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Objectives

• Review strategies for identification of patients 

in need of contraception

• Understand the components of comprehensive 

contraceptive counseling

• Strategize ways to provide patients a wide 

range of contraceptive methods inclusive of 

long-acting reversible contraceptives 

(intrauterine devices and implants)



https://powertodecide.org/what-we-do/information/national-state-data/indiana



Defining “Best Practice”

• The right care

– Patient chosen contraceptive

• In the right place

– Where the patient receives or prefers to receive 
care

• At the right time

– When the patient wants the care 



The right place

• Is your office the right place for adolescent 

contraceptive care?

– Adolescent patients

– Relationship with patient and caregivers

– Culture supportive of contraceptive services

– Competent to provide contraception

– Contraception needed



Percentage of High School Students Who Ever Had Sexual Intercourse, 

1991-2017*

*Decreased 1991-2017 [Based on linear and quadratic trend analyses using logistic regression models controlling for sex, 

race/ethnicity, and grade (p < 0.05). Significant linear trends (if present) across all available years are described first followed by linear 

changes in each segment of significant quadratic trends (if present).]

Note: This graph contains weighted results.
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Percentage of High School Students Who Used Birth Control Pills; an IUD or 

Implant; or a Shot, Patch, or Birth Control Ring,* 2013-2017†

*Before last sexual intercourse to prevent pregnancy among students who were currently sexually active
†Increased 2013-2017 [Based on linear trend analyses using logistic regression models controlling for sex, race/ethnicity, and grade (p 

< 0.05).]

Note: This graph contains weighted results.
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Teen (15-17yo) Birth Rate by County, 

IN 2017

Annie E. Casey Foundation Kids Count Data Center, www.datacenter.kidscount.org



Implementation Step 1:

Assess your clinic/practice

• What is the current state of contraceptive 
provision?

• What is the desired state of contraceptive 
provision?

• What are the facilitators?

• What are the barriers?

• Who are the champions/change agents?

• www.contraceptiveactionplan.org

http://www.contraceptiveactionplan.org/


Implementation Step 2:

Fill the gaps

• Stakeholder engagement

• Provider training

• Staff training

• Supplies

• Policies and Procedures

• Billing



LARC combined education and process 

improvement (Kaiser Colorado)

• Over 20,000 adolescent (13-18yo) women enrolled annually

• Goal: Increase rate of LARC placement in 13-18yo by PCPs vs. 
ob/gyn

• Journal clubs, live continuing education, in-services for staff, point of 
care guidelines, new patient materials, EHR enhancements

• 105 gyn clinicians, 472 PCP (98 pediatric)

• Outcomes:
– Overall LARC increased from 7 to 13/1000 adolescent women

– Increased from 5 to 20 (of 27) practices with LARC provider

– PCPs placed 6% of LARCs at baseline, and 32% of LARCs post-
intervention (almost all implant)

– LARC placement increased in clinicians who did not attend the 
educational sessions as much as those who did

Arnold Rehring et al, Academic Pediatrics, 2019;XXX:1-9



Implementation Step 3:

Identify patients

• Patients/families may request

• Advertise the service

• Implement routine screening for contraceptive 

need/desire



One Key Question®

• Would you like to become pregnant in the next 

year?

– Contraceptive Counseling

– Preconception Planning



One Key Question® limitations

• Question may not be seen as appropriate for all 

ages

• Not studied in primary care pediatric settings

• Not well studied in younger patients 



PATH questions

• Pregnancy Attitudes, Timing, How important is 

prevention

– Prompts about pregnancy intentions

– Questions about whether and when a pregnancy 

might be desired

– Questions about the importance of preventing a 

pregnancy

– Happiness about a hypothetical pregnancy



PATH limitations

• Designed as an interview guide, not a screening 

tool

• Time intensive when there are other competing 

priorities for a visit

• Limited data among adolescents

• Limited data outside of family planning settings



Considerations for screening for 

contraceptive need in pediatrics

• Normalizing statements

• Universal screening

• Confidential screening

• Related screening questions

• Verbal or written/electronic

• What scripting will be comfortable for patients, 

families, staff?



Implementation Step 4:

Contraceptive Counseling

• Non-judgmental

• Evidence-based (LARC first)

• Patient-centered

• Non-contraceptive benefits







Best Practices in Patient-Centered

Contraceptive Counseling

• Relational Communication
– Develop relationship

– Build trust

– Optimize decision-making

• Task-Oriented Communication
– Adequate counseling about side effects and risks

– Communicate about contraceptive efficacy in a meaningful way

– Anticipate and address barriers to consistent and correct 
contraceptive use

– Address (mis)perceptions of low susceptibility to pregnancy

– Counsel about dual protection for women at risk of STI

– Consider screening for reproductive coercion and offer harm 
reduction strategies

Dehlendorf et al, Clin Obstet Gynecol 2014;57:659





Contraceptive Counseling

• Can do yourself

• Can train your staff

• Can use print/electronic resources

– www.bedsider.org

– stayteen.org

– www.youngwomenshealth.org

– Contraceptive Choice Project 
https://www.youtube.com/user/WUSTLChoiceProject

– amaze.org

http://www.bedsider.org/
http://www.stayteen.org/
http://www.youngwomenshealth.org/
https://www.youtube.com/user/WUSTLChoiceProject
http://www.amaze.org/




Implementation Step 5:

Method Provision

• Practice policies/procedures

– Same day/quick start

• Prescriber training

• Handling common questions/concerns

• Confidentiality

• Rapid Referral

– Bridging method

• Co-management



Why not just refer?

• 1537 women 15-27yo over 3 years referred for 
LARC in an FQHC

• 67.3% of women referred had LARC placed

– Mean time from referral to LARC placement was 
1.7months

• 22.8% of women became pregnant during study 
period

Wilkinson et al, PAS 2019, poster presentation



Benefits

• 99.2% effective

• User independent

• 10 years (12)

• No hormones

• Monthly menses

• Most effective form of 

Emergency 

Contraception (5 days)

Limitations

• May increase 
cramping/bleeding (1st

6mo)

• PID more likely for ~1 
month after insertion, 
then lower than non-IUD 
users

• Expulsion in ~6%

• Perforation in ~0.1%

• Contraindicated only if 
active uterine disease 
process

Copper IUD**
Paraguard



Benefits

• 99.8% effective

• User independent

• 3-7 years

• Decrease cramping

• Decrease blood loss

– Mirena 90% less

Limitations

• PID more likely for ~1 

month after insertion, 

then lower than non-

IUD users

• Expulsion in ~3%

• Perforation in ~0.1%

• Contraindicated only if 

active uterine disease 

process or breast CA

Levonorgestrel IUDs**
Mirena®, Skyla®, Liletta®, Kyleena™ 



Levonorgestrel IUDs

Skyla® Kyleena™ Liletta® Mirena®

Levonorgestrel 13.5 mg 19.5 mg 52 mg 52 mg

Size 28 x 30 mm 28 x 30 mm 32 x 32 mm 32 x 32 mm

Duration of 

Action
3 years 5 years 5 years (7) 5 years (7)

Amenorrhea

(at 1 year)
6% 12% 20-40% 20-40%



Benefits

• 99.95% effective

• User independent

• 3 years (5)

• Decrease cramping

• Suppress ovarian 

cycling

Limitations

• Unscheduled bleeding

• Contraindicated only if 

active breast CA

Etonogestrel Implant**
Nexplanon®



Implant Insertion



Implant Bleeding Patterns

• 11 clinical trials, 942 implant users, 90 days cycles
– Infrequent bleeding 33%

– Prolonged bleeding 16.9%

– Frequent bleeding 6.1%

– 1 year amenorrhea 30%
Darney P et al. Fertil Steril 2009; 91(5):1646-53

• Recent data suggest women who initially reported 
unfavorable  bleeding patterns had 50% chance of 
improvement with continued use
Mansour D 2008, Mansour D 2011, Hohmann H and Creinin MD 2007, 

Berlan 2016



U.S. SPR

Managing Menstrual Changes with Nexplanon

• Counsel prior to insertion

• r/o other pathology (STI, pregnancy, medication 

interaction, uterine pathology)

• NSAIDs 5-7 days

• Estrogen or low dose COCs 10-20 days



Cochrane Review, 2013

• Some women may benefit from the 

interventions described, particularly with 

cessation of current bleeding.

• Several regimens offer promise in regulating 

bleeding, but findings need to be reproduced in 

larger trials.

• The results of this review do not support routine 

clinical use of any of the regimens included in 

the trials, particularly for long-term effect.



CDC Medical Eligibility Criteria

• For each medical condition, each

contraceptive method is rated 1-4

1    No restriction (method can be used)

2 Advantages generally outweigh 

theoretical or    

proven risks

3 Theoretical or proven risks usually 

outweigh the advantages

4    Unacceptable health risk (method not to 

be used)





Resources

• CDC 

– Medical Eligibility Criteria for Contraceptive Use

•https://www.cdc.gov/reproductivehealth/contrac

eption/usmec.htm

– Select Practice Recommendations

•https://www.cdc.gov/reproductivehealth/contrac

eption/usspr.htm

https://www.cdc.gov/reproductivehealth/contraception/usmec.htm
https://www.cdc.gov/reproductivehealth/contraception/usspr.htm


Suggested Practice Changes

• Move the needle on contraceptive provision in 

your practice

• Become trained in provision of LARC, and/or 

develop rapid referral processes for adolescent 

LARC placement



A word of thanks

• Dr. Maayan Leroy-Melamed

• Dr. Tracey Wilkinson
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BLUEPRINT FOR CHILDREN 2018 UPDATE



ACHIEVEMENTS IN FEDERAL CHILD HEALTH
2017-2018

• Ten-yearextension of funding for Children’s  Health Insurance Program (CHIP)
• Protection of health care coverage and access for children
• Enactmentof Family First Prevention Services Act
• Enactmentof RAISE Family Caregivers Act
• Enactmentof EHDIAct
• Children’s Hospital GME Funding and Reauthorization
• Enactmentof law to protect youngathletes from sexualabuse
• Inclusionof children in federal human subjects research
• Renewal of MIECHV program
• Improvement to pediatric drug and device laws
• Advancements in coverage for children of the armed forces
• SUPPORT Act Opioid Legislation
• Airplane KiTS Act
• First time funding for Pediatric Mental Health Care Access Grants 

($10 million); Screening and Treatment for Maternal Depression 
Grants ($5 million)



OTHER DECEMBER SUCCESSES FOR CHILDREN

• Agriculture Improvement Act of 2018 
(Farm bill)

• PREEMIE Reauthorization Act

• Juvenile Justice Reform Act

• Congenital Heart Futures 
Reauthorization Act

• Preventing Maternal Deaths Act

• PEPFAR Extension Act 

• Global Health Innovation Act



WE STAYED IN THE BOAT! 



Welcoming the 116th Congress



116TH CONGRESS

HOUSE OF REPRESENTATIVES

Republican Democrat

Last Congress 236 196

New Congress 198 235

Gain +40

SENATE

Republican Democrat

Last Congress 51 48

New Congress 53 47

Gain +2*

116th Congress Firsts:

• Congress with more than 125 women

• Native American congresswoman

• Two Muslim congresswomen

• … and … 



FIRST PEDIATRICIAN IN CONGRESS

REP. KIM SCHRIER, MD, FAAP 



ADM Brett Giroir, MD
Assistant Secretary for Health

Office of the Secretary
U.S. Department of Health 

and Human Services 

Michael Warren, MD, MPH, FAAP
Assoc. Administrator, Maternal & 

Child Health
U.S. Department of Health and 

Human Services

Diana W. Bianchi, MD, FAAP
Director, Eunice Kennedy Shriver
National Institute of Child Health 

and Human Development 
National Institutes of Health



AAP PRIORITIES: 116TH CONGRESS

Bills needing reauthorization:

• Child Abuse Prevention and Treatment Act 

• Pandemic and All-Hazards Preparedness Act

• Pediatric Subspecialty Loan Repayment Program

• Autism CARES Act

• Emergency Medical Services for Children 

• Newborn Screening Saves Lives Act

• Child Nutrition Act

Other congressional priorities:

• Appropriations and raising FY2020 Budget caps

• Over-the-counter (OTC) drug reform

• Immigration-related oversight and bills

• Gun violence prevention

• ACA-related oversight and bills



ENGAGING THE 116TH: 
HOW AAP’S VOICE MATTERS



Protecting Children’s 
Access to Care 



ADMINISTRATIVE PROPOSALS
IMPACTING ACCESS TO CARE

• Association Health Plans (AHPs)

• Short-Term Limited Duration (STLD) Insurance Plans

• Revised Guidance on 1332 Waivers

• Texas vs. United States of America

Administrative Activities to Undermine the Marketplace

• Work Requirements

• Lockouts

• Drug Testing

• Eliminating EPSDT for 19- and 20-year-olds

• Block Grants and Per Capita Caps?

Consideration and Approval of 1115 Waivers







• Association Health Plans (AHPs)

• Short-Term Limited Duration (STLD) Insurance Plans

• Revised Guidance on 1332 Waivers

• Texas vs. United States of America

Administrative Activities to Undermine the Marketplace

• Work Requirements

• Lockouts

• Drug Testing

• Eliminating EPSDT for 19- and 20-year-olds

• Block Grants and Per Capita Caps?

