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Trends in pregnancy-related mortality
in the United States: 1987-2014
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*Note: Number of pregnancy-related deaths per 100,000 live births per year.



Opioid Overdose Deaths

Figure 1. Age-adjusted drug overdose death rates: United States, 1999-2016
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'Significant increasing trend from 1998 to 2016 with different rates of change over time, p < 0.001.

72016 rate for males was significantly higher than for females, p <0.001.

NOTES: Deaths are classified using the Infemational Classification of Diseases, Tenth Revision. Drug-poisoning (overdose) deaths are identified using underlying
cause-oi-death codes X40-X44, X60-X64, X85, and Y10-Y14. The number of drug overdose deaths in 2016 was 63 632. Access data table for Figure 1 at:
fittps:/www.cde. govinchs/dataldatabriefs/db294._table pdfiét.

SOURCE: NCHS, National Vital Statistics System, Mortality.



Suicide

Figure 1. Age-adjusted suicide rates, by sex: United States, 2000-2016

5r
we | 2000-2015
ok 30% increase in suicide overall
2" leading cause of death age 10-34
§15 4 leading cause of death age 35-54
3 2000-2016
S 50% increase in suicide in women
EE- Female'
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'Significant increasing trend from 2000 through 2016 with different rates of change over time, p < 0.001.

NOTES: Suicides were identified using Intemational Classification of Diseases, 10th Revision, underlying cause-of-death codes: U03, X60-X84, and Y87.0.
Age-adjusted death rates were calculated using the direct method and the 2000 standard population.

Access dala table for Figure 1 at: hitps:/fwww.cdc.govinchs/data/databriefs/dh309_table pdft1.

SOURCE: NCHS, National Vital Statistics System, Mortality.



Expert Reviews ogorg

Maternal self-harm deaths: an unrecognized and [ oot

preventable outcome

Kimberly Mangla, MD; M. Camille Hoffman, MD, MSCS; Caroline Trumpff, PhD; Sinclaire O’Grady, BA;
Catherine Monk, PhD

National Rates of Maternal Deaths due
to Suicide or Drug Use:

 Largely Unknown due to lack of or
inadequate measurement

* ~14-30%
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preventable outcome
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Suicide |

Accidental drug overdose
Homicide
Car crash accident
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Screen All Pregnant &
Postpartum Women for MH & SUDs
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When to Screen All Pregnant &
Postpartum Women for Depression?

Screen for depression & anxiety symptoms:
- at least 1 during the perinatal period!

during comprehensive postpartum visit?

The American College of
Obstetricians and Gynecologists

“Clinical staff in obstetrics and gynecology practices should be prepared
to initiate medical therapy, refer patients to appropriate behavioral
health resources when indicated, or both.”

1. American College of Obstetricians and Gynecologists. Committee opinion: screening for perinatal
depression. 2018;757. 2. Position Statement on Screening and Treatment of Mood and Anxiety Disorders
During Pregnancy and Postpartum. American Psychiatric Association. December 2018.



Why Screen All Pregnant & Postpartum
Women for Depression?
Peripartum Depression is Common
*1in 7 women experience peripartum depression?
*1in 3 low income
*1in 5 women experience peripartum anxiety?

1. Gavin NI et al. Obstet Gynecol. 2005;106:1071-1083;

2. Ko JY et al. MMWR Morb Mortal Wkly Rep. 2017;66:153-158.



Why Screen All Pregnant & Postpartum
Women for Depression?

Peripartum Depression Persists

*46% of women who screen positive for depression
early postpartum, continue to have elevated
depressive symptoms at 1- year*

1. Horwitz, S, Briggs-Gowan MJ, Storfer-Isser A, Carter AS revalence, Correlates, and Persistence
of Maternal Depression, Journal of Women’s Health Vo 15, No.5



Risks of Untreated Peripartum Depression

* Women
— Severity of illness/Suicide
— Poor health habits
— Relationships

* Obstetric/Fetal
— C-section
— LBW (OR 1.96)
— PTB (OR 1.56)

* Child Development
— Less likely to breastfeed
— Child Development: g

e Sleep, mother-infant bonding, communication, cognition,
fine motor, behavioral, academics, psychiatric
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In comparison to children of parents without PPD,
children of parents with PPD are significantly more likely
to:
A Infant behaviors (difficulty sleeping, demanding, difficult to comfort)
Unintentional injury
Impaired mother-infant bonding
Delay in communication skills
Delay in cognitive and fine motor development
Emotional, conduct, and behavioral difficulties
Attenuated growth
Psychological difficulties

Adolescent depression

UCCCRRIEEY

Of the 30 studies providing data on the impact of PPD on children, 29 reported the long-term negative impact of matemal PPD on the physical and mental development of children.
EPDS=Edinburgh Postnatal Depression Scale.

1. Eastwood JG et al. BMC Fregnancy Childbirth. 2012;12:148; 2. Yamaoka Y et al. Matern Child Heaith J. 2016;20:326-336; 3. Kerstis B et al. Arch Womens Ment Heaith.
2016;19:87-94; 4 Valla L et al. infant Behav Dev. 2016;45:83-90; 5. Koutra K et al. Soc Psychiatry FPsychiatr Epidemiol. 2013;48:1335-1345; 6. Woolhouse H et al.

Arch Womens Ment Health. 2016;19:141-151; 7. Hanington L et al. Child Care Health Dev. 2012;38:520-529; 8. Surkan PJ et al. BMC Pediatr. 2014;14:185;

9. Verkuijl NE et al. Lancet Psychiatry. 2014;1:454-460; 10. Pearson RM et al. JAMA Psychiafry 2013;70:1312-1318.



Peripartum Depression

* Impact on child health and development

* Behavioral problems in kids 3-4 years old
— 4-fold increased risk

* Poor academic performance-middle school

— 2-fold increased risk

* Depression in adolescents
— 7-fold increased risk

Weissman MM. JAMA Psychiatry. 2018; 75(3): 227-228.



