications




Infant Mortality Strategic Plan
Measureable Objective # 2

A Develop 3 targeted educational campaigns on
IM related issues by 2016

o Work with partners to develop a targeted educational
campaign regarding breastfeeding with a focus on
baby-friendly hospitals and the business case for
breastfeeding

0 Work with partners to develop a targeted educational
campaign regarding smoking cessation to reduce
poor birth outcomes and infant deaths

0 Work with partners to develop a targeted educational
campaign regarding safe sleep to reduce infant
deaths

T



Breastfeeding

A Based on 2011 data*, only 66.4% of
Georgia mothers start breastfeeding after
delivery

A Healthy People 2020 Goal: 81.9%

*2011 combined GA Birth Certificate & Newborn Screening data
We Protect Lives.



Baby-Friendly Facllities

Model breastfeeding policy

Staff competency assessment
Prenatal breastfeeding education
Early initiation of breastfeeding
Teach breastfeeding techniques
Limited use of supplements
Rooming-in

Teach feeding cues

Limited use of pacifiers
Post-discharge support

- 2007
__ E

|I||l||‘||

o

25 50 75 100

Percentage of US Hospitals

SOURCE: CDC National Survey of Maternity Practices in Infant Nutrition and Care (mPINC), 2011

We Protect Lives.




Safe Sleep for Babies

o

m-fmuum

for Bables A LWAYS

ALWAYS



Role for Hospital and Physicians

A Create Safe Sleep Policies for NICU & Well Baby
Nursery

A Train staff
A Endorse and model

I Supine Sleep Position
I Educate families on safe sleep guidelines




Infant Mortality Strategic Plan

Measureable Objective # 3

A Develop external collaborations to support IM
Initiatives of other organizations by 2013

i Work with GA Department of Community Health
and others to improve utilization of the 1115
waiver

i Work with the Georgia Hospital Association, the
March of Dimes, and others to reduce early
elective deliveries

- B



GHA Partnership to Eliminate
Early Elective Deliveries
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Data Source: 2006 Georgia Birth-Hospital Discharge linked file
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Percent of 37 -40 week -ers admitted to the
NICU comparing all deliveries to elective
deliveries

All Deliveries ®m Non-medically Indicated Elective Deliveries
6.51%

6.19%
5.94%
5.66%
4.73% 9
0 4.71% 4.59%
4.24%

37 weeks 38 weeks 39 weeks 40 waeks ;,



Percent of 37 -40 week -ers needing assisted
ventilation immediately after birth
comparing all deliveries to elective deliveries

All Deliveries ®Non-medically Indicated Elective Deliveries

3.86%
3.67% 3.68%

3.33%

2.78% 2.83%

2.66% 2.60%

37 weeks 38 weeks 39 weeks 40 weeks




Percent of 37 -40 week -ers on antibiotics
comparing all deliveries to elective deliveries

All Deliveries ® Non-medically Indicated Elective Deliveries

1.33%

1.25%
1.19%
1.14%
1.10%
1.01% 1%
0.94%

37 weeks 38 weeks 39 weeks 4(E wéﬁeksL




The Relationship Between Standardized Test Scores and

Gestati onal

Age Adjusting f
Education Level

342.0
340.0
5 338.0 /.
E:) .\ //‘
336.0
é \\ //
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n 332.0
2 NN
3 330.0
©
_g 328.0
=
s 326.0
T
& 324.0
322.0
3200 Reading Standardized
Math Standardized Score ELA Standardized Score €a mgscjrr; ardize
——37 Weeks Gestation 3354 326.9 3375
=-39 Weeks Gestation 337.5 3285 339.3
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Early Elective Deliveries
In Georgla

Reduced 39 week elective deliveries In
Georgia through public and private
collaboration (GHA, March of Dimes,
Ob/Gyn Soclety, Georgia Chapter of the
American Academy of Pediatrics)

A 65% in 2009
A 4.12% in September 2012

T



Delivery Outcomes: Preterm Birth
Dougherty County Percentages

25.00%
20.00%
15.00% m All Centering
M Baseline Do Co White
10.00% W Baseline Do Co Blacks
®m PPMH 2011
5.00% -
0.00% -

Preterm Births
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Delivery Outcomes: Low Birth Weight
Dougherty County Centering Patients

18.00%

16.00%

14.00%

12.00%

10.00% m All Centering
8.00% M Baseline Do Co White
6.00% - = Baseline Do Co Black
4.00% -
200% - Mean Centering
0.00% - BW= 3133 gm

Low Birth Weight Births
L We Protect Lives.



Breastfeeding Initiation Rates

Centering Patients Dougherty County WIC

M Breast

. M Breast
feeding feeding
B Formula B Formula
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