Consideration and Approval of 1115 Waivers

ADMINISTRATIVE PROPOSALS
IMPACTING ACCESS TO CARE



Injury Prevention Advocacy 



CHILD INJURY PREVENTION ADVOCACY

• AAP advocates to protect children from 
unintentional injury
– Safe sleep
– Laundry packets
– Window blinds
– High-powered magnets
– Furniture tip-overs

• Public health research key to progress
• Critical work at CDC and CPSC to 

understand/ensure policy protects children



Source: National Center for Injury Protection and Control/CDC WISQARS™ (Web-based Injury Statistics Query and Reporting System)

Fatal Unintentional Injuries Among US Children
Ages 0-19 by Gender, 1981-2017
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Unintentional Injury Death Rate (per 100,000 Population) Ages 0-19, 
by State, 2008-2014 Annualized Average

Source: NCHS Vital Statistics System for numbers of deaths; US Census Bureau for population estimates.  Retrieved from WISQARS Fata Injury Mapping. CDC



Fatal Unintentional Injuries among US Children Ages 0-19 by 
Race/Ethnicity, 1990-2017
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Leading Causes of Death Among US Children Ages 1-19, 2015-2017

Percent of Total Deaths 2015-17 

59.3%

Source: AAP analysis of National Center for Injury Protection and Control/CDC WISQARS™ (Web-based Injury Statistics Query and 
Reporting System)
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Cause
Annual 
Fatality % Total 

Unintentional MV Traffic 3,780 27%

Homicide Injury 2,669 19%

Suicide Injury 2,682 19%

Unintentional Poisoning 797 6%

Unintentional Suffocation 1,310 9%

Unintentional Drowning 913 7%

Unintentional Pedestrian 539 4%

Unintentional Fire/burn 281 2%

Unintentional Firearm 114 1%

Other Injury 772 6%

Total Annual Fatalities 13,857 100%

Source: AAP analysis of National Center for Injury Protection and Control/CDC WISQARS™ (Web-based Injury Statistics Query and 
Reporting System)

US Injury Fatalities by Cause (Ages 0-19), 2015-17

MV Traffic, 
27%

Homicide, 
19%Suicide, 

19%Poisoning, 6%

Drowning, 
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Source: AAP Analysis of CDC WISQARS fatal injury reports. February 2019 (https://webappa.cdc.gov/sasweb/ncipc/mortrate.html)

Unintentional Drowning Death Rate of US Infants and Children 
Ages 0-19 by Gender, 1981-2017
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Source: AAP analysis of National Center for Injury Prevention and Control/CDC WISQARS™ (Web-based Injury Statistics Query and Reporting System), 
April 2019. Note: American Indian/Alaskan Native, Black, White, and Asian/Pacific Islander refer to those who identify as non-Hispanic.
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Trends in Sudden Unexpected Infant Death (SUID) 
by Cause, 1990-2016

Combined Unexpected Infant Death Rate

Sudden Infant Death Syndrome                  

Unknown cause                 
Accidental suffocation and 
strangulation in bed

91.4 (deaths per 

100,000 population in 
2016)
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SOURCE: CDC/NCHS, National Vital Statistics System, Compressed Mortality File.  Notes: SUID is defined as infant deaths that were assigned 
(ICD) codes for SIDS/Sudden Infant Death Syndrome (798.0; R95), Accidental suffocation and strangulation in bed/ASSB (E913.0; W75), and 
Unknown cause (799.9; R99).



SUID Rates Per 100,000 Live Births, 2013–2015 

Source: Lambert, et al. National and State Trends in Sudden Unexpected Infant Death: 1990–2015. Pediatrics, 2018; 141(3).   Notes:  SUID 
is defined as infant deaths that were assigned (ICD-10) codes for SIDS (R95), other ill-defined and unspecified causes of mortality (R99), 
and ASSB (W75). Map classes are equal quintiles across both periods. Copyright ⓒ 2018 by the American Academy of Pediatrics. 

SUID Rate
per 100,000 live births

33.3 – 67.1
67.2 – 100.9
101.0 – 134.7
134.8 – 168.4
168.5 – 202.2

https://pediatrics.aappublications.org/
https://pediatrics.aappublications.org/content/141/3


• From 1981 to 2017: Drowning fatalities decline by 67%

• Progress has recently stalled

• Drowning the leading cause of unintentional injury fatality 
ages 1-4

• Substantial variation across geographic areas

PREVENTING DROWNING



AAP POLICY

“the AAP lays out strategies to 
protect children at each stage of 
their life. New parents are advised 
to be vigilant at bath time and to 
empty all buckets and wading 
pools immediately. All children 
should learn to swim, and children 
and teens should wear life jackets 
while near open bodies of water. 
Teens can learn CPR and other 
water safety skills.”





Gun Violence Prevention



GUN VIOLENCE: A PUBLIC HEALTH ISSUE

• Every day in the U.S., 83 children are 
injured or killed by firearms

• Leading cause of death for adolescents 
15-19, surpassing motor vehicles

• Challenging political dynamics, but 
opportunities for progress

• Critical role for the medical and public 
health community

• Thank you for your work!



MOMENTUM ON

GUN VIOLENCE

PREVENTION

102,636
vs. 4,500

22x
more pro-control ads 
in 2018 vs. 2014



FEDERAL FUNDING FOR GVP RESEARCH

• Federally funded public health research 
has made major strides for children

• We need the same approach to address 
firearm injuries and fatalities 

• Chilling effect since 1996 and Dickey

• Consistent assurances CDC can do this 
work, just need the $

• AAP led 166 group letter urging $50 
million in FY 2020 for CDC research



AAP LEGISLATIVE CONFERENCE 2019

• 325+ pediatricians on Capitol Hill for  
largest AAP Legislative Conference 
ever  

• The message: advance comprehensive, 
common-sense policies to protect 
children from gun violence 



OUR ASKS:  WHAT CONGRESS CAN DO

• Provide $50 
million to the 
CDC in FY2020 
for public 
health research 
into firearm 
safety and injury 
prevention

• House: Bipartisan 
Background Checks Act of 
2019 (H.R. 8)

• Senate: Background Check 
Expansion Act (S. 42)





AAP Gun Safety and Injury Prevention Initiative 
Mobilizing for Action to Protect Children and Youth 

May 6-7



The E-Cigarette Epidemic





LIQUID NICOTINE POISONING PREVENTION



LIQUID NICOTINE POISONING PREVENTION

• AAP advocacy drew attention to 
this emerging issue in 2014

– Rising child injuries, tragic fatality

• AAP-championed law Child Nicotine 
Poisoning Prevention Act
– Enables CPSC to require child 

resistant packaging and flow 
restrictors for liquid nicotine

• Current efforts to ensure effective 
implementation, enforcement



Anywhere:
Gas stations

Convenience Stores

Age-Restricted Locations:
Vape Shops

Tobacco Stores

NEW FDA
E-CIGARETTE

SALES

RESTRICTIONS



NEXT STEPS ON TOBACCO

If the youth use continues 
to rise, and we see 
significant increases in use 
in 2019 … the entire 
category will face an 
existential threat. It could 
be ‘game over’ for some 
these products until they 
can successfully traverse 
the regulatory process. I 
think the stakes are that 
high.

Scott Gottlieb, MD
FDA Commissioner

January 18, 2019

Coming bans… More action on JUUL? Adolescent Cessation

January 18
First FDA meeting on 
youth e-cigarette 
cessation



Protecting Immunizations 





COMBATTING VACCINE

MISINFORMATION



Opioid Epidemic and 
Supporting Families in Recovery 



FAMILY FIRST PREVENTION SERVICES ACT

• Bipartisan, AAP-championed child welfare reform law enacted 
February, 2018

• Improved access to family-based care post-discharge for infants 
with NAS and their parents

• Starting FY2019:  Federal foster care dollars can support placing 
parent and child together in residential family SUD treatment

• Starting FY2020:  New state option federal funds to safely prevent the need 
for foster care, includes parental SUD and MH treatment

• No income eligibility requirement, available if a child is at imminent risk of 
entering foster care



PLANS OF SAFE CARE FUNDING

• Number of infants diagnosed with NAS grew nearly 7-fold from 2000 to 2014

• This rise in NAS has occurred alongside a parallel increase in opioid use nationally

Secured $60 million in funding in both FY 2018 and FY 2019 for Plans of Safe Care 
(POSC) for infants with prenatal substance exposure

• Providers must work with CPS to develop a POSC following neonatal 
withdrawal or FASD

• POSC intended to promote the health and safety of infants after 
leaving the hospital
─ Potential to improve maternal health through better access to 

substance disorder treatment and other healthcare and social 
support services



ADVOCACY OPPORTUNITIES FOR NAS

Family First Prevention Services Act
• A state option, with state matching funds

• AAP developing resources and tools for chapters and advocates

• Neonatologists can urge state legislatures and child welfare 
agencies to fund and implement Family First

Plans of Safe Care Funding
• Appropriations advocacy to Congress for new POSC TA grant 

program

• Continued state policymaker education on public health approach

• Fostering collaboration with child welfare and SUD providers for 
smooth transition to treatment



WWW.AAP.ORG

SEARCH “FAMILY

FIRST TOOLKIT”

http://www.aap.org/


PROTECTING OUR INFANTS ACT FOLLOW-UP

• AAP-championed Protecting Our Infants Act of 2015 was first piece of 
federal legislation recognizing need to address NAS 

• In response, May 2017 “Protecting Our Infants Act: Final Strategy,” which 
incorporated AAP’s feedback, summarized HHS agencies’ activities related 
to prenatal opioid exposure, presented NAS strategy, but didn’t require HHS 
to implement it

• Comprehensive opioids legislation passed Oct. 2018 required progress 
report on POIA Final Strategy
─ HHS reports all POIA recommendations being addressed; AAP 

evaluating HHS efforts to identify potential gaps/areas for improvement 



ADDRESSING OPIOIDS & 
NAS AT STATE LEVEL

• Growing crisis

• Foster care placements on the rise

• Lifelong impact

• Need for family-centered policies



CURRENT STATE POLICY THEMES

Prioritizing pregnant women for SUD treatment

Expanding Medicaid access for pregnant and postpartum women

Collecting/sharing state NAS data

Increasing social service support after birth of child



FEDERAL SUPPORT TO STATES

• Comprehensive Addiction and Recovery Act (CARA)

• Maternal Opioid Misuse (MOM) Model

• Family First Prevention Services Act



COMPREHENSIVE ADDICTION AND

RECOVERY ACT (CARA)

• Clarifies coverage population as infants “born with and affected by 
substance abuse or withdrawal symptoms resulting from prenatal 
drug exposure, or a Fetal Alcohol Spectrum Disorder,” (specifically 
removing “illegal)

• Specifies data to be reported by states



COMPREHENSIVE ADDICTION AND

RECOVERY ACT (CARA) CONT.

• Requires referral for Plan of Safe Care to address needs of both 
infant and family/caregiver

• Increases state monitoring and oversight to ensure that Plans 
of Safe Care are implemented and families have access to 
appropriate services



MATERNAL OPIOID MISUSE (MOM) MODEL

• Supports coordinated care delivery for pregnant and 
postpartum women with OUD 

• Awards $65 million to 12 state Medicaid programs over 5 years

– Behavioral and physical health interventions, coordinated care, 
community support services 



WHAT YOU CAN DO

Support Children and Families in Healing Together

❑ Create policies that prioritize prevention and allow children to 
remain safely with their families during treatment

❑ Give providers tools to recognize, treat and support children 
and parents affected by trauma to promote healthy families 
and lessen the lifelong impact

❑ Ensure families have timely access to services through 
Medicaid and other prevention treatment programs



Early Childhood Education  



EARLY CHILDHOOD EDUCATION LEGISLATION

• Child Care Development Block Grant received historic $2.37 
billion increase funding in March 2018 + $50 million increase 
in Sept. 2018  for $5.3 billion total funding for FY 2019

• AAP-supported Child Care for Working Families Act bill would
─ Enable low/middle-income families to provide their children quality child care
─ Promote universal preschool for three- and four-year-old's
─ Professionalize child care workforce through improved compensation and training 



• Close gaps between state regulations and quality standards outlined in Caring 
for Our Children by encouraging strong state regulation and enforcement

• Work with your AAP chapter’s legislative group and “Early Childhood 
Champion” to advocate for funding for Head Start and Child Care Development 
Block Grant

• Reach out to state and national legislators to make the case for investing in 
quality early education 

• Encourage pediatric representation on state Early Childhood Advisory Councils 

PROMOTING QUALITY ECE AT COMMUNITY, 
STATE AND NATIONAL LEVELS



• Educate families about importance of high-
quality child care. 
─ Resources at aap.org/healthychildcare
─ Referrals at www.childcareaware.org

• Learn about high quality child care through 
AAP Healthy Child Care Web site 
(www.healthychildcare.org)

• Be a medical home by participating in 3-
way collaboration with families and ECE 
professionals

HELP YOUR PATIENTS RECEIVE

HIGH QUALITY CHILD CARE

http://www.childcareaware.org/
http://www.healthychildcare.org/


Immigrant Child Health  



Jakelin Caal Felipe Gomez Alonzo





FAMILY SEPARATION OVERSIGHT

• HHS issued first of several reports concerning family 
separation and ORR 

─ Thousands more children than previously reported were separated 
from their parents at the border and released from ORR custody 
prior to June 2018 court order

• AAP invited to testify at first official congressional oversight 
hearing on family separation policy 
─ Immigrant Health SIG co-chair Dr. Julie Linton testified about harms 

of family separation on children, evidence around toxic stress and 
AAP’s public statements against this policy dating back to March 
2017 when it was first rumored to be under consideration

• Two additional hearings planned



Questions? 



Thank You!