What is the Cost
Peripartum Mood & Anxiety?

*Mathematica Analysis
*Annual Cohort of Mother-Child Dyad
*followed pregnancy- five years
* Estimated cost 1 year:
S14.2 Billion
S 32,000 per Mother-Child Dyad

The California Health Care Foundation, the Perigee Fund, and the Zoma Foundation
https://www.mathematica.org/news/new-study-uncovers-the-heavy-financial-toll-of-
untreated-maternal-mental-health-conditions



Prevention of
Postpartum Depression

~
° Grade B Evidence @ U.S. Preventive Services

TASK FORCE

* |Interventions for Prevention of PPD

» Refer all at risk pregnant and postpartum women to counseling
interventions

 Most Effective Counseling Interventions:

— Cognitive Behavioral Therapy
— Interpersonnel Psychotherapy

https://www.uspreventiveservicestaskforce.org/Page/Document/UpdateSummaryFinal/
perinatal-depression-preventive-interventions?ds=1&s=perinatal



https://www.uspreventiveservicestaskforce.org/Page/Document/UpdateSummaryFinal/

Past Month Substance Use among Pregnant Women

PAST MONTH, 2015-2018 NSDUH, 15-44
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* Estimate not shown due to low precision,

+ Difference between this estimate and the 2018 estimate is
statistically significant at the .05 level.

SAMHSA




Tobacco Use in Pregnancy

Obstetric, fetal, and newborn risks
 Ectopic Pregnancy?

* Miscarriage?

* Placental abruption?

* Low birth weight*®

* Prematurity’

o Stillbirth>12

e Sudden Infant Death Syndrome

Horne et al. 2014%; Pineles, Park, and Samet 20142; Salihu and Wilson 20073; Cnattingius 2004; Quesada et al. 2012; Salihu an
lon and Bernal 2015; Salihu and Wilson 20077:%; Cnattingius 2004; Forray 2016; Salihu and Wilson 2007; Tikkanen et al. 2006 °



Tobacco Use in Pregnancy

/ * Low birth weight \

* Prematurity, ,n.n

* Developmental delays
* Cognitive problems

=2 . Behavioral problems
* School achievement
* Smoking

Conley et al. Am Socio Review 2000; 65 (3), 458-467; Bhutta et. al. JAMA 2002; 288(6), 728-737; Wiebe, 2015;
Ncube, 2017




Alcohol Use in Pregnancy

Obstetric, fetal, and newborn risks
* Birth defects

* Preterm birth

. * Low birth weight

* Small for gestational age

* Motor dysfunction

* Developmental delay

* Intellectual disability

(CDC, 2011; APA, 2013)
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Past Month Substance Use among Pregnant Women
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El Adjusted prevalence of past-month cannabis use
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Volkow N et al., JAMA. 2019:322(2):167-169.



Prevalence of Perinatal Opioid Use

Disorder
Per 1,000 Delivery Hospitalizations in US 1999-2014

National prevalence of OUD increased 333%,
i 1.5 cases (1999) to 6.5 cases (2014) per 1,000 delivery Hx
Av. Yr. increase of 0.4 per 1,000 delivery Hx/Yr

Cases per 1,000 delivery hospitalizations

I I I I I 1 1 I I I 1 I I I 1 |
1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 201 2012 2013 2014

Year

Haight SC, et al.,. MMWR Morb Mortal Wkly Rep 2018;67:845-849.



Table 2. Associations between Opioid Abuse or Dependence during Pregnancy and Obstetrical Outcomes: United States, 2007-2011

Delivery Hospitalizations without
Opioid Abuse or Dependence

Delivery Hospitalizations with
Opioid Abuse or Dependence

Multivariable Odds
n (%) n (%) Ratio” (95% Cl)

Total 60, 994 20,456,485

Died during hospitalization 20 (0.03) 1,311 (0.006) 4.6 (1.8-12.1)
Cardiac arrest 24 (0.04) 1,873 (0.01) 3.6 (1.4-9.1)
Intrauterine growth restriction 4,157 (6.8) 431,032 (2.1) 2.7 (2.4-2.9)
Placental abruption 2,315 (3.8) 215,057 (1.1) 2.4 (2.1-2.6)
Length of stay >7 days 1,837 (3.0) 235,738 (1.2) 2.2 (2.0-2.5)
Preterm 10,538 (17.3) 1,506,941 (7.4) 2.1 (2.0-2.3)
Oligohydramnios 2,736 (4.5) 564,410 (2.8) 1.7 (1.6-1.9)
Transfusion 1,205 (2.0) 208,073 (1.0) 1.7 (1.5-1.9)
Stillbirth 727 (1.2) 124,607 (0.6) 1.5(1.3-1.8)
Premature rupture of membranes 3,499 (5.7) 778,157 (3.8) 1.4 (1.3-1.6)
Cesarean delivery 22,130 (36.3) 6,768,679 (33.1) 1.2 (1.1-1.3)
Severe preeclampsia or eclampsia 722 (1.2) 289,668 (1.4) 0.8 (0.7-0.9)
Anesthesia complications 20 (0.03) 3,123 (0.02) 2.1(0.8-5.3)
Cerebrovascular complications 37 (0.06) 5,079 (0.02) 0(0.9-4.4)
Sepsis 273 (0.4) 79,169 (0.4) 1.3(1.0-1.7)
Postpartum hemorrhage 1,866 (3.1) 589,811 (2.9) 1(0.9-1.2)

Statistically significant values are indicated in bold.

* Adjusted for age group, race, primary payer, previous cesarean section, multiple gestation, and maternal preexisting conditions shown in table 1.