Inaugural Pediatric CME Conference

August 23-24, 2019
Fort Wayne, Indiana
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Pharmacogenetics

V.M. Pratt, Ph.D, FACMG



Objectives

• Understand the *allele nomenclature

• Differentiate between various metabolizers

• Recognize common drugs that can have adverse drug reactions



Pharmacogenetics

Precision Medicine by…… 

Getting the right dose to the right patient at the 

right time



PGx in the news

• http://www.nbcnews.com/nightly-

news/video/gene-testing-for-most-

effective-drugs-could-help-save-lives-

979892803614

http://www.nbcnews.com/nightly-news/video/gene-testing-for-most-effective-drugs-could-help-save-lives-979892803614


Definitions

• the branch of genetics that studies the genetically 
determined variations in responses to drugs 
(wordnetweb.princeton.edu/perl/webwn)

• The study of genetic variation that gives rise to 
differing responses to drugs 
(en.wiktionary.org/wiki/pharmacogenetics)

• the study of the role of inheritance in the individual 
variation in drug response 
(www.etsu.edu/com/genomics/omics/somedefinitions.
aspx)

• The study of how different groups of people respond to 
drugs, based on their genetic makeup (www.gsk-
clinicalstudyregister.com/glossary3.jsp)



Variable Response to Drugs

Personalized Medicine Coalition:  Case for Personalized Medicine



Partial list of Pharmacogenetic tests
Gene Drug Metabolized

CCR5 Maraviroc (Selzentry)

CYP2C9 and VKORC1 Warfarin (Coumadin)

CYP2C19 Voriconazole (Vfend®)

CYP2D6 Atomoxetine (Strattera)

CYP2D6 Tamoxifen (Nolvadex)

DPYD Capecitabine (Xeloda®)

HLA-B*5701 Abacavir (Ziagen)

HLA-B*1502 Carbamazepine (Tegretol®)

HLA-B*5801 Allopurinol

HLA-DRB1*01 Nevirapine (Viramune)

HLA-DRB1*07 Ximelagatran

TPMT Azathioprine (Imuran®)

UGT1A1 Irinotecan (Camptosar®)

Pratt VM, Dunn ST, Weck KE.  Personalized Medicine: The Role of Laboratories.  Update Magazine, 2008. 



• Pharmacokinetics is the study of what the 
body does to a drug.

• Pharmacodynamics is the study of what a 
drug does to the body.

http://www.4um.com/tutorial/science/pharmak.htm



Adverse Drug Reactions (ADRs)

• 6-7% of hospitalizations

• ~100,000 deaths/year (4th leading cause 

of death)

• Termination of ~20% of drug candidates 

under development



Pharmacogenomics

• Constitutional/inherited variants
Cytochrome P450s (2D6, 2C19, 2C9)

VKORC1

UGT1A1

G6PD

HLA

• Somatic/tumor-specific variants
KRAS

BCR/ABL

EGFR pathway

cKIT

BRAF

ALK

• Infectious Agents
HIV

HCV



Companion Diagnostic

• Where the drug and pharmacogenetic 

test are approved by the FDA about the 

same time.  

Submitted together for test and drug co-

approval



Inherited/Constitutional variants



CYP450

• Enzyme family

• Predominantly in liver

• Involved in toxin/drug metabolism



CYP450 Nomenclature

• *1 = normal allele (no mutation/variant 

detected)

• *alleles numbered in order of description

• Sub-alleles were alphabetized in order of 

description

Now changing to a number system

• Website:  https://www.pharmvar.org/



CYP2D6*4F

Old CYP450 Nomenclature

3th variant described
5th sub-variant described

family

isoenzyme

subfamily



CYP2D6*4.006

New CYP450 Nomenclature

3th variant described
5th sub-variant described

family

isoenzyme

subfamily



CYP2D6*4 example

*4.001 (A) 100C>T; 974C>A; 984A>G; 997C>G; 1661G>C; 1846G>A; 4180G>C

*4.002 (B) 100C>T; 974C>A; 984A>G; 997C>G; 1846G>A; 4180G>C

*4.003 (C) 100C>T; 1661G>C; 1846G>A; 3887T>C; 4180G>C

*4.004 (D) 100C>T; 1039C>T; 1661G>C; 1846G>A; 4180G>C

*4.005 (E) 100C>T; 1661G>C; 1846G>A; 4180G>C

*4.006 (F) 100C>T; 974C>A; 984A>G; 997C>G; 1661G>C; 1846G>A; 1858C>T; 4180G>C

*4.007 (G) 100C>T; 974C>A; 984A>G; 997C>G; 1661G>C; 1846G>A; 2938C>T; 4180G>C

*4.008 (H) 100C>T; 974C>A; 984A>G; 997C>G; 1661G>C; 1846G>A; 3877G>C; 4180G>C

*4.009 (J) 100C>T; 974C>A; 984A>G; 997C>G; 1661G>C; 1846G>A

*4.010 (K) 100C>T; 1661G>C; 1846G>A; 2850C>T; 4180G>C

*4.011 (L) 100C>T; 997C>G; 1661G>C; 1846G>A; 4180G>C

*4.012 (M) -1235A>G; 746C>G; 843T>G 974C>A; 984A>G; 997C>G; 1661G>C; 1846G>A; 

2097A>G; 3384A>C; 3582A>G; 4401C>T 

https://www.pharmvar.org/gene/CYP2D6



CYP allele definition - function

• Normal 

• Decreased

• No function

• Increased

• Unknown function

• Uncertain function

https://cpicpgx.org/



CYP phenotype – Metabolizer status

• Normal Metabolizer (EM)

2 functional alleles

• Intermediate (Reduced) Metabolizer (IM)

1 decreased function allele

1 no function allele

• Poor Metabolizer (PM)

2 no function alleles

• Rapid Metabolizer (RM)

1 increased function allele

• Ultra-rapid metabolizer (UM)

>1 increased function allele



Normal Distribution

Ultra-rapid

metabolizer

Poor 

metabolizer

Normal

metabolizer

Intermediate

metabolizer



Normal Distribution

Ultra-rapid

metabolizer

Poor 

metabolizer

Normal

metabolizer

Intermediate

metabolizer



Normal Distribution

Ultra-rapid

metabolizer

Poor 

metabolizer

Normal

metabolizer

Intermediate

metabolizer



Certain non-drugs can cause affect CYP 

metabolism
• Grapefruit (juice) inhibits CYP3A4

• Broccoli induces CYP1A2

• St. John’s wort induces CYP3A4

+

http://en.wikipedia.org/wiki/St_John%27s_worthttp://happyhealthybalance.blogspot.com/2009/12/eat-more-broccoli.html

http://pested.ifas.ufl.edu/newsletters/2009-01/Pesticide_Potpourri.htm
http://www.nlm.nih.gov/medlineplus/ency/imagepages/19329.htm



CYP2D6

• Chromosome 22

• More than 100 alleles described

• Estimated to metabolize 25% of all drugs

• PMs

Caucasians:  5-10%

https://www.pharmvar.org/



CYP2D6

• Metabolizes

Tamoxifen

Antidepressants

• Fluoxetine (Prozac)

Pain management

• Codeine (CPIC Guidelines)

Antipsychotics

• Inhibitors

Bupropion (Wellbutrin)

Fluoxetine (Prozac)

Paroxetine (Paxil)

http://medicine.iupui.edu/clinpharm/ddis/



Example:  Codeine

• Codeine is used in the treatment

➢ Pain

➢ Cough

➢ Diarrhea

• Risk cannot be ruled out during pregnancy. 

• The drug has a currently accepted medical use in 

treatment in the US or a currently accepted 

medical use with severe restrictions.

• Abuse of the drug may lead to severe 

psychological or physical dependence. 

http://www.drugs.com/imprints/54-783-9981.html



Codeine

• Metabolized by CYP2D6 to more active 

form → morphine

• CPIC Guidelines



https://www.npr.org/2019/01/14/684695273/report-americans-are-now-more-likely-to-die-of-an-opioid-overdose-than-on-the-ro



32

FDA Postmarket Drug Safety Information 

for Patients and Providers Use of 

Codeine Products in Nursing Mothers

http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm118113.htm



FDA label change
• 20 April 2017
• FDA’s strongest warning, called a Contraindication, to the drug labels of 

codeine and tramadol alerting that codeine should not be used to treat pain 

or cough and tramadol should not be used to treat pain in children younger 

than 12 years.

• A new Contraindication to the tramadol label warning against its use in 

children younger than 18 years to treat pain after surgery to remove the 

tonsils and/or adenoids.

• A new Warning to the drug labels of codeine and tramadol to recommend 

against their use in adolescents between 12 and 18 years who are obese 

or have conditions such as obstructive sleep apnea or severe lung disease, 

which may increase the risk of serious breathing problems.

• A strengthened Warning to mothers that breastfeeding is not 

recommended when taking codeine or tramadol medicines due to the risk 

of serious adverse reactions in breastfed infants. These can include excess 

sleepiness, difficulty breastfeeding, or serious breathing problems that 

could result in death.



Codeine Metabolism Pathway

https://www.pharmgkb.org/pathway/PA146123006



Codeine dosing

• IMs

Consider increased dose; if no pain relief 

consider and alternate analgesics

• PMs

Avoid codeine and tramadol

• UMs

Avoid codeine and tramadol

https://www.pharmgkb.org/drug/PA449088



CPIC Guidelines for Codeine
Likely phenotype* Activity score Genotypes Examples of 

genotypes 

Implications for 

codeine metabolism 

Recommendations for 

codeine therapy 

Ultrarapid 

metabolizer (~1-2% 

of patients) 

>2.0 An individual carrying more 

than two copies of functional 

alleles 

*1/*1xN, 

*1/*2xN 

Increased formation of 

morphine following 

codeine administration, 

leading to higher risk of 

toxicity 

Avoid codeine use due to 

potential for toxicity. Consider 

alternative analgesics such as 

morphine or a nonopiod. 

Consider avoiding tramadol. 

Normal metabolizer 

(~77-92% of 

patients) 

1.0-2.0** An individual carrying two 

alleles encoding full or 

reduced function or one full 

function allele together with 

either one nonfunctional or 

one reduced-function allele 

*1/*1, *1/*2, 

*2/*2, *1/*41, 

*1/*4, *2/*5, 

*10/*10 

Normal morphine 

formation 

15-50 mg every 4h as needed 

for pain (label 

recommendation) 

Reduced 

metabolizer (~2-

11% of patients) 

0.5** An individual carrying one 

reduced and one 

nonfunctional allele 

*4/*10, *5/*41 Reduced morphine 

formation 

Begin with 15-60 mg every 4h 

as needed for pain. If no 

response, consider alternative 

analgesics such as morphine or 

a nonopiod. Monitor tramadol 

use for response. 

Poor metabolizer 

(~5-10% of patients) 

0 An individual carrying no 

functional alleles 

*4/*4, *4/*5, 

*5/*5, *4/*6 

Greatly reduced 

morphine formation 

following codeine 

administration, leading 

to insufficient pain 

relief 

Avoid codeine use due to lack 

of efficacy. Consider 

alternative analgesics such as 

morphine or a nonopiod. 

Consider avoiding tramadol. 



CPIC Guidelines
https://cpicpgx.org/guidelines/

abacavir CPIC Guideline for abacavir and HLA-B

allopurinol CPIC Guideline for allopurinol and HLA-B

amitriptyline CPIC Guideline for amitriptyline and CYP2C19,CYP2D6

atazanavir CPIC Guideline for atazanavir and UGT1A1

azathioprine CPIC Guideline for azathioprine and TPMT

capecitabine CPIC Guideline for capecitabine and DPYD

carbamazepine CPIC Guideline for carbamazepine and HLA-B

citalopram CPIC Guideline for citalopram,escitalopram and CYP2C19

clomipramine CPIC Guideline for clomipramine and CYP2C19,CYP2D6

clopidogrel CPIC Guideline for clopidogrel and CYP2C19

codeine CPIC Guideline for codeine and CYP2D6

desipramine CPIC Guideline for desipramine and CYP2D6

doxepin CPIC Guideline for doxepin and CYP2C19,CYP2D6

escitalopram CPIC Guideline for citalopram,escitalopram and CYP2C19

fluorouracil CPIC Guideline for fluorouracil and DPYD

fluvoxamine CPIC Guideline for fluvoxamine and CYP2D6

imipramine CPIC Guideline for imipramine and CYP2C19,CYP2D6

ivacaftor CPIC Guideline for ivacaftor and CFTR

mercaptopurine CPIC Guideline for mercaptopurine and TPMT

nortriptyline CPIC Guideline for nortriptyline and CYP2D6

paroxetine CPIC Guideline for paroxetine and CYP2D6

peginterferon alfa-2a CPIC Guideline for peginterferon alfa-2a,peginterferon alfa-2b,ribavirin and IFNL3

peginterferon alfa-2b CPIC Guideline for peginterferon alfa-2a,peginterferon alfa-2b,ribavirin and IFNL3

phenytoin CPIC Guideline for phenytoin and CYP2C9,HLA-B

rasburicase CPIC Guideline for rasburicase and G6PD

ribavirin CPIC Guideline for peginterferon alfa-2a,peginterferon alfa-2b,ribavirin and IFNL3

sertraline CPIC Guideline for sertraline and CYP2C19

simvastatin CPIC Guideline for simvastatin and SLCO1B1

tacrolimus CPIC Guideline for tacrolimus and CYP3A5

tegafur CPIC Guideline for tegafur and DPYD

thioguanine CPIC Guideline for thioguanine and TPMT

trimipramine CPIC Guideline for trimipramine and CYP2C19,CYP2D6

warfarin CPIC Guideline for warfarin and CYP2C9,VKORC1

https://www.pharmgkb.org/guideline/PA166104997
https://www.pharmgkb.org/guideline/PA166105003
https://www.pharmgkb.org/guideline/PA166105006
https://www.pharmgkb.org/guideline/PA166128738
https://www.pharmgkb.org/guideline/PA166104933
https://www.pharmgkb.org/guideline/PA166109594
https://www.pharmgkb.org/guideline/PA166105008
https://www.pharmgkb.org/guideline/PA166127638
https://www.pharmgkb.org/guideline/PA166105007
https://www.pharmgkb.org/guideline/PA166104948
https://www.pharmgkb.org/guideline/PA166104996
https://www.pharmgkb.org/guideline/PA166105002
https://www.pharmgkb.org/guideline/PA166105000
https://www.pharmgkb.org/guideline/PA166127638
https://www.pharmgkb.org/guideline/PA166122686
https://www.pharmgkb.org/guideline/PA166127637
https://www.pharmgkb.org/guideline/PA166104999
https://www.pharmgkb.org/guideline/PA166114461
https://www.pharmgkb.org/guideline/PA166104945
https://www.pharmgkb.org/guideline/PA166104998
https://www.pharmgkb.org/guideline/PA166127636
https://www.pharmgkb.org/guideline/PA166110235
https://www.pharmgkb.org/guideline/PA166110235
https://www.pharmgkb.org/guideline/PA166122806
https://www.pharmgkb.org/guideline/PA166119846
https://www.pharmgkb.org/guideline/PA166110235
https://www.pharmgkb.org/guideline/PA166127639
https://www.pharmgkb.org/guideline/PA166105005
https://www.pharmgkb.org/guideline/PA166124619
https://www.pharmgkb.org/guideline/PA166122687
https://www.pharmgkb.org/guideline/PA166104965
https://www.pharmgkb.org/guideline/PA166105001
https://www.pharmgkb.org/guideline/PA166104949


Conclusions
• Pharmacogenetics is a 

rapidly growing field

• Many variables affect drug 

metabolism

➢ Genotypes

➢ Environment

• Genotype/phenotypes 

correlations are imprecise

http://pganddrugresponse.blogspot.com/2009/03/personalized-medicine-vs-genome-based.html



Questions



Direct to Consumer (DTC)  

Genetic Testing:

Relevance for Your Practice

Sandra Prucka, MS, LCGC
Licensed and Certified Genetic Counselor

Director of Genetic Counseling Clinical Services

Asst Professor of Medical and Molecular Genetics

IU School of Medicine

Department of Medical and Molecular Genetics



Objectives

• Understand pros/cons of DTC testing

• Understand the current landscape of DTC testing

• Identify factors to consider when asked about DTC testing

• Understand how to critically evaluate a DTC test



What is Direct-to-consumer genetic 

testing? (DTC GT)
• AKA “at-home genetic testing”

• Genetic tests that are marketed directly 

to consumers via TV, print 

advertisements or most often through the 

internet

• Traditionally has bypassed involvement 

of a healthcare professional 

• Some also include companies that have 

a laboratory physician order process



Types of DTC GT

• Ancestry

• Health
➢ Carrier testing

➢ Disease susceptibility

➢ Pharmacogenetics

➢ Nutrition and diet

➢ Health traits

• Other
➢ Genetic relatedness

➢ Athletic ability

➢ Child talent

➢ Infidelity 

Category Number of 

companies
%

ancestry 74 30%

athletic 38 15%

child talent 4 2%

matchmaking 3 1%

surreptitious 34 14%

nutrigenetic 74 30%

Non-legal paternity 88 36%

Legal paternity 83 34%

Genetic relatedness 92 37%

carrier 27 11%

Only health testing 31 13%

Total companies analyzed 246

A.M. Phillips, Applied & Translational genomics 8 (2016) 

16-22. Table 1. Categories of tests offered by DTC 

companies. 



A brief history of DTC GT with 23andMe 

in the forefront

2006
23andMe 
markets 
test to 

general 
public

2010
FDA warning 

letters to 
23andMe 

and others

2013
FDA 

ordered 
23andMe to 

stop 
marketing

2015
FDA approves 

23andMe 
carrier testing

2017

FDA 
approves 
23andme 

tests for 10 
health 

conditions





What is driving the interest?

• How many people are motivated by health related 

concerns and purposes?

• What do people do with that information?

• How many believe the test results are valuable or 

helpful?

• Do they eventually talk to and share their DTC 

test results with their doctor?  If so do health care 

providers find that the results are helpful in any 

way?

• Do people change any of their health behaviors 

as a result?

• Do they worry more and suffer from anxiety about 

their health and future?

• Do people have unnecessary and potentially 

harmful medical procedures which may be 

inappropriate for their?

• Are children being testing for adult onset 

conditions? 

Adapted from 

https://blogs.cdc.gov/genomics/2018/06/12/consu

mer-genetic-testing/

https://blogs.cdc.gov/genomics/2018/06/12/consumer-genetic-testing/


The Big Debate

Pros:

• Increased autonomy

• Increased awareness of genetic disease

• Increased access and affordability

• Personal empowerment

• Enhances privacy of information

• May lead to proactive health behaviors

• Sample collection is simple and is not invasive 



The Big Debate

Cons:
• Consumers may be misled by lab claims

• May choose testing from poor quality testing labs

• Harm may result due to misinterpretation or unintended results

• Risk to consumer privacy and confidentiality

• Increase in unnecessary clinical investigation or screening

• Testing cannot tell definitively whether you will or will not get a 

particular disease

• There can be an affect to your ability to obtain long term care, life, and 

disability insurance 





What should you do if asked 

about DTC testing or if you are 

presented with results?





Will they come to you with DTC 

questions?

• Kaufman et al. 2012 surveyed 1048 DTC 

GT customers from 3 companies and 

found only 28% shared with HCP

• Bloss et al. 2011 online survey of 2037 

Navigenics Health Compass test 

participants showed 10% shared with a 

GC and 26.5% shared with physician

• DTC GT aren’t allowed in some states



Should they come to you with DTC 

questions?
• When is it warranted?

➢ Symptomatic

➢ PGx testing when for therapeutic purposes

➢ Newborn screening

➢ Histocompatibility testing to assess a stem cell donor

• When shouldn’t it be performed?
➢ Routine carrier testing

➢ Predictive testing for adult-onset conditions unless intervention 

initiated in childhood could reduce morbidity and mortality

The APP and ACMG strongly discourage the use of direct-to-consumer and home kit genetic 

testing of children because of the lack of oversight on test content, accuracy, and 

interpretation
Pediatrics 2013;131;620



• What is/was the motivation for 

testing?

• Was the right family member to 

tested?

• Why are/did they pursuing DTC 

testing instead of clinical testing?  

• What do they hope to do with the 

information?

• Do you need to have the testing 

confirmed in a clinical lab?

• Is the data/results shared with 

others and for what purpose?

If they come to you with DTC results 

what should you keep in mind?



What is/was the motivation for 

testing?

• Does the test answer the patients question(s)?

▪ Health testing can vary by lab and by test
➢ Targeted genotyping for specific variants (e.g. BRCA 

testing through 23 and Me) vs. full coding sequence of all 

genes associated with a disease are analyzed

• Cost

▪ Clinical testing isn’t always more expensive

▪ Interpretation requires context



Quality check
Does the test detect the variant 

when it is present?

➢ analytical validity

➢ Probably yes for most labs 

Does the variant correlate with the 

health condition?

➢ clinical validity

➢ inconsistent

How well does the test result 

improve health outcome?

➢ clinical utility

➢ Unproven in some cases
Allyse et al “Direct-to-Consumer Testing 2.0: Emerging Models of Direct-to-

Consumer Genetic Testing” Mayo Clin Proc. Jan 2018:93(1):113-120

Tandy-Connor et al. False-positive results released by direct-to-consumer 

genetic tests highlight the importance of clinical confirmation testing for 

appropriate patient care” Genetics in Medicine 20: 115-1521 (2018)



What does the FDA’s role in DTC 

testing then?

• FDA prohibits most DTC 

companies from offering 

diagnostic genetic tests

• FDA produced new guidelines on 

the regulation of laboratory-

developed tests (LDTs) in 2014 

and released a discussion paper 

in January 2017
▪ Consider health risk testing a medical 

device subject to premarket FDA review



Data sharing/privacy

• How is participant data/results 

stored and protected?

• Who is the information/data 

shared with and for what 

purpose?

• Some DTC GT companies 

(23andMe) offer the options for 

participation in research

• While consumers consent to this 

options some question the 

adequacy of the consenting 

process 

• Introduces ethical questions about 

ownership of DNA, anonymity of 

data, protection of privacy

• Many are calling for more 

transparency from DTC GT 

companies about the 

research/data sharing process

Stoeklé, H.-C., Mamzer-Bruneel, M.-F., Vogt, G., & Hervé, C. (2016). 23andMe: a new two-sided data-

banking market model. BMC Medical Ethics, 17, 19. http://doi.org/10.1186/s12910-016-0101-9

Figure 5. Ethical aspects of the 23andMe model and connections with Google. Information flows relating to 

the consumer and his/her body and database are shown in blue. Ethical issues are shown in red 

http://doi.org/10.1186/s12910-016-0101-9


So in summary…..

• DTC is here to stay and interest has increased significantly 

the last few years

• It is important to understand the interests driving participation 

in DTC GT since clinical testing may be a better option to 

consider even if there are concerns with the cost

• Most DTC GTs fail to show adequate clinical validity and 

utility with few tests available that are FDA approved

• Test results should always be interpreted within the context 

of medical and family history

• Not all DTC labs are the same 

• Contact a genetics professional if you have questions or 

need support for your patients



How to find a genetics 

professional?

• National Society of Genetic Counselors 

www.nsgc.org

• American Society of Human Genetics

www.ashg.org

IU Department of Medical and Molecular 

Genetics

317-944-3966 (p)

http://www.nsgc.org/
http://www.ashg.org/


Review of sample reports/company 

websites

• 23andMe

https://medical.23andme.org/report-archive/

• Helix

https://www.helix.com/shop/health/

https://support.helix.com/hc/en-

us/articles/115009675067-Are-there-any-risks-

associated-with-providing-a-saliva-sample-to-

Helix-

• Genosresearch

https://genos.co/

https://medical.23andme.org/report-archive/
https://www.helix.com/shop/health/
https://support.helix.com/hc/en-us/articles/115009675067-Are-there-any-risks-associated-with-providing-a-saliva-sample-to-Helix-
https://genos.co/


Resources

• CDCs Public Health Genomics Knowledge Base (PHGKB): 

https://phgkb.cdc.gov/PHGKB and Weekly Updates: 

https://www.cdc.gov/genomics/update/current.htm

• Position statements:

➢ Association for Molecular Pathology (AMP) released in June 2019

➢ National Society of Genetic Counselors (NSGC) April 2019

➢ International Society of Nurses in Genetics released in Oct 2017

➢ American College of Medical Genetics (ACMG) Feb 2016

➢ American Society of Human Genetics (ASHG) AJMG vol 97, issue 1, 

p 6-21, July 2, 2015 statement concerning genetic testing in children 

and adolescents

➢ ACMG and AAP joint policy statement on genetic testing and 

screening of children Pediatrics 2013;131:620-622

https://phgkb.cdc.gov/PHGKB
https://www.cdc.gov/genomics/update/current.htm
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Objectives
• Understand the data surrounding early introduction of 

allergenic foods

• Appreciate the barriers surrounding implementation of 

new guidelines

• Apply concise clear messaging to parents and providers 

regarding early introduction
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What Are We Trying to Accomplish?

Keet CA, et al. Ann Allergy Asthma Immunol. 2014 Mar;112(3):222-229.



What Are We Up Against?



Current Recommendations

Togias A, et al. J Allergy Clin Immunol. 2017;139(1):29-44.



www.niaid.nih.gov/sites/default/files/peanut-allergy-prevention-guidelines-clinician-

summary.pdf



Togias A, et al. J Allergy Clin Immunol. 2017;139(1):29-44.



Let’s Focus on Implementation
• Highest risk cohort warrants the most attention:

• Implementation of plan to identify, evaluate, and introduce 

peanut to infants with severe eczema and/or egg allergy

Resources → Planning → Execution

• Low risk cohorts require:
• Education 

• Increased awareness



A Quality Improvement Approach

• MUST include all 4 components:

1. What the project will increase or decrease

2. Group or population the project will affect

3. Baseline (from what) and goal (to what)

4. Time frame written as a date (accomplish by when and 

sustain for how long)

The Aim Statement is a written statement of the accomplishments expected 

from a team’s improvement effort.



Effective Aim Statements
• We will increase/decrease what?

• Increase the introduction of age appropriate peanut



Effective Aim Statements
• In which population?

• All infants < 12 months of age in the United States



Effective Aim Statements
• From what? To what?

• xx number/percentage to xx number/percentage



Effective Aim Statements
• By when (date)? For how long (date)?

• By the year 20xx and sustain for xx years



1. What the project will increase or decrease

2. Group or population the project will affect

3. Baseline (from what) and goal (to what)

4. Time frame written as a date (accomplish by when and 

sustain for how long)

Increase the introduction of age appropriate peanut 

in all infants < 12 months of age in the United States 

from xx% to xx% by year 20xx and sustain for xx 

years.



Let’s Apply Our Focused Approach

Increase the introduction of age appropriate peanut 

in all infants with severe eczema and/or egg allergy 

< 12 months of age in my referral population from 

xx% to xx% by year 20xx and sustain for xx years.



What We Currently Know About Guideline Implementation

Greenhawt MJ, et al. J Allergy Clin Immunol Pract. 2016;4(2):221-5. 



What Do We Already Know About Food Introduction?

• McKean M, et al:

• Birth cohort of 149 infants at risk for atopy in TIPS study

• 7% received solid food before 4 months of age

• 13% after 6 months

• Hyper allergenic foods introduced:

Food: Wheat    Egg   Soy    Fish   Peanut   Tree nuts   Other seafood

Mos: 8.7      11.2    13     13.4     20.2       21.8              21.8

McKean M, et al. Clin Pediatr. 2015;54(8):745-51.