(Maeda, 2014)



Neonatal Abstinence
Syndrome (NAS)
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Winkelman et al. Pediatrics. 2018 Apr;141(4).
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JAMA | Original Investigation

Association Among County-Level Economic Factors,
Clinician Supply, Metropolitan or Rural Location,
and Neonatal Abstinence Syndrome

StephenW Fatrick. MO, MPH. M5; Laewa L Faberte MO, MPH. MS; Sndrese W Dhick,. PhDs There=a & Scote, M5
Judith Dudle=g. BE; Bradley [ Stein. MO, PRD

* Median rate NAS
* Overall
* 7.1 per 1,000 births
* Mental health shortage areas:
* 14.0 per 1,000
* Highest 10 year unemployment rate:
« 20.1 per 1,000

Patrick, 2019



Peripartum Treatment “Cascade”
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Peripartum Treatment “Cascade”
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Cox et al., 2016; | Clin Psych
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Integrated Care

* Systematic coordination of general,
behavioral, mental health and addiction care
with the goal of improving clinical outcomes
and patient experience, and reducing costs.

* Large spectrum of integration
— Coordinated

480THz 510THz 540THz 610THz 670 THz 750 THz
—_ CO_Located 635nm 590nm 560nm 490nm  450nm 400 nm

“imegrared [
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SAMHSA 6 Levels of Integrated Care

COORDINATED
KEY ELEMENT: COMMUNICATION

LEVEL 1
Minimal Collaboration

In separate facllities,
where they:

»» Have separate systems

»» Communicate about cases

only rarely and under
compelling circumstances

» Communicate, driven by
provider need
»» May never meet in person

»» Have limited understand-
ing of each other’s roles

LEVEL 2
Basic Collaboration
at a Distance

CO LOCATED
KEY ELEMENT: PHYSICAL PROXIMITY

LEVEL 3
Basic Collaboration
Onsite

LEVEL 4
Close Collaboration
Onsite with Some
System Integration

INTEGRATED
KEY ELEMENT: PRACTICE CHANGE

LEVEL S
Close Collaboration

Approaching
an Integrated Practice

Behavioral health, primary care and other healthcare providers work:

In separate facllities,
where they:

» Have separate systems

» Communicate periodically
about shared patients

» Communicate, driven by
specific patient issues

» May meet as part of larger
community

»» Appreciate each other’s
roles as resources

In same facllity not
necessarlly same offices,
where they:

» Have separate systems

»» Communicate regularly
about shared patients, by
phone or e-mail

» Collaborate, driven by
need for each other's
services and more reliable
referral

» Meet occasionally to
discuss cases due to close
proximity

» Feel part of a larger yet
non-formal team

In same space within the
same facllity, where they:

»» Share some systems, like
scheduling or medical
reconds

»» Communicate in person
as needed

» Collaborate, driven by
need for consultation and
coordinated plans for
difficult patients

»» Have regular face-to-face
interactions about some
patients

» Have a basic
understanding of roles
and culture

In same space within
the same facllity (some
shared space), where
they:

» Actively seek system
solutions together or
develop work-a-rounds

» Communicate frequently
in person
» Collaborate, driven by

desire to be a member of
the care team

» Have regular team
meetings to discuss overall
patient care and specific
patient issues

» Have an in-depth un-
derstanding of roles and
culture

LEVEL 6
Full Collaboration in
a Transformed/ Merged
Integrated Practice

In same space within the
same facllity, sharing all
practice space, where
they:

»+ Have resolved most or all
system issues, functioning
as one integrated system

»» Communicate consistently
at the system, team and
individual levels

»» Collaborate, driven by

shared concept of team
care

»» Have formal and informal
meetings to support
integrated model of care

»» Have roles and cultures
that blur or blend



Collaborative Care- Primary Care

= 1990s; 80 RCTs
= Reduce MDD Sx
= Decreases Stigma

" [ncrease provider &
patient satisfaction

" [mproves clinical
workflow/efficiency

= Reduces costs
= CMS/Billing Codes

Treating (Billing) Practitioner
r
\
X
\
N
O \
o y
\
/’ Beneficiary T‘\ \
Validated N
Rating Scales \ \\.l
N
Yy )
-
< ] s MR
BH Care G Psychiatric
Manager Registry Consultant

—— = Frequent communication

= = = |nfrequent communica

tion




Author manuscript
Clinn Obster Gynecol Aunthor manuscript: available in PWIC 2019 September O1.
Published in final edited form as:
Chin Obsrer Gyrniecol. 2018 September @ 61(3): 573—590. doi:10.1097/GRF.0000000000000360.

HHS Public Access

A Systematic Review of Integrated Care Interventions

Addressing Perinatal Depression Care in Ambulatory Obstetric
Care Settings

Tiffany A. Moore Simas, MD, MPH, MEd'.2.b.c.2.a Michael P. Flynn, MD"-2, Aimee R. Kroll-

Desrosiers, MS'1.9, Stephanie M. Carvalho, BA", Leonard L. Levin, MS LIS, MA'1.2.3 Kathleen
Biebel, PhD'!1-P, and Nancy Byatt, DO, MS, MBA'1.a.b.2.b

"|ntegrated Care - Ob/Gyn
= Systematic review 21 articles

" At least 1 of 11 components of
integrated behavioral health
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Feasibility

Integrated Behavioral Health 4 N

Screening
n=21 (refs 32-52)

EPDS cut-off =9-13, n=15
(refs 32-37, 40, 42, 44-50)
PHQ-9 cut-off = 10, n=6
(refs 35, 41, 43, 46, 51-52)
BDI n=2 (ref 38, 39)

Feasible

® / Diagnostic Assessment \
C re e n n=13 (refs 32-34, 38-41, 44-45, 49-52)

MINI n=4 (refs 32, 34, 51-52)

SCL-20 n=4 (refs 38-39, 51-52)

SCID n=3 (refs 40-, 44 49)

BDI-ll n=1 (ref 49)
DASS n=1 (ref 44)

[ ] [ ]
 Diagnosis
Unspecified interview approach n=4

o Refe r > (refs 33, 41, 45, 50) <

Referral Rate
n=12 (refs 32-35, 40-43, 46-48, 50)

* 11-100% (non-emergency)