What About other Allergenic Foods?

Ierodiakonou, D, et al. JAMA. 2016;316(11):1181-92.



EAT Trial
• Randomized, prospective trial

• 1,303 three month old infants 

• Exclusively breast-fed

• No inclusion/exclusion based upon risk factors

• Two groups:

• Standard introduction of complementary foods, N=651

• Early introduction, N=652 

Perkin MR, et al. N Engl J Med. 2016;374(18):1733-43.



EAT Trial: Early Introduction Group
• Cow’s milk always 1st (yogurt)

• Wheat always last, not before 4 months

• Peanut, sesame, fish, cooked egg variable

• Weekly amounts:
• 3 tsp peanut butter

• 1 hard boiled egg

• 2 40-60 gm portions of yogurt

• 3 tsp sesame paste

• 25 gm white fish

• 2 wheat biscuits

Perkin MR, et al. N Engl J Med. 2016;374(18):1733-43.



EAT Trial Outcomes
• Food allergy diagnosis based upon DBPC food challenge 

• 1 and 3 years of age

• Diet adherence = 

• Consumption of at least 5 of the foods

• For at least 5 weeks

• Between 3-6 months of age

• > 75% of dose

Perkin MR, et al. N Engl J Med. 2016;374(18):1733-43.



Perkin MR, et al. N Engl J Med. 

2016;374(18):1733-43.

ITT:

Per 

Protocol:



More Ingestion = Greater Effect

Perkin MR, et al. N Engl J Med. 2016;374(18):1733-43.



EAT Trial Take Home Points
• Protocol adherence:

• 92.9% of standard introduction

• 42.8% of early introduction

• Adherence by food:

• Egg 43%, Sesame 51%, Fish 60%, Peanut 62%, Milk 85%

• Differences in allergy only observed for peanut and egg

• It’s safe!

• Duration of breast feeding not affected in early intro group

Perkin MR, et al. N Engl J Med. 2016;374(18):1733-43.



Barriers to Implementation

Reluctance

Indifference

Defiance

Inability

Nurses &

Support 

Staff

Timely 

Access to 

Specialists

Cost

Caregivers
Primary 

Care 

Physicians

Allergists



How To Deal with Barriers (Naysayers)

www.business2community.com/strategy/resist-change-confessions-curmudgeon-01427636#3HKpzqKXWcr1SQVy.97



Physician Buy In
• Do we trust the data?

• Are the peanut guidelines too restrictive?

• Do we need to test before introduction?

• Infants with food allergies other than egg?

• Potential to lose income?

• How do we define ‘severe’ eczema?

• Is this safe?



Tell the Peanut Story…
• 2008 Study: Prevalence of peanut allergy in Israeli 

children 10-fold less than in United Kingdom

• ARR: 9.8 (95% CI, 3.1-30.5)

• Median monthly consumption of peanut in infants 8-14 

months old
• Israel = 7.1 grams

• UK = 0 grams

Du Toit G, et al. J Allergy Clin Immunol. 2008 Nov;122(5):984-91



2015 – We Took the LEAP!

Du Toit G, et al. N Engl J Med. 2015 Feb 26;372(9):803-13.



Is It Safe?
• LEAP Study:

• No differences in serious adverse events between consumption 

and avoidance groups

• 7 participants (2.2%) randomized to consumption (6 in + SPT) 

group had positive response to oral food challenge at entry

• None required epinephrine

• 9 participants (2.8%) assigned to peanut consumption discontinued 

before 60 months of age; 6/9 had positive challenge at month 60

Du Toit G, et al. N Engl J Med. 2015 Feb 26;372(9):803-13.



SPT (mm) 0-2 3-7 >8

Total, no. (%) 84 (70.6) 24 (20.2) 11 (9.2)

At home introduction 81 (96.4) 0 0

Introduction in office, same day 0 2 (8.3) 0

Introduction in office, future date 3 (3.6) 17 (70.8) 0

Advised strict avoidance 0 5 (20.8) 11 (100)

Nationwide Children’s Hospital Experience

Stukus DR, et al. J Allergy Clin Immunol Pract. 2018 Sep - Oct;6(5):1784-1786.



SPT (mm) 0-2 (N=84) 3-7 (N=19) >8 (N=11)

Total Reactions, no. (%)

Lip swelling

Facial hives

General hives

Anaphylaxis

2 (2.4)

2 (2.4)

0

0

0

8 (42.1)

1 (5.3)

5 (26.3)

1 (5.3)

1 (5.3)

0

Treatment given

No reaction or treatment

Antihistamines

Epinephrine

82 (97.6)

2 (2.4)

0

12 (63.2)

6 (31.6)

1 (5.3)

0

0

Nationwide Children’s Hospital Experience

Stukus DR, et al. J Allergy Clin Immunol Pract. 2018 Sep - Oct;6(5):1784-1786.



Additional Barriers
• Only 2 challenges occurred day of initial visit

• 20 infants were scheduled for future challenge

• 4.16 + 1.9 weeks until appointment

• Only 60% (N=12) returned for challenge

• 11.8% were referred specifically for early introduction

Stukus DR, et al. J Allergy Clin Immunol Pract. 2018 Sep - Oct;6(5):1784-1786.



Safety with Infants/Toddlers

• Lots of data demonstrating safety and efficacy in children 

<18 months

• Most reactions are mild and cutaneous

• Low rate of anaphylaxis

• Epinephrine rarely needed

• No cases required ICU admission

1. Osborne NJ, Koplin JJ, Martin PE, et al. Prevalence of challenge-proven IgE-mediated food allergy using population-based sampling and predetermined challenge criteria in infants. J Allergy Clin Immunol 2011;127:668-76 e1-2.

2. Du Toit G, Roberts G, Sayre PH, et al. Randomized trial of peanut consumption in infants at risk for peanut allergy. N Engl J Med 2015;372:803-13.

3. Perkin MR, Logan K, Tseng A, et al. Randomized Trial of Introduction of Allergenic Foods in Breast-Fed Infants. N Engl J Med 2016;374:1733-43.

4. Wei-Liang Tan J, Valerio C, Barnes EH, et al. A randomized trial of egg introduction from 4 months of age in infants at risk for egg allergy. J Allergy Clin Immunol 2017;139:1621-8 e8.

5. Palmer DJ, Sullivan TR, Gold MS, Prescott SL, Makrides M. Randomized controlled trial of early regular egg intake to prevent egg allergy. J Allergy Clin Immunol 2017;139:1600-7 e2.

6. Bellach J, Schwarz V, Ahrens B, et al. Randomized placebo-controlled trial of hen's egg consumption for primary prevention in infants. J A 



Office Staff/Nursing Buy In
• May resist addition of new scheduling requirement

• May have discomfort with oral food challenges in infants

• HealthNuts:

• 598 peanut

challenges

at 1 year of age

Chan JC, et al. J Allergy Clin Immunol Pract. 2017;5(2):398-409.



Caregiver Buy In
• Here we go again

• Siblings who already have peanut allergy

• Skeptics

• Social media



Parental Preferences

Greenhawt M, et al. Ann Allergy Asthma Immunol. 2018;120(6):620-625.



Parental Preferences

Greenhawt M, et al. Ann Allergy Asthma Immunol. 2018;120(6):620-625.



2008 vs 2000 AAP Recommendations
Intervention 2008 2000

Define ‘high risk’ Parent or sibling with atopy Both parents or 1 parent and 

sibling 

Avoidance of foods during 

pregnancy

Lack of evidence Possibly peanut

Exclusive breast feeding until Evidence for 3-4 mos 6 months

Avoidance of foods during 

lactation

Some evidence for reduced 

atopic dermatitis

Peanuts, tree nuts and consider 

egg, milk, fish and “other foods”

Prevention formulas Certain hydrosylates may delay 

onset compared with cow’s milk 

based, not soy

“Hypoallergenic” formulas, not 

soy

Types of solid foods Evidence to wait until 4-6 mos; no 

evidence for specific foods

No solids until 6 mos, milk til 1 yr, 

egg til 2 yrs, peanuts, nuts, fish til 

3 yrs



Hot Off the Press!



Hot Off the Press!

https://www.cps.ca/en/documents/position/allergenic-solids





What About Other Family Members with 

Peanut Allergy?
• Many eligible infants may have older siblings/parents who need to 

strictly avoid peanut

• Recommendation to discuss with healthcare provider re: risk vs 

benefit

• Points to ponder:

• Airborne reactions to peanut exceptionally rare

• Anaphylaxis typically requires ingestion

• Peanut protein is everywhere but casual contact rarely results in severe 

reaction

• Soap/water or detergent wipes effectively removes peanut from surfaces



What About Infants at Low Risk but with 

Older Siblings Allergic to Peanut?

Gupta RS, et al. J Allergy Clin Immunol Pract. 2016;4(5):956-62.



What About Infants in Low Risk but with 

Older Siblings Allergic to Peanut?

• Current NIAID guidelines: Do not screen siblings before exposure to a food 

based solely on another primary sibling having a food allergy

Boyce JA, et al. J Allergy Clin Immunol. 2010;126:S1-58.



www.forbes.com/sites/brianfreedman/2017/09/08/how-previously-accepted-peanut-allergy-wisdom-is-being-upended/#166c2e1d676a



www.huffingtonpost.com/entry/early-and-often-new-recommendations-to-prevent-food_us_59e6a6d3e4b0432b8c11eb0c



New Labeling on Packaged Products
• FDA labeling announced September, 2017 allowing for a 

qualified health claim to be placed on crushed peanut 
products

“For most infants with severe eczema and/or egg 
allergy who are already eating solid foods, introducing 

foods containing ground peanuts between 4 and 10 
months of age and continuing consumption may 

reduce the risk of developing peanut allergy by 5 years 
of age”

www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm575008.htm



www.nytimes.com/2017/09/14/well/family/new-product-is-first-to-claim-it-may-reduce-peanut-allergies.html



Work on Your Elevator Speech
• Develop 2-3 minutes of talking points to review with 

parents & caregivers

• Use your own experience/questions from parents to guide 

focus

• Provide handouts with evidence-based information

www.niaid.nih.gov/diseases-conditions/guidelines-clinicians-and-patients-food-allergy



What Should We Use for 1st Feeding?



Venter C. Feeding your baby peanuts – Q&A. Published January 7, 2017. 

http://linkis.com/wordpress.com/H4bx9



Most Importantly…



Tips for At Home Feeding
1. Only feed when the infant is healthy and not sick with a 

cold or GI illness

2. Give 1st feeding at home, not daycare or restaurant

3. Try to make at least one adult available distraction free

4. Free up 2 hours after the feeding to watch for any signs 

of an allergic reaction



Anticipate Concerns and Reassure!

Brancaccio RR. Dermatol Ther. 2004;17(4):302-13.



They Tolerated the 1st Feeding – Now 

What?
• Incorporate into diet on a regular basis

• 6-7 grams over 3 or more feedings each week

• It is ok to feed more!

• Parents should be counseled to contact PCP if they notice any 
symptoms concerning for allergic reaction within 1-2 hours after 
feeding

• Nothing is 100% effective, so if concerns for food allergy 
arise, then stop feeding and evaluate ASAP



Breastfeeding
• Recommendations to introduce foods at 4-6 months may 

depart from WHO recs for exclusive breast-feeding 

through 6 months of age

• LEAP cohort did not affect duration or frequency of 

breast-feeding

• Did not influence growth or nutrition

• Recommend breast feeding as long as possible 



Take Home Points
• Introducing allergenic foods (peanut, egg, dairy) into an 

infant’s diet around 4-6 months of age is:

• Safe

• Likely protective against the development of allergy

• Tips:

• They should show interest/ability to eat solids

• Ongoing inclusion in the diet is also very important!



Take Home Points
• Breast feeding is encouraged

• May protect against eczema and wheeze

• It’s NOT mom’s fault!!!!

• No evidence that maternal diet during pregnancy or lactation 

causes or prevents food allergy development

• Hydrolyzed formulas do not prevent allergic disease



One New Food Every 3…5…14 Days

• Optimal time period between new foods is entirely made 

up

• Instead of focusing on rigid feeding recommendations:

• Let the babies eat!!!!

• Encourage fun with meal times and exploring new foods and 

textures

• Anticipate concerns and address NORMAL behaviors and GI 

changes with dietary expansion



Most Importantly…

• It is up to US to instill confidence in parents

• We need to STOP medicalizing the feeding of our infants

• Encourage early and ongoing introduction to a wide 

variety of allergenic foods

• Focus on those infants with risk factors

• Follow up, discuss, anticipate questions, learn from our 

patients



Summary
• Current guidelines support early introduction and ongoing 

feeding of age appropriate peanut products to all infants

• Data are encouraging regarding early introduction of egg

• Data are lacking regarding other allergenic foods but it is 

safe and does not increase risk of food allergy



Thank You
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APPENDIX D. INSTRUCTIONS FOR 
HOME FEEDING OF PEANUT PROTEIN 
FOR INFANTS AT LOW RISK OF AN 
ALLERGIC REACTION TO PEANUT
These instructions for home feeding of peanut protein are provided 

by your doctor. You should discuss any questions that you have with 

your doctor before starting. These instructions are meant for feeding 

infants who have severe eczema or egg allergy and were allergy 

tested (blood test, skin test, or both) with results that your doctor 
considers safe for you to introduce peanut protein at home (low risk 

of allergy).

General Instructions
1. Feed your infant only when he or she is healthy; 

do not do the feeding if he or she has a cold, 

vomiting, diarrhea, or other illness.

2. Give the first peanut feeding at home and 
not at a day care facility or restaurant.

3. Make sure at least 1 adult will be able to focus all of his or 

her attention on the infant, without distractions from other 
children or household activities.