\_ _/




Integrated Behavioral Health

Effective Tx

Started
Sustained
Effective

Effectiveness

/ Treatment Initiation \

n=15 (refs 32-33, 38-39, 41-51)

* Mental health services encounter
(e.g., psychotherapy, education,
counseling) with varied specialists
(e.g., advisors, LCSWs, psychologists,
and psychiatrists) (12-98%), n=11
(refs 32, 33, 38-39, 42-45, 47-48, 50)

* Pharmacotherapy (15-87%), n=4
(refs 33, 46-47, 50)

* Support groups or classes (46%), n=1
(ref 33)

* Combinations (15-98%), n=4
(refs 41, 43, 49, 51)

/ Treatment Sustainment
n=5 (refs 32, 46-47, 51-52)

Y,

Treatment plan completion (55%), n=1
(ref 32)

IPT/medication management sessions
(84-93%), n=1 (ref 51)

Mental health visits (59-100%), n=3
(refs 46-47, 52)

Y. ..

Treatment Efficacy
n=5 (refs 36, 44, 46, 51-52)

* Symptom improvement n=4

(refs36, 44, 51-52)
* Symptom remission n=2 (refs 46, 51)
* Maternal/child outcomes n=0

\_ _/




Acceptability
Integrated Behavioral Health /" patientsatisfaction® )

n=10 (refs32-34, 36, 39, 40, 42-43, 51-52)

cececcses = Comfortable talking about
mood/found discussion supportive
(97-99%)

Appreciate provider concern about
mood (96%)

Positive opinion of intervention staff
(91-100%)

& Care satisfaction (62-98%) /

Provider Improvement*
n=7 (refs 33, 35-37, 40, 43, 49)

Acceptable

e Patients

* Depression treatment confidence

[ ]
o P rOV I d e rS * Use of validated tools
« Discussion after positive screen

* Referral to community resources

¢ Staff >

Practice Staff Acceptance™ \
n=6 (refs 33, 35-37, 43, 47)

* Improved treatment knowledge and
skills

* Increased screening and validated tool
use

* Familiarity with programs

\- High program utilization /




Integrated Behavioral Health

Sustainable

Start-up expense
1.4 FTE NP
0.6 FTE Admin

Sustainability

ﬂltervention Costs/ResourceN

n=3 (refs 35, 44, 51)

Byatt et al.: $8.38/woman/year plus
start-up administrative expenses and
community capacity building (ref 35)

Grote et al.: $1,117/woman (ref 51)

Harvey et al.: 1.4 FTE senior-level
mental health nurse and 0.6 FTE
administrative staff (ref 44)




Integrated or
Collaborative Care- Ob Care

= imited Ob data

Treating (Billing) Practitioner

=" CMS/Billing Codes

sSC Medicaid does
not support

" everage existing
resources




Birth Outcomes Initiative




Mental Health and Substance Use
Screening- SBIRT

* SCREENING quickly assesses the frequency
and severity of substance use, identify the
appropriate level of treatment.

 BRIEF INTERVENTION focuses on increasing «
insight and awareness regarding substance &\
use and motivation toward behavioral
change.

 REFERRAL TO TREATMENT provides those
identified as needing more extensive
treatment with access to specialty care.

Substance Abuse and Mental Health Services Administration. Clinical Guidance for Treating Pregnant and Parenting Women With Opioid Use Disorder and Their
Infants. HHS Publication No. (SMA) 18-5054. Rockville, MD: Substance Abuse and Mental Health Services Administration, 2018.; Wright, Tricia E. et al. The Role of
Screening, Brief Intervention, and Referral to Treatment in the Perinatal Period. 2016;215(5):539-547



Healthy Connections

»
%% SBIRT INTEGRATED SCREENING TOOL “vse

* Fax the COMPLETED form to the patient’s plan and referral site and keepac in patient file

O assoiute Total Care [ etusthaice HealthPian Mediceic O rialina
Fax: B77-2E3-3226 Faic EX3-380-2810 Feu: B66-423-3889

O Advicar= [ First Choice by Select Health [ 5COHHS [Fee-For-Service)
Fax: BEE-TE1-431E FEic B65-333-3493 Fei: B03-233-8247

PATIENT INFORMATION

O wisticare
Fan: S66-433-6362

O EduweCross Bus=Shisid of South Carcline

B BsmThaoice HesfthiPian
Fac S03-570-5854

Patient’s st name: First: it Largusge: Race: Ettmidty: Expected cus date:
Phinie nio: Street sddress Memiber 1D no:
|
PROVIDER INFORMATION
Practice name: Group MPI: Infieichusl MPI: SCreening provicer's name: Phone no:
[
PATIENT SCREENING INFORMATION
mrents VES o
Did any of your parents have 2 problem with sloohol or drgg use?
Peers VES N
Do any of your friends have a problem with alcohol or other drug use?
" VES NO
Doz your partner have 2 problem with akeohol or other drug use?
vi YES NO
Bre you feeling at zll unsafe in any way in your relationship with your cument partner?
Emotional Health
Orver the |ast few weeks, has worry, anxiety, depression or sadness made it diffioult for you to WES N
dioyour work, pet slong with people or take care of things 2t home?
Past
Ini the past, have you had difficulties in your life due toalcohol or other drugs, induding TES NO
prescription medications?
Pres=nt
Iri the past meonth, have you drunk smy slcohol or used other drugs?
L. Howy many days per month o you drink? yES N
2. How mimny drrinks on sy given day®
3 How often did you have 4 ar more drinks per day in the lzst month?
4. In the past month have you taken any prescription drsgs?
Smoking
- - VES NO
Have you smoked any cigarettes in the past three months?
Fawirw Furvirs dommtic Farvirs Loesidat
| sk wicheiin PO subdlance Lia, o lal
el haalthy goats avaliathon |
I
ADVICE FOR BRIEF INTERVENTION
¥ N | NA At Risk Drinking
Did o Stabe your medical cncem? Hom-Fregnant Fregnant/Flanning Pregrancy
- . _ . T+ drinksfwesk A L
Dud you Adhnse to sbstan or reduce use® 3+ drinks/day Amy Use = Reky Drnking

Did yoru Check patient's reaction
Diid yeeu Refer for fubure assessment?