4. Make sure that you will be able to spend at least 2 hours 

with your infant after the feeding to watch for any signs of an 
allergic reaction.

Feeding Your Infant
1. Prepare a full portion of one of the peanut-containing foods 

from the recipe options below.

2. Offer your infant a small part of the peanut serving on the tip 
of a spoon.

3. Wait 10 minutes.

4. If there is no allergic reaction after this small taste, then slowly 
give the remainder of the peanut-containing food at the 

infant’s usual eating speed.

What are symptoms of an allergic reaction? What should I look for?

• Mild symptoms can include:

 ○ a new rash

  or

 ○ a few hives around the mouth or face

• More severe symptoms can include any of the following alone 

or in combination:

 ○ lip swelling

 ○ vomiting

 ○ widespread hives (welts) over the body

 ○ face or tongue swelling

 ○ any difficulty breathing

 ○ wheeze

 ○ repetitive coughing

 ○ change in skin color (pale, blue)

 ○ sudden tiredness/lethargy/seeming limp

If you have any concerns about your infant's response to peanut, seek 

immediate medical attention/call 911.
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Four Recipe Options, Each Containing Approximately 2g of Peanut Protein

Note: Teaspoons and tablespoons are US measures (5 and 15 mL for a level teaspoon or tablespoon, respectively).

Option 1: Bamba (Osem, Israel), 21 pieces (approximately 2 g of 
peanut protein)

Note: Bamba is named because it was the product used in the 
LEAP trial and therefore has proven efficacy and safety. 
Other peanut puff products with similar peanut protein 
content can be substituted.

a. For infants less than 7 months of age, soften the Bamba 
with 4 to 6 teaspoons of water.

b. For older infants who can manage dissolvable textures, 

unmodified Bamba can be fed. If dissolvable textures are 
not yet part of the infant's diet, softened Bamba should 

be provided.

Option 2: Thinned smooth peanut butter, 2 teaspoons (9-10 g of 
peanut butter; approximately 2 g of peanut protein)

a. Measure 2 teaspoons of peanut butter and slowly add  
2 to 3 teaspoons of hot water.

b. Stir until peanut butter is dissolved, thinned, and  
well blended.

c. Let cool.

d. Increase water amount if necessary (or add previously 

tolerated infant cereal) to achieve consistency comfortable 
for the infant.
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Option 3: Smooth peanut butter puree, 2 teaspoons (9-10 g of 
peanut butter; approximately 2 g of peanut protein)

a. Measure 2 teaspoons of peanut butter.

b. Add 2 to 3 tablespoons of pureed tolerated fruit or 

vegetables to peanut butter. You can increase or reduce 
volume of puree to achieve desired consistency.

Option 4: Peanut flour and peanut butter powder, 2 teaspoons 
(4 g of peanut flour or 4 g of peanut butter powder; 
approximately 2 g of peanut protein)

Note: Peanut flour and peanut butter powder are 2 distinct 
products that can be interchanged because they have a 

very similar peanut protein content.

a. Measure 2 teaspoons of peanut flour or peanut 

butter powder.

b. Add approximately 2 tablespoons (6-7 teaspoons) of 
pureed tolerated fruit or vegetables to flour or powder. 
You can increase or reduce volume of puree to achieve 

desired consistency.
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Addendum Guidelines for the Prevention of 
Peanut Allergy in the United States
Summary for Clinicians

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
National Institutes of Health
National Institute of Allergy and Infectious Diseases

In 2015, findings from the landmark Learning Early About Peanut Allergy (LEAP) study—the first 
randomized trial to study early allergen introduction as a preventive strategy—showed that early 
introduction of peanut-containing foods to infants at high risk of developing peanut allergy was safe 
and led to an 81 percent relative reduction in the subsequent development of peanut allergy.

Based on the size of the observed effect and the statistical significance of this result, the National 
Institute of Allergy and Infectious Diseases (NIAID), part of the National Institutes of Health (NIH), 
established a coordinating committee and convened an expert panel to develop clinical guidelines to 
address the prevention of peanut allergy. These guidelines are an Addendum to the 2010 Guidelines 
for the Diagnosis and Management of Food Allergy in the United States.

Three separate guidelines for infants at various risk levels for development of peanut allergy are 
included in the Addendum and are intended for use by a wide variety of healthcare providers.

Summary of Addendum Guidelines

Addendum 
Guideline Infant Criteria Recommendations Earliest Age of Peanut Introduction

1 Severe eczema, egg 
allergy, or both

Strongly consider evaluation with peanut-
specific IgE and/or skin prick test and, 
if necessary, an oral food challenge. 
Based on test results, introduce peanut-
containing foods.

4 to 6 months

2 Mild to moderate eczema Introduce peanut-containing foods. Around 6 months

3 No eczema or any food 
allergy

Introduce peanut-containing foods. Age-appropriate and in accordance with 
family preferences and cultural practices

Guideline 1

The expert panel recommends that infants with severe eczema, egg allergy, or both have introduction 
of age-appropriate peanut-containing food as early as 4 to 6 months of age to reduce the risk of 
peanut allergy. Other solid foods should be introduced before peanut-containing foods to show that 
the infant is developmentally ready. The expert panel recommends that evaluation with peanut-
specific immunoglobulin E (peanut sIgE), skin prick testing (SPT), or both be strongly considered 
before introduction of peanut to determine if peanut should be introduced, and if so, the preferred 
method of introduction. To minimize a delay in peanut introduction for children who may test 
negative, testing for peanut sIgE may be the preferred initial approach in certain healthcare settings, 



2
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such as family medicine, pediatrics, or dermatology practices, in which skin prick testing is not 
routine. Alternatively, referral for assessment by a specialist may be an option if desired by the 
healthcare provider and when available in a timely manner.

Recommended Approaches for Evaluation of Children With Severe Eczema and/or Egg Allergy Before 
Peanut Introduction

*To minimize a delay in peanut introduction for children who may test negative, testing for peanut sIgE may be the preferred initial
approach in certain healthcare settings. Food allergen panel testing or the addition of sIgE testing for foods other than peanut is
not recommended due to poor positive predictive value.

Guideline 2

The expert panel suggests that infants with mild to moderate eczema should have introduction of age-
appropriate peanut-containing food around 6 months of age, in accordance with family preferences 
and cultural practices, to reduce the risk of peanut allergy. Other solid foods should be introduced 
before peanut-containing foods to show that the infant is developmentally ready. The expert panel 
recommends that infants in this category may have dietary peanut introduced at home without an 
in-office evaluation. However, the expert panel recognizes that some caregivers and healthcare 
providers may desire an in-office supervised feeding, evaluation, or both.

Guideline 3

The expert panel suggests that infants without eczema or any food allergy have age-appropriate 
peanut-containing foods freely introduced in the diet, together with other solid foods, and in 
accordance with family preferences and cultural practices.

January 2017

www.niaid.nih.gov

http://www.niaid.nih.gov


The Potential of Virtual Care

Expanding How You Care for Your Patients

Steve North, MD, MPH, FAAFP

Kathy Webster, MD, MPH, FAAP



Questions?



Have you ever been a 
patient in a telehealth 

encounter?



Have you ever been a 
provider in a telehealth 

encounter?



What type of setting do 
you work in?



Telehealth

Telemedicine

Telepsych

RPM

Specialist 
Consults

Tele-
Dentistry eHealth

Telehealth vs. Telemedicine: 
Defining Terms



Telehealth 
Terms

Distant Site

Provider is here

- Clinic

- Office

- SBHC

- Hospital

- Bunker

Originating Site

Patient is here

- Clinic

- SBHC

- Home

- Hospital / ED
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Ray KN, Shi Z, Gidengil CA, et al. Antibiotic Prescribing During Pediatric Direct-to-Consumer 
Telemedicine Visits. Pediatrics. 2019;143(5):e20182491 



Why should I consider telehealth 
in my practice?



Patient Expectations

• 75% are willing to see a 
doctor via 
videoconference 

• 70% would use pill 
bottle sensors & other 
home technology to 
collect data 

• 84% willing to share 
personal health details 
to lower overall health 
costs 



Disruption by employers 
and insurers

• 24/7 Video visits not 
connected to local 
practices

• Driving 
reimbursement 
models in many states 
through powerful 
lobbying



Alexa is HIPAA Compliant

• HAVEN

• CVS-Aetna

• Walgreens - Humana



Transportation Issues



Designing a 
new 

program….



Will it…?

Be ethical?

Be legal?

Benefit my patients?

Benefit me?

Change my practice?

Be reimbursable? And if not….will it generate 
other savings or incentives



Case #1 Tertiary Hospital to Rural Hospital

• Newborn delivered urgently at critical access hospital with 
significant declarations and concerns for HIE – APGARS of 3 
& 5

• Telehealth connects provider to neonatologist at regional 
Children’s Hospital

• Assist in the resuscitation and stabilization – evaluation 
suggest need to initiate passive cooling as transport team is 
dispatched



Case #1:
Tertiary Care to 
Rural Hospital

Is this a consult or co-management?

How does this impact your workflow?

How do you choose a partner?

What are the legal and regulatory issues you need 
to negotiate?

How will payment work?

What equipment is needed and where?



Case #2: Specialist consult to PCP office

9 month old with SMA Type I with G-Tube, tracheotomy 
and ventilator dependent living in rural community 
hoping to wean from ventilator. 3 ½ hour drive one-way 

• Pediatric PM&R
• Pediatric ENT
• Pediatric Pulmonary
• Pediatric Gastroenterology



Case #2
Specialist Consult

Is this a consult or co-management?

How does this impact your workflow?

How do you choose a partner?

What are the legal and regulatory issues you need to 
negotiate?

How will payment work?

What equipment is needed and where?



Case #3: Adding services in your office

14 yo female with an increased focus on “reading labels and eating 
health” over the past 6 months. BMI has decreased from 30th %ile to 
<3%ile. LMP was 2 months ago, has peripheral cyanosis and increased 
fatigue. You practice at a rural health center in Appalachia without any 
ancillary services.

Needs:

• Nutrition

• Behavioral Health

• Peer to Peer Consult with adolescent medicine specialist



Case #3
Adding services to 
your office

What services?

How does this impact your workflow?

How do you choose a partner?

What are the legal and regulatory issues you need to 
negotiate?

How will payment work?

What equipment is needed and where?



Case #4: My heart is beating funny

18 yo freshman in college presents to your office to establish care. He 
typically runs 2 miles every day and is an active biker and tennis player.

Two days ago his Apple Watch detected an arrhythmia.

He is wondering what he should do…..



Case #5
The Apple Watch 
and other wearables



Case #4: Direct to Consumer

Saturday, 4:30 pm:

48 yo male who was “working in the woods” yesterday and now has an 
itchy rash.

How can this become a “virtual visit” to your office?



Case #5
Virtual Visit

What services?

How does this impact your workflow?

How do you choose a partner?

What are the legal and regulatory issues you need to 
negotiate?

How will payment work?

What equipment is needed and where?



Develop your program then 
choose the equipment



How do I 
choose the 
equipment?

What am I trying to do?

Patient experience

Provider experience

EHR integration – shadow chart

Administrative control/options

Protocols?

Cost and length of contract?



Steve North
steve.north@crhi.org

Kathy Webster
kathleen-a.webster@advocatehealth.com
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Telemedicine/Telehealth

Presented by
Christopher Eades

ceades@hallrender.com
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Overview
• Exponential growth

– Increasingly represents a tool; not simply a service line

• Law continues to follow technology

– Essential terminology/concepts

– Federal law remains slow to catch up 

– State laws rapidly responding; however inter-state and intra-state 
variability

• Indiana’s Telemedicine Statute

• Essential considerations for telemedicine arrangements



Essential Terminology
• Originating Site – where the patient is located

• Distant Site – where the telemedicine provider is located

• Telemedicine/Telehealth

– Synchronous

– Asynchronous/Store and Forward

– Remote monitoring

• General treatment of “telephone calls” and “questionnaires”
• “Interactive” questionnaires



What we are seeing…
• Direct-to-Consumer Telemedicine Services

– Low Acuity/Web Based services

• Typically (depending on jurisdiction) involve prescription of Non-
Controlled Medications

• Typically hosted by third party

– Complex Care/Chronic Care



What are seeing….
• Behavioral health

– Improved access/availability

– Less stigma

– Provider to Provider 

– Provider to Patient

• School-based telehealth services

– Pre/post school clinics

– Supplement to school nursing services



What we are seeing…
• Hospital/Provider to Hospital/Provider

– Emergency Department/Stroke Protocols

– Pediatrics

– Behavioral Health

– Other consultation

– Remote Monitoring

– Store and Forward Interpretive Services



What we are seeing…
• Employee Clinics/Services

• Retail Clinics/Services

Health Care



Mobile Health Applications
• 79% of Americans said they would be willing to use a 

wearable device to manage their health

• Currently over 318,000 health apps available on the top app 
stores worldwide, nearly double the number available in 2015 
(more than 200 apps being added each day) 

• Global mHealth app market had a projected value of $28.320 
billion for 2018; expected to reach $102.35 billion by 2023

• Concerns regarding reliability/accuracy (mixed data)

• FDA and FTC struggling to keep pace



Complex Regulatory Framework
• Federal law

– Medicare reimbursement remains limited

• Authorized “originating sites” remain limited in scope (42 U.S.C.A. §
1395m (2019))

• Bipartisan Budget Act of 2018 (eased restrictions related to ESRD/telestroke)

• SUPPORT for Patient and Communities Act – July 1, 2019 (eased restrictions 
for treatment of substance abuse disorders)

• Mental Health Telemedicine Expansion Act (HR 1301), introduced in 
February 2019

– No Federal “solution” to: definition, licensure, parity, prescriptive 
authority (Ryan Haight Act), compliance, professional liability, etc.