CONFIDENTIAL SBIRT REFERRAL INFORMATION

Patient referred toc O omMH O paoDAS O DHEC Quitline O Private provider (Mame & NPI)

| Check &l that 2pply) Fax: 200-£83-3114

Date of referral appointment [DDMAMAY): Date screened: O Patient refused referral

WomiEn's heakh can be aMected by emiotionsl probiems, aicohol, tobacoa, other drug use BNd COMEstic violence. 'Wiomen's heskth is also affected when those same

problams sre presented in pecple closs to ws. By “slcohol,” we mean Deer, wine, wine coolers o liquor.

Physician's Signature:

O Referral not warranted: | O Patient requested

*Adapted from institute for Health B Recvery, (2005)

O Domestic vislence

E03-T3E-2900

assistance

Screening:
Substance Use
Domestic Violence
Mental Health (Past, Present)

Brief Intervention:
Assessment
Motivational Interviewing
[increase likelihood of accessing tx]

Referral to Treatment:
Follow up
[ensure accessed treatment]



ﬁlesltnﬁ; Connections $0 @ @
wecse @@ SBIRT INTEGRATED SCREENING TOOL  “=o

* Fax the COMPLETED form to the patient’s plan and referral site and keepac in patient file

O assoiute Total Care [ etusthaice HealthPian Mediceic O rialina O wisticare

Fax: B77-2E3-3226 Faic EX3-380-2810 Feu: B66-423-3889 FEK: E56-233-6362

~
[ Biwetros BueShisld of South Carcling

O Advicar= [ First Choice by Select Health [ 5COHHS [Fee-For-Service) £ Buehoice HealthPian

Fax: BEE-TE1-431E FEic B65-333-3493 Fei: B03-233-8247 Fax: 803-E70-3554

PATIENT INFORMATION

Patient’s st name: First: it Largusge: Race: Ettmidty: Expected cus date:
Phinie nio: Street sddress Memiber 1D no:

[
PROVIDER INFORMATION

Practice name: Group MPI: Infieichusl MPI: SCreening provicer's name: Phone no:

o Text Based Screening in Ob Office

Did any of your parents have 2 problem with sloohol or drgg use? VES no
Peers VES N
Do any of your friends have a problem with alcohol or other drug use?

r WES O
Doz your partner have 2 problem with akeohol or other drug use?
v ¥ES O

Bre you feeling at zll unsafe in any way in your relationship with your cument partner?

;Tr:?::::lwks\. has worry, anxiety, depression or sadness made it difficult for youto VES NO B riEf I nte rve ntio n

dioyour work, pet slong with people or take care of things 2t home? .

re R Care Coord

Ini the past, have you had difficulties in your life due toalcohol or other drugs, induding TES NO emOte are Oor Inator

prescription medications?

Present

Iri the past meonth, have you drunk smy slcohol or used other drugs?
L. Howy many days per month o you drink?

2. How mimny drrinks on sy given day® e b
3 How often did you have 4 ar more drinks per day in the lzst month?
4. In the past month have you taken any prescription drsgs?
Smoking WES O
Have you smoked any cigarettes in the past three months? f I
e s @ s & Referral to Treatment
Rl verteini el Telemedicine/ Office or Home
L ..Mhhllhp_ﬂin valuation |
ADVICE FOR BRIEF INTERVENTION : ! FOI IOW u p
¥ N | NA At Risk Drinking
Did you Skate your medical concem?® Nom-Fregnant Fregnant/Flanning Pregrancy
Diid o Adhvise to sbstain or reduce use? ;: :::E::::t Bny Use is Risky Drinking

Did yoru Check patient's reaction
Diid yeeu Refer for fubure assessment?

CONFIDENTIAL SBIRT REFERRAL INFORMATION

Patient referred toc O omMH O paoDAS O DHEC Quitline O Private provider (Mame & NPI) O Domestic vislence Com m u nicate With Ob Tea m

| Check &l that 2pply) Fax: 200-£83-3114 E0E-Z36-2900
Dste of referral appaintment (DDMMYY): | Datescreened: | O Patient refused referral | O] Referral not warranted: | O Patient requested SC reen | ng |nf0rmat|o ]
assistance

WomiEn's heakh can be aMected by emiotionsl probiems, aicohol, tobacoa, other drug use BNd COMEstic violence. 'Wiomen's heskth is also affected when those same Refe r ra I a n d TX P rog ress

problams sre presented in pecple closs to ws. By “slcohol,” we mean Deer, wine, wine coolers o liquor.

Physician's Signature:

*Adapted from institute for Health B Recvery, (2005)



Screening D

Text Based Screening in Ob Office

* Program is briefly introduced [brochure provided]
 Women provide verbal consent & cell phone number
e Cell phone number entered in web-based system

e Patient receives text immediately and survey to be
completed in office while waiting




Screening B

Text Based Screening in Ob Office
e Self-report, as opposed to in-person interviews

vield higher rates of reporting substance use &
depression.

* + Screens = EDPS, NIDA, AA
- Increase specificity of screens
* (Categorize patients according to needs to

optimize time and workflow

Gryczynski, J et al. (2017). Validation of the TAPS-1: A four-item screening tool to identify
unhealthy substance use in primary care. Journal of General Internal Medicine, 32(9), 990-996.



Screening G

Text Based Screening in Ob Office
* Algorithm classifies women into clinical

categories and priority for assessment and
intervention:

* Low Risk
* Risk Factors for Depression

* Positive Depression Screen
* Substance Abuse High/Low Risk
* Domestic Violence Risk



Brief Intervention &
= Referral to Treatment

® Care Coordinator Contacts Patient

® Assessment

* Creates Care Plan

* Motivational Interview/Referral Services
* Follow-Up with Patient

* Care Coordinator provides summary of
screen, assessment and plan to provider
via EHR.




Brief Intervention &
Referral to Treatment

* Reduce the need for training and
re-training
* Increase the reach of experts in

M|, care coordination & mental
health

* Patient connects with one care
coordinator




Referral to Treatment
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Program Enroliment

000000000
.........

Where a women enters care:

* Prenatal care at obstetricians office

* Delivery at hospital

* Postnatal care at obstetricians office
* Well-child visits at pediatricians office




Follow-up Screenings Q

* Enroll anytime
e Each trimester of pregnancy
e Months1,3,6,9,12, 15, 18 postpartum

RN

L S



Virtual Collaborative Ob Care

Evaluation

" [mprove detection
" Reduce sx

= Decreases Stigma

" [ncrease provider &
patient satisfaction

" [mprove clinical
workflow/efficiency

= Reduces costs
= CMS/Billing Codes

Treating (Billing) Practitioner
5
\
\
\
N
O \
a5 3
\
ﬁ Beneficiary r\ \
Validated N
Rating Scales \ \
<
N
NS w8
£ :
é ] S -
BH Care o Psychiatric
Manager Registry Consultant

—— = Freguent communication
= = = Infrequent communication




Summary

Key takeaways
PMADs are the #1 complication Untreated PMADs - Half of perinatal women with a
of pregnancyand childbith | intheUS.arecostlyandhave |  diagnosis of depression do not

- multigenerational consequences :  getthetreatment they need

I 5

Nationally, PMADs affect

uptolin/ pregnant and
postpartum women

An estimated

514.2 billion

for all births in 2017
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Text Based Screening in Ob Office

v

Brief Intervention
Remote Care Coordinator

v

Referral to Treatment
Telemedicine/ Office or Home
Follow up

v

Communicate with Ob Team
Screening information
Referral and Tx Progress

Summary

&
(¢

Treating (Billing) Practitioner

£
\
\
\
\
@, \
o s

\
ﬂ Beneficiary F‘\ \
Validated \ \

Rating Scales \
‘/ \ e
& u £
£y .
< ] > MR
BH Care o Psychiatric
Manager Registry Consultant

Frequent communication
Infrequent communication

© 2017 University of Washington AIMS Center. All rights reserved,




McGinley & Bernstein, 2019

Ehe Washington Post

First drug specifically for postpartum
depression is approved

The new medication must be taken intravenously over 60 hours.




Brexanolone

Beta-cyclodetrin, IV formulation of allopregnanolone?
— Symptom improvement: 24 hours; remission: 3 days
Mechanism?-?

— Modulation of GABA-A receptors

Logistics!-?

— 60 — hour IV infusion in healthcare facility

— Continuous pulse ox, g2 hour mentation checks
Side Effects?

— Blackbox warning: sedation, loss of consciousness
Cost!

— $34,000 per patient

1. “Brexanolone (Zulresso) for Postpartum Depression,” 2019, 73-74
2. Meltzer-Brody, Colquhoun & Riesenberg, et. al., 2018, 1058-1070



Brexanolone

How does it work?

Extrasynaptic
GABA,, receptors

Postsynaptic terminal

Figure 2. Bhati, (n.d)

g Stanford ‘ Department of Psych
MEDICINE |and Behavioral Scien



https://ncps.org/sites/ncps.org/files/Saturday%207_%20Bhati%20FINAL.pdf

Efficacy of brexanolone injection in
post-partum depression: Two
multicentre, double-blind, randomized,
placebo-controlled, phase 3 trials




Purpose

* Objective

o To assess the efficacy and safety of Brexanolone in the
treatment of postpartum depression

* Endpoints

o Primary — change from baseline in the mean 17-item
Hamilton Rating Scale for Depression (HAM-D) total
score at 60 hr post-infusion

o Secondary — mean HAM-D score change from baseline
at 30 days after infusion

o Secondary — comparison of adverse effects among
treatment and placebo groups



METHODS




Study Design

Randomized, double-blind, placebo-controlled
— 30 clinical research centers
— Randomization:

e Study 1 (Mean HAM-D > 26)

Brexanolone 90 ug/kg vs. Brexanolone 60 ug/kg
vs. placebo

e Study 2 (Mean HAM-D 20-25)

Brexanolone 90 ug/kg vs. placebo
Each patient received 60 hrs continuous infusions
Repeated assessments of HAM-D
Adverse effects recorded



Study 1

Needed 40
patients/gro
up to
achieve 90%
power to
detect a
difference of
9

Study 1 Study 2
375 women assessed 375 women assessed
for eligibility* far eligibility*
¥ 129 ineligible* —#  129ingligible*
r
138 randomly 108 randomly
assigned assigned
B —
- , ! : .
4b assigned to 47 assigned to 45 assigned to 54 assignedto 54 assignedto
placebo BRXG0 BRX90 placebo BRXg0
3 did not receive 9 did not receive 4did not receive 1did ot receive 3did not receive
infusion infusion infusion infusion infusion
2 screening 3 pasitive drug 2withdrew 1withdrew 2withdrew
critera not screen consent consent consent
confirmed 2withdrew 1 pasitive drug 1screening critera
¥ Lwithdrew M consent ¥ soeen 9 —»  notconfirmed
consent 1SCrEENing 1randomisedin
criteria error
naot confirmed
Linfant illness
1did not present
r 4 k4 r h 4
43 received placebo 38 received BRX60 41received BRX90 53 received placebo 51received BRSO
1discontinued 3 discontinued 5 discontinued 1discontinued 3discontinued
treatment treatment treatment treatment treatment
P llosttofollowup | —M  2withdrew —»  Jwithdrew ¥ llosttofollowup | B Llosttofollow-up
consent cansent 1withdrew
1lost to follow-up 2 lost to follow-up consent
T T T T 1adverse event
1 1 1 1
r - Y | 3 I |
42 completed the i | 35completed the { | 36completed the | 52 completed the i | 4B completed the |
study | sty | study | study | study |
agincudedinmiT | 1§ | WincudedinmiTT | | | abinchdedinmiT | | syincudedinmiTT | | | StindudedinmiTT | |
efficacy i efficacy i efficacy efficacy i efficacy i
population - population - population M- population - population -
43 included insafety 38 included in safety 41incuded in safety 53 included in safety 51included in safety
population population population population population