Complex Regulatory Framework
• State Law: 

– Significant State activity in response:

• State telemedicine acts – addressing permissible types of 
telemedicine, licensure requirements, prescriptive authority, consent 
requirements, record requirements, and/or other related concepts

• State Licensure Compacts (Physicians, RNs, NPs, PTs, Psychologists)

• Medicaid and Parity Provisions

– High variability/inconsistency among states

– Often high variability/inconsistency within individual states

• Telemedicine acts vs. pre-existing law/guidance

• Reimbursement provisions vs. professional conduct rules/standards



Complex Regulatory Framework
• Ryan Haight Online Pharmacy Consumer Protection Act of 2008

– Requires that that a practitioner perform at least one (1) in‐person medical 
examination of a patient prior to prescribing that patient a controlled substance

– Allows use of telemedicine to prescribe controlled substances if the practitioner 
meets a "practice of telemedicine" exception

– Exceptions:

• Treatment in a hospital or clinic

• Treatment in the physical presence of a practitioner

• Indian Health Service or tribal organization

• Public health emergency declared by the Secretary of Health and Human Services

• Department of Veterans Affairs medical emergency

• Other circumstances specified by regulation 

• Special DEA Registration

– DEA has until October 24, 2019 to act per Special Registration for Telemedicine Act of 2018



Indiana Telemedicine Rules 
“Telemedicine” means “the delivery of health care services using electronic 
communications and information technology, including:

(1) secure videoconferencing;

(2) interactive audio-using store and forward technology; or

(3) remote patient monitoring technology;

between a provider in one (1) location and a patient in another location.

(IC 25-1-9.5-6) 



Indiana Telemedicine Rules 
“Telemedicine” does not include:   

(1) Audio-only communication.

(2) A telephone call.

(3) Electronic mail.

(4) An instant messaging conversation.

(5) Facsimile.

(6) Internet questionnaire.

(7) Telephone consultation.

(8) Internet consultation.

(IC 25-1-9.5-6) 



Indiana Telemedicine Rules 
• Standards for Providing Telemedicine

– Same Standard of Care applies

– Must establish a provider/patient relationship, and in so doing, must:

• Obtain patient name, contact information, location

• Describe prescriber’s name and “whether the prescriber is a physician, 
[PA], [APN], optometrist, or podiatrist.”

• Obtain informed consent

• Obtain patient’s medical history and other necessary information

• Discuss with the patient the:

– diagnosis

– evidence for the diagnosis

– risks and benefits (including when in-person care is advisable)



Indiana Telemedicine Rules 
• Standards for Providing Telemedicine (continued)

– Must establish a provider/patient relationship, and in so doing, must:

• Create and maintain a medical record for patient

• Subject to patient’s consent, contact primary care physician of prescription 
unless:

– PCP has access to the same EMR

– Provider has an ongoing relationship (at least 2 prior telemedicine encounters); 
but must keep a record and notify PCP of any prescriptions issued

• Issue proper instructions for follow-up care

• Provide a telemedicine visit summary to the patient, including information 
indicating any prescription that is being prescribed



Indiana Telemedicine Rules 
• Issuance of Prescriptions

– A provider may issue a prescription if the following conditions are met:

• Has satisfied applicable standard of are regarding treatment

• Is within provider’s licensure and scope of practice

• Is not for an opioid (exception for partial agonist/treating opioid dependence)

• Is not for an abortion inducing drug

• is not for an ophthalmic device, including

– glasses

– contact lenses

– low vision devices

– See IC 25-1-9.5-8 for precise language/requirements



Indiana Telemedicine Rules 
• Prescriptions for Controlled Substances permissible when the 

prescriber meets the following conditions:

– Maintains a valid CSR

– Meets the conditions set forth in 21 USC 829 et seq

– Patient has been examined in person by LIP who has established a 
treatment plan to assist prescriber in the diagnosis of patient

– Has reviewed/approved above treatment plan and is prescribing pursuant 
to the same

– Complies with the requirements of the INSPECT program

– Prescription is dispensed in accordance with IC 35-48-7

• See IC 25-1-9.5-8 for precise language/requirements



Indiana Telemedicine Rules 
• Telemedicine Providers located outside of Indiana

– Must be licensed to practice in Indiana

– Provider and Provider’s Employer or Contractor must file 
appropriate Certification with the Indiana PLA

• subject to Indiana jurisdiction/courts

• subject to Indiana law

– Providers who predominately practice in Indiana are exempt from 
submitted Certification



Indiana Telemedicine Rules 
• Medicaid expansion

– Removal of geographic restriction

• Third Party Payor Parity Provision (limited)

• However, at this time:

– No state participation in licensure compacts

– Lack of clarity in current statute regarding consent/application

– No professional liability parity 



Telemedicine Arrangements
Initial Considerations:

• Are we the Originating Site or the Distant Site?

• Why services are we providing and why? 

• Who is providing the service?   
– What providers are involved?  Other individuals present?

– Where are the services being rendered?  Direct to consumer?

• Who is providing/maintaining the software? The technology?

• What documentation is implicated?



Telemedicine Arrangements
What documents are implicated?

• IT Services/License Agreement

– Vendor terms of use

– Vendor privacy policy

– Vendor click through

• Clinical Services Provider

– Clinical services agreement

– Clinical services provider website

– Privacy policy

– Notice of privacy practices

– Consent to treatment

– HIPAA notice

• Hospital website 

– Terms of use

– Privacy policy

– Consent to treatment

– HIPAA notice

• Joint Marketing Agreement

• Third Party Payor Agreement

• Medical Staff Bylaws

• Delegated Credentialing Agreement

• Medical Malpractice Policies

• Advanced Beneficiary Notice



Telemedicine Arrangements
Additional Considerations:

• Licensure/Scope of Practice

• Medical Consent/Recordkeeping

• Insurance/Allocation of Risk

• Prescribing

• Workflow

• Technology 

• Reimbursement

• Regulatory Compliance



Please visit the Hall Render Blog at http://blogs.hallrender.com for more information on topics related 
to health care law. 

Christopher C. Eades, Esq.
317-977-1460
ceades@hallrender.com

http://blogs.hallrender.com/
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Promoting School Success: 
A Closer Look at Learning 

Disabilities
Michelle Curtin, DO

Developmental-Behavioral Pediatrician

Assistant Professor of Pediatrics

Division of Riley Child Development

Indiana University School of Medicine & Riley Hospital for 
Children



Objectives

• To provide an overview of specific learning 
disabilities. 

• To recognize risk factors and early signs of 
learning disabilities that can be identified in 
the primary care clinic. 

• To have a clearer understanding of how school 
services are accessed. 



What are 
Learning 

Disabilities (LDs)? 

Dyslexia
Dysgraphia
Dyscalculia

ETC.
DYSLEXIA



Where to go to learn more?
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Learning Disability Prevalence

• Eligibility with largest group receiving school 
services (OSEP)—47.4% in Special Ed (USDOE) 
≈2.8 million

• Prevalence UNKNOWN (1 in 5? Yale Center for 
Dyslexia)



Terminology

Dyslexia! Specific Learning 
Disability in 

Reading!



Dyslexia = Specific Learning 
Disability  in Reading

Indiana Department of Education House Enrolled Act 1108



MAJOR reason for school behavior 
problems!

“Hey, I know you! You’re that trouble-making 
dog who failed out of my obedience class.”



WHY DOES LD IDENTIFICATION 
MATTER?

State of Learning Disabilities 2014, NCLD; statistic from US DOE
National Center for Education Statistics 2017

68% of students 
with SLD versus 

81% without 
received a diploma 

nationally 

19% of students 
with SLD dropped 

out of school 
versus 5.4% of 

students without 
nationally

12% of individuals 
with SLD received 

a certificate, NOT a 
diploma



What about ADHD?

• 90% of children with ADHD 
are academic underachievers

• Some call ADHD a “learning 
disability,” but ADHD ≠ SLD

• High comorbidity 

• High symptom overlap



How do doctors 
help? 



Why Do Families Need Our Help?

• Optimal outcomes 
with intervention 
by 3rd grade 

• Often not 
discovered until 
middle school
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Retention →Worse 
academic outcomes

Repeating x 2 is linked with 100% 
chance of drop out



Family History Clues

• ANY LD(s) in parent(s)

• Graduation status

• “Behavior problem”

• Special Ed use

• Parent(s) don’t read 
for pleasure / avoid 
reading  
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Medical Risk Factors (That School May 
Not Know About To Ask)

• Prematurity

• Early sequelae (e.g. low birth weight)

• Speech language delay(s)

• In utero substance exposure(s)

• Neurological/genetic disorders

• ADHD



Academic HPI

• Current grade

• When did child start school?*

• History of retention?

• What are his/her grades in school? (specifics!)

• How long does homework take? 

• Current school help? (get the proof!)



Advanced Sleuthing: Dyslexia HPI

• How does your child understand/follow 
directions?

• Did your child struggle with rhyming? (cat and 
bat rhyme)

• Can your child understand letter sounds? (e.g. 
a is for apple, what else starts with a?)



Academic Difficulty 
Differential

• GDD/ID

• Sensory 
impairment(s)

• Motor disability

• Language 
disorder(s)**

• Effects of 
disadvantage(s)

• Other LDs

• Mental Health 
(e.g. ADHD)



Understanding school systems



Indiana Gen Ed Overview

8-10th

Grade Drop 
Out Point



Indiana Special Ed Overview

6- 22 years



8-10th

Grade Drop 
Out Point

3-22 years



Diagnosis vs. Eligibility 

• Diagnosis

– Medical 
process/criteria

– Many references 
(e.g. DSM-5)/ICD-
10

– Medical providers 
cannot determine 
eligibility 

• Eligibility 

– School 
process/criteria 

– 13 categories 
under IDEA ONLY

– School providers 
cannot make 
diagnoses



Getting School Help

Indiana Dyslexia 
Legislation



Educational School Supports

• Response to Intervention (RTI)—general 
education*

• 504 Plan

• Testing for eligibility & IEPs—special education

• Specific Interventions



Indiana School 
Evaluation

Written request for 
assessment

School Considers & 
Responds

Appropriate
Parent/Guardian 

must sign and 
return consent to 
start evaluation

Not Appropriate
Written refusal 

sent to 
Parent/Guardian

Assessment & 
Determination 

Eligible
IEP is developed, 
family/medical 
input solicited 

Not Eligible 
Family may seek 
alternatives or 

follow up

10 
School 
Days

50 
School 
Days



IEP Overview

• IEP: 

– Special & individualized education/related services

– Federal Education Law: IDEA

– Access: disability that impairs educational 
performance/ability to learn in the general 
curriculum—eligibility determined by school*

• Special rights around suspensions



504 Plan Overview

• 504 Plan: 

– Access to opportunities to learn via environment 
changes

– Federal Civil Rights Law: Rehab Act 1973 

– Access: condition that interferes with ability to 
learn without support—eligibility based on record 
of impairment(s) in major life activities*



IEP vs. 504 Plan Take Home

• IEP: Changes child’s 
curriculum or provides 
services, Funded 

• 504 Plan: No curriculum 
changes or therapies, 
Unfunded

“Are we in complete agreement, then?”



Sweet Home Indiana



Words of Wisdom from Teachers

• PROMOTE COMMUNICATION

– With an appropriate release from caregiver 

– Share relevant medical information (e.g. family 
risk factors, medical risk factors) during the IEP 
identification process
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Words of Wisdom from Teachers

• DOCUMENT EVERYTHING 

– Things can be misplaced or not appropriately 
recorded even IF received

– Document the date/time of all information

– Make sure things go to principal or special 
education head

https://www.doe.in.gov/specialed



Words of Wisdom from Teachers

• BE RESPONSIVE TO SCHOOL QUESTIONS 

**IEP evaluation & 
determination process can be 

stalled without relevant 
medical information**



Supporting kids



Help at School

• Specialized school instruction for SLD

• Speech language therapy

• Programming supports 

• School comorbidity support (e.g. 
anxiety)



Help at Home

• Help break down homework***

• Advocate at school for homework supports

• Build reading enjoyment

• Normalize reading

• Use visuals



Help at the Medical Office

• Ask about school achievement in clinic

• Look for medical causes of school problems

• Look for comorbidities that impact school

• Help families request school evaluation
– Insource sample letter: 

http://insource.org/files/pages/0233-Sample%20Letter-
Requesting%20an%20Evaluation.pdf

http://insource.org/files/pages/0233-Sample Letter-Requesting an Evaluation.pdf


Sources/Resources Summary

• Learning Disabilities Association of America https://ldaamerica.org/

• Child Mind Institute https://childmind.org/article/understanding-
dyslexia/

• Understood for Learning & Attention Issues 
https://www.understood.org/en

• The Yale Center for Dyslexia & Creativity http://dyslexia.yale.edu/

• IN DOE Definition of Dyslexia 
https://www.doe.in.gov/sites/default/files/literacy/indianas-
definition-dyslexia.pdf

• Insource: https://www.insource.org

• Indiana Department of Education https://www.doe.in.gov/specialed

https://ldaamerica.org/
https://childmind.org/article/understanding-dyslexia/
https://www.understood.org/en
http://dyslexia.yale.edu/
https://www.doe.in.gov/sites/default/files/literacy/indianas-definition-dyslexia.pdf
https://www.insource.org/
https://www.doe.in.gov/specialed


https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwic6r-ZqpnaAhUM_IMKHeB6AAsQjRx6BAgAEAU&url=https%3A%2F%2Ftribalsimplicity.com%2F2014%2F11%2F01%2Falbert-einstein-genius-fish-climb%2F&psig=AOvVaw3r2Bz4M0Wkjq2N73Hhz2Pz&ust=1522680432760443
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Therapy FAQ 
What should I be asking my patients about their therapy?    
• How often is your child / teen going to therapy? 
• How are you involved in your child’s / teen’s therapy? 
• What are you and your child learning in therapy? 
• What about therapy is going well? What is not going well?  
• What is the therapist giving you to think about / do between 

sessions? 
What can I do if therapy resources are limited in my area? 
Focus on how the therapy work is going with the available 
provider. 