Study 2

Needed 50
patients/group
to achieve 90%
power to detect
a difference of 8



Population

* Inclusion Criteria
oFemales aged 18-45 yo

oNegative UPT & reliable
contraception

o<6bmo postpartum

oOnset of PPD in the third
trimester to 4 weeks
postpartum

o0Good health

oDiscontinued
breastfeeding

olf on antidepressant, must
be stable dose

t Exclusion Criteria

oESRD on dialysis

oAllergy to pregnanolone
or progesterone

oHgb <10

o PMH schizophrenia,
schizoaffective, attempted
suicide

oDrug or alcohol abuse

oRecent ECT




RESULTS




Results — Demographics

e Well-balanced baseline characteristics
o Mean age: 27-28 yo

o Race: white (62%), African American (35%),
Hispanic (17%)

o Onset of depression: Similar across all groups,
generally within 4 weeks PP

o Antidepressants at baseline: 22% across both
studies



A studyl StUdy s
04 ~-ex60(=38) | BRX60 (|V| [SE])
~a— BRX90 (n=41)

Pacbo(-43) | -19.5 [1.2]
24 Mean change [95% Cl]

-5.5[-8.8,-2.2]
Results h
ol ——— .| BRX90 (MISE])
* Primary Endpoint: 60 hrs M | 177(12)
S0 | Mean change [95% ClI]

o Significant reduction in

-3.7 [-6.9,-0.5]
HAM-D scores at the end

Change from baseline in mean HAM-D total score (%)

i End of infusion (60 h)

-100 i T T T
of 6(? hours among both s Placebo (M [SE])
studies o0 ~moesy | 14,0 [1.1]
e Secondary Endpoint: 30 d [ | T
o Study 1 - Significant ; ] Study 2
reduction in HAM-D i BRX90 (M [SE])
scores at 30 days among :;P 14.0 [0.8]
both treatment groups )l ——— .| Mean change [95% ClI]
| 7| -2.5[-4.5,0.5]
2 8y
E_wo E sictn Placebo (M [SE])

0 3 6 9 0 15 1B 1 U J P -12.1 [0.8]

Time (days)




Study1 Study 2

Placebo BRX60 BRX90 Placebo BRX90
=4 (=38)  (=4) (=53  (n=5])
Overall
Anyadverseevent  22(51%) 19 (50%) 22(54%)  24/(45%) 25 (49%)
Severe adverseevent 0 1(3%) 0 1(2%) 2 (4%) R I t
Seriousadverseevent 0 1(3%) 0 0 1(2%) e S u S
Adverse eventleading  1(2%) 1(3%) 0 0 2 (4%)
o Secondary Endpoint:
Deaths 0 0 0 0 0 Adverse effects
Similar across all groups
Headache 7(16%) 7(18%) 6 (15%) 6 (11%) 9(18%)
Dizziness 1(2%) 6 (16%) 6 (15%) 4(8%) 5(10%)
Somnolence 3(7%) 7(18%) 2(5%) 2 (4%) 4(8%)
Infusion site pain 1(2%) 1(3%) 4(10%) 2(4%) 5 (10%)
Nausea 3(7%) 1(3%) 0 2(4%) 5(10%)
Dry mouth 0 4(11%) 0 1(2%) 2(4%)
Fatique 0 1(3%) 1(2%) 2(4%) 3(6%)

Data are n (%). Treatment-emergent adverse events were defined as an adverse event with onset after the start of
study drug, or any worsening of a pre-existing medical condition or adverse event with onset after the start of study
drug. Treatment-emergent adverse events were coded according to the Medical Dictionary for Regulatory Activities
version 19.1 or later. BRX60=brexanclone injection 60 pig/kg per h. BRX90=brexanolone injection 90 pg/kg per h.

Table 3: Treatment-emergent adverse events




Blackbox Warning

* Loss of consciousness
oStudy 1
e BRX60 — 1 of 38 (3%)
o Study 2
* BRX90 — 1 of 51 (2%)
oAcross both studies
* 5 total patients with excessive sedation



DISCUSSION




Discussion

* PPDis common
* High morbidity & mortality

* Brexanolone shows efficacy in the
treatment of moderate-severe depression

oQuick onset and response
o3 days vs 6-8 weeks with SSRIs
oSome durability at 30 days

2. Meltzer-Brody, Colquhoun & Riesenberg, et. al., 2018, 1058-1070 5. Stewart & Vigod, 2016, 2177-2186
6. Brummelte & Galea, 2016, 153-166



Limitations

* Large placebo response
o Consistent with most other MDD studies
 Mean change in HAM-D Score 2.5-5.5 points
o Consistent with most other MDD studies
* Access
o Healthcare facility
o Social support
060 hour monitoring
o Cost/Insurance coverage



Conclusions

e Brexanolone: novel MOA

e Safety and efficacy moderate-severe
postpartum depression

* Quick response

But,

* Access/Insurance coverage

* Longitudinal studies are needed
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ADDICTION SSAEE"

METHODS AND TECHNIQUES doi:10.1111/add.14651

Accuracy of five self-report screening instruments for
substance use in pregnancy

Steven ). Ondersma' 2, Grace Chang’, Tiffany Blake-Lamb®, Kathryn Gilstad-Hayden*, John Orav*,
Jessica R. Beatty', Gregory L. Goyert & Kimberly A. Yonkers®’

e 315 of 1220 participants (26.3%) met reference standard criteria for positivity.

* The single-item screening questions from the NIDA Quick Screen showed high
specificity (0.99) for all substances, but very poor sensitivity (0.10-0.27).

 The 5Ps showed high sensitivity (0.80-0.88) but low specificity (0.35-0.37).

 The CRAFFT, SURP-P and 5Ps had the highest area under the curve (AUC) for alcohol
(0.67, 0.66 and 0.62, respectively)

« The WIDUS had the highest AUC for illicit drugs and opioids (0.70 and 0.69,
respectively). Ondersma SJ et al., Addiction. 2019 Sep;114(9):1683-1693.



Screening: Which Measure to Use?

* Universal Screening: ACOG, AAP, AMA, CDC
 N=1220 racially, ethnically and socio-economically diverse pregnant women
— Substance Use Risk Profile-Pregnancy (SURP-P)

— CRAFFT (acronym for five-item screener with items related to car, relax, alone,
forget, friends and trouble), 5Ps (parents, peers, partner, pregnancy, past)

— Wayne Indirect Drug Use Screener (WIDUS)
— National Institute on Drug Abuse (NIDA) Quick Screen.

— Participants later provided a urine sample and completed a calendar recall-
based interview regarding substance use

e 315 of 1220 participants (26.3%) met reference standard criteria for positivity.

* The single-item screening questions from the NIDA Quick Screen showed high
specificity (0.99) for all substances, but very poor sensitivity (0.10-0.27).

 The 5Ps showed high sensitivity (0.80-0.88) but low specificity (0.35-0.37).

 The CRAFFT, SURP-P and 5Ps had the highest area under the curve (AUC) for alcohol
(0.67, 0.66 and 0.62, respectively)

« The WIDUS had the highest AUC for illicit drugs and opioids (0.70 and 0.69,

respectively). Ondersma SJ et al., Addiction. 2019 Sep;114(9):1683-1693.



Screening: Which Measure to Use?

* Universal Screening: ACOG, AAP, AMA, CDC
 N=1220 racially, ethnically and socio-economically diverse pregnant women
— Substance Use Risk Profile-Pregnancy (SURP-P)

— CRAFFT (acronym for five-item screener with items related to car, relax, alone,
forget, friends and trouble), 5Ps (parents, peers, partner, pregnancy, past)

— Wayne Indirect Drug Use Screener (WIDUS)
— National Institute on Drug Abuse (NIDA) Quick Screen.

— Participants later provided a urine sample and completed a calendar recall-
based interview regarding substance use

e 315 of 1220 participants (26.3%) met reference standard criteria for positivity.

* The single-item screening questions from the NIDA Quick Screen showed high
specificity (0.99) for all substances, but very poor sensitivity (0.10-0.27).

 The 5Ps showed high sensitivity (0.80-0.88) but low specificity (0.35-0.37).

 The CRAFFT, SURP-P and 5Ps had the highest area under the curve (AUC) for alcohol
(0.67, 0.66 and 0.62, respectively)

« The WIDUS had the highest AUC for illicit drugs and opioids (0.70 and 0.69,

respectively). Ondersma SJ et al., Addiction. 2019 Sep;114(9):1683-1693.



Screening

Drug toxicology is NOT recommended for
universal screening because it has
limitations and should only be considered
if there is a clinical indication and with

consent. -
ONLINE THC CALCULATOR:




Edinburgh Postnatal Depression Scale

Review Iltem 10
Total Score w/ Reverse Scoring
High Probability of Peripartum Depression
Diagnosis
EDPS score of >13
Sensitivity: 0.80
Specificity: 0.90
If borderline, repeat in 2 weeks
EDPS score of >10
20% will have suicidal ideation




Patient Health Questionnaire (PHQ-9)

For each statement, please mark the response which best represents how often have you been bathered by any of the following problems over the PAST 2 WEEKS?

Net at  Less than half  More than half Nearly

all the days the days everyday

Little interest or pleasure in doing things. B C I €
Feeling down depressed or hopeless. w f‘ » ¢
Trouble falling asleep, staying asleep or sleeping too much. " {" I .
Feeling tired or having little energy. - c ~ -
Poor appetite or overeating. B ™ . #
Z::I:ng badly about yourself- or that you are a failure or that you have let yourself or your family ~ o ~ o
Trouble concentrating on things such as reading the newspaper or watching TV, r ¥ B ('“
Maving or speaking so slow that _nthafs could have noticed. Or the opposite, being so fidgety or - ¢ ~ ¢
restless that you have been moving around a lot more than usual.

Thoughts that you would be better off dead or hurting yourself in some way. B E e ¢

Notdifficut  Somewhat  Very  Exiremely
at all difficult difficult  difficult

If you have axperienced any of these problems, how difficult have they made it for you to do your

work, fake care of things at home, or get along with other people? r * » 3

Previous Page I MNext Page I- 2

If you have comments or questons mgarding this suney please email us al jntem.health@yak adu



Patient Health Questionnaire (PHQ-9)

Patient Health Questionnaire (PHQ-9)

* High probability DSM-5 Depression Diagnosis:
- Add up all items
* Cut off score: PHQ > 10
* 88% sensitivity and 88% specificity

* Severity of Symptoms:
- Add up all items (including outside shaded area)
* 5-9 = Mild Depression
* 10-14 = Moderate Depression
* 15-19 = Moderate Severe Depression
* 20+ = Severe Depression

(Kroenke et al., 2001)



Patient Health Questionnaire
(PHQ-9)

e Severity of Symptoms:

PHQ-9 Score | Depression Proposed Treatment Action
Severity

0-4
5-9
10-14

15-19

20+

None-Minimal
Mild

Moderate

Moderate-
Severe

Severe

None
Monitor, repeat at follow-up

Psychotherapy and
Pharmacotherapy

Psychotherapy and
Pharmacotherapy

Pharmacotherapy,
Psychotherapy and Referral to
Psychiatrist

(Kroenke et al., 2001)



Peripartum Depression

e Completed Screen
EDPS: review item 10; Score 10/13 +
PHQ-9: review item 9; Score 10 +

* Assessment & Diagnosis
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