What type of providers can work with pediatric patients? Appropriate 
therapy provider credentials include: PhD, PsyD, MD, DO, LMHC, LMFT, BCBA, 
MSW, LCSW. IN allows other kinds of degrees to advertise themselves as 
therapy providers; while these individuals can provide good support they 
aren’t always trained in evidence based therapies.  
Why do therapists play and use games with my patients? Play is frequently 
used in different types of therapies with young children for a variety of 
reasons (e.g. building rapport, allowing communication). Play is not the same 
as play therapy. 

Therapy Format 

Individual 
Therapy: Therapist 
works 1:1 with 
child / teen.  
Parent 
involvement 
should be based on 
patient’s age.   

Family Therapy:  Typically 
involves child and at least one 
parent.  May also include 
siblings and other family 
members.  Focuses on 
improving family relationships 
and overall family functioning. 

Parent Management 
Training:  Therapist works 
with parents and child to 
change parenting behaviors, 
and teach positive 
reinforcement methods to 
help parents better manage 
behavior problems. 

Group Therapy:  Tend to 
be content-specific (e.g. 
anger management, grief / 
loss support, social skills). 
Most often available 
through CMHC’s / schools. 

Skills Training:  Child / 
teen works with a 
clinician to help develop 
specific skills (e.g. social 
skills, coping skills, 
organizational skills, life 
skills). 

Therapy Settings 
Outpatient 
Clinic:  Therapy 
services 
provided in an 
outpatient 
clinic.  Various 
location options 
/ settings. 

Home-
Based 
Therapy:  
Therapy 
services 
provided in 
the home.   

School Based Therapy:  
Therapy services provided in 
school; ideally include parent 
sessions outside of school.  
Offered typically by CMHC’s 
affiliated with school.  
Availability varies during 
summer.   

Integrated Care:  
Therapists provide 
consultation and 
short-term therapy 
services in pediatric 
primary care 
settings. 

Intensive Outpatient 
(IOP): Directed toward 
patients who need more 
frequent group and 
individual therapy. 
Typically 2-3 times per 
week for 2-4 hours after 
school or in early evenings. 

Partial Hospitalization 
Program (PHP):  More 
intense than traditional 
outpatient counseling, 
but less intense than 
inpatient treatment. Full 
day programming, then 
return home. 

https://en.wikipedia.org/wiki/Positive_reinforcement
https://en.wikipedia.org/wiki/Positive_reinforcement
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Types of Therapy 

Cognitive Behavioral Therapy (CBT): Focuses 
on the relationship between feelings, 
thoughts, and behavior. Teaches how to catch 
/ challenge unhelpful thoughts, improve 
overall mood / functioning, and includes 
problem solving and other skills training 
components.  Used to treat a wide range of 
issues; time-limited. Patients typically have 
therapy homework / skill practice outside of 
session.   

Generally school aged and up. 

Interpersonal Therapy (IPT):  Explores 
issues in relationships with other people. 
The goal is to help the child or teen identify 
and modify interpersonal problems, to 
understand and to manage relationship 
problems with goal to help improve mood 
and behavior.  

Generally preteen and up. 

Dialectical Behavioral Therapy (DBT): An intensive, highly 
structured therapy approach adapted specifically for 
adolescents with extreme emotional instability, including 
self-harm and suicidal ideation. DBT Skills training focuses 
on mindfulness, emotion regulation, interpersonal 
effectiveness, and focus on balance / compromise skills.  

Generally preteen and up; some skills can be adapted for 
younger children. 

Behavior Therapy (BT): Focuses on learning 
and reinforcement in developing both normal 
and abnormal behaviors.  There are many 
different types of behavioral therapy (e.g. 
Exposure Plus Response Prevention / EPRP). 

Used at any age. *Not the same as ABA. 

Applied Behavior Analysis (ABA) Therapy: 
Uses learning principles to teach socially 
significant behaviors in real-life settings. 
Addresses communication, social skills, self-
management, cognition, and pre-academic 
skills. Used to treat Autism and other 
disorders. 

Used at any age. 

Play Therapy: Play can be used in many ways (e.g. reward 
for meeting therapy goals & tasks, parent training to 
practice specific parenting skills, establish relationships, 
building rapport).  Theoretical based play therapy 
approaches such as non-directive play therapy are available 
and most commonly used with young children for 
attachment and trauma treatment.  

Generally preschool aged and younger. 

Eclectic / Integrative:  Many therapists don't tie themselves to any one approach. Instead, they blend elements from different approaches and tailor their 
treatment according to each child’s / teen’s needs. 

 



Preschool 

• Difficulty rhyming (e.g. cat, bat, sat) 

• Trouble with nursery songs and sounds 

• Speaks like a younger child 

• Struggles with taking away the beginning sound from a word  

• Struggles with learning new words 

• Has trouble matching letters to sounds 

Kindergarten/First Grade 

• Difficulty connecting letters with sounds 

• Difficulty sounding out simple words (e.g. k-at) 

• Sounding out mistakes that don’t connect   

• “Reads” pictures, not words 

• Difficulty with common sight words 

• Quickly forgets spelling of the words studied 

Elementary School 

• Awkward and/or slow reading 

• Avoids reading aloud 

• Poor comprehension of sentence(s)/paragraph 

• Mixing up words that sound alike  

• Substitutes in “stuff” or “thing” 

Middle School  

• Frequent spelling errors 

• Frequently has to re-read sentences and passages 

• Reads at a lower academic level than speaks 

• Increased fighting around homework 



High School 

• Often skips over small words when reading aloud 

• Doesn’t read at the expected grade level 

• Strongly prefers multiple-choice questions over fill-in-the-blank or short answer 

 



Caring for Children & Adolescents with 

Gender Dysphoria

A Community-Engaged Shared-Care Model

J. Dennis Fortenberry MD MS
he/him/his

J. Dennis Fortenberry MD MS

Indiana University School of Medicine



Objectives

• Summarize key clinical issues relevant to care of 
children & adolescents with gender dysphoria

• Identify relevant points for a gender health 
shared care model for children & adolescents

• Discuss elements of community-engagement 
relevant to care for gender dysphoria



10 things that transgender & gender nonbinary 
youth want caregivers to know

• Sexuality and gender are totally different things

• Talking to doctors about these things is uncomfortable

• Nonbinary people exist

• Names, pronouns, and gender markers are important

• Don’t ask about genitals unless medically important

• Genital and breast exams can be especially uncomfortable

• Puberty blockers and gender-affirming hormones can be life-saving

• Train staff well: negative first encounters have long term effects

• Depression and anxiety are due to others’ issues with gender, not to 
young people’s issues with identity

• Expressed support from a care team is critical

Turban et al 2017 J Amer Acad Child Adolesc Psychiat 56:275-277



A Glossary of Relevant Terms
• Birth-assigned sex: based in genital organs seen at birth and assumed  

to reflect the biology of XX or XY sex chromosomes

• Gender: a spectrum of social expressions of femininity and 
masculinity

• Gender identity: the experience and expression of one’s gender

– Cisgender

– Transgender

– Gender nonbinary 

– Gender queer

• Gender dysphoria: an uneasy, distressing, and nagging state 
associated with incongruence of birth-assigned sex and gender 
identity

• Gender affirming care: person-centered clinical approaches based in 
validation of a person’s experienced and expressed gender

Rafferty J, AAP committee on psychosocial aspects of children and family health … Ensuring Comprehensive Care and Support for

Transgender and Gender-Diverse Children and Adolescents. Pediatrics. 2018;142(4): e20182162



Estimated Population of Transgender Persons, 
by Age – Indiana and United States

Flores et al. Age of Individuals who identify as transgender in the United States. The Williams Institute, 2017.

Age Group

N (%)

13-17 18-24 25-64 65+ Total

Indiana 5,700 (0.65) 7,150 (0.57) 34,500 (0.50) 7,750 (0.46) 55,100

United

States
149,750 (0.73) 205,850 (0.66) 967,100 (0.58) 217,050 (0.50) 1,546,900



Gender affirming care for children & adolescents 
with gender dysphoria

• Family, community, school, and friend support
– Parent and sibling counseling and group supports
– GSA (Gender and Sexualities Alliances)
– PFLAG

• Mental health support
– Transition – coming out support
– Depression/Anxiety
– Trauma recovery

• Transition support
– Gender-specific skills training
– Name and gender-marker changes

• Gender-affirming hormone therapy
– Puberty blockers (peri-pubertal adolescents)
– Estrogen / androgen-blockers
– Testosterone



Gender dysphoria in pre-pubertal children

A 5 years-old birth assigned male is seen for frequent emotional
refusals associated with male-typical clothing for kindergarten.
Parents report consistent and increasingly assertive gender-atypical
behaviors since age three years, including preference for dolls, and
dresses, with insistence on being a girl instead of a boy. Parents are
particularly distressed about abrasions on the penis and scrotum
caused by their child’s vigorous scrubbing with a cloth to “wash
away that ‘thing’ so I can look like mommy.”

A child psychologist finds no evidence of psychopathology and
recommends supporting the child’s expressed gender, with regular
reassessment until puberty.

The parents believe the child should be required to dress and
behave in a manner consistent with birth-assigned sex, and a
second counselor supports that approach.



Gender Dysphoria DSM – 5 in Children 
(DSM-V [302.6] 2013)

• Marked incongruence between one’s experienced/expressed gender and assigned 
gender, of at least 6 months’ duration:
– A strong desire to be of the other gender or an insistence that one is the other gender 

(or some alternative gender different from one’s assigned gender)

– In birth-assigned males: 

• Preference for typical feminine clothing / rejection of  typical masculine clothing

• Preference for typical feminine gender roles / rejection of typical masculine gender roles

• Preference for typical feminine toys, games, activities / rejection of masculine toys, 
games, activities

• Preference for birth-assigned female playmates

• Desire for typical female sexual anatomy / dislike of typical masculine sexual anatomy

– In birth-assigned girls: 

• Preference for typical masculine clothing / rejection of typical feminine clothing

• Preference for typical masculine gender roles / rejection of feminine gender roles

• Preference for typical masculine toys, games, activities / rejection of feminine toys, 
games, activities

• Preference for birth-assigned male playmates

• Desire for male sexual anatomy/ dislike of female sexual anatomy



Onset of Gender Dysphoria

Age of 1st

Gender 
Dysphoria

Birth-Assigned 
Males

Birth-Assigned
Females

N % N %

0 – 6  43 54 50 38

7 – 12 23 29 53 41

13 – 18 13 17 26 20

Total 79 129

Holt et al. Young people with features of gender dysphoria: Demographics and associated 

difficulties. Clin Child Psychol Psychiatr. 21:108-118, 2014



Gender support and mental health in childhood
(Durwood et al, J Am Acad Child Adolesc Psychiatry 2017;56:116–123)

Transgender 
33 ftm, 30 mtf

Mean age =10.8

Controls 
30 f; 33 m

Mean age 10.9

Siblings 
17 f; 21 m

Mean age = 10.6

Parents Reports

Depression T score (SD)
% in clinical range

50.2 (8.8)
6

49.4 (7.8)
3

48.9 (7.1)
0

Anxiety T score (SD)
% in clinical range

54.9 (9.0)
22

49.6 (8.6)
5

51.0 (8.2)
8

Child Reports

Depression T score (SD)
% in clinical range

48.7 (9.4)
6

46.4 (8.0)
2

47.9 (7.9)
3

Anxiety T score (SD)
% in clinical range

52.0 (9.6)
13

49.0 (7.7)
3

52.8 (10.5)
16

National Institutes of Health Patient Reported Outcomes Measurement Information System (PROMIS) short forms for 

anxiety and depression; normed T scores where 50 is national mean and 10 is standard deviation 



Gender dysphoria in peri-pubertal children

An 11 years-old birth assigned female is seen for multiple self-
inflicted box cutter lacerations on the abdomen and upper thighs.
The patient allows examination of the cuts but adamantly rejects a
more comprehensive physical examination. The patient denies
onset of menstrual periods or suicidal intention with the cutting,
but reports thinking about suicide sometimes when taking baths.

The patient becomes agitated when referred to as “she” during a
discussion with parents, angrily reports hating being called a girl,
and later notes feeling depressed (“a million times a day”) when
this happens.

In a private interview, the patient asks if there is anything that will
keep “these” (pointing to chest) from getting bigger, and if there is

medicine to prevent menstrual periods “forever.”



Gender Dysphoria in Adolescents  
(DSM-V [302.85] 2013)

• Marked incongruence between one’s experienced/expressed gender and sex 
assigned at birth, of at least 6 months’ duration: 

– Incongruence of experienced/expressed gender and sex characteristics 

• In young adolescents, the anticipated secondary sex characteristics

– Desire to be rid of sex characteristics because of a marked incongruence 
with experienced/expressed gender 

• In young adolescents, a desire to prevent anticipated secondary sex 
characteristics

– Desire for the sex characteristics of a different gender

– A strong desire to be a different gender

– Desire to be treated as a member of a different gender

– Conviction that one has the typical feelings and reactions of a different 
gender



Psychological Adjustment with Psychological 
Support and Puberty Blockers

(Costa et al. J Sexual Med. 12:2206-14, 2015)



Gender dysphoria in adolescents

An 15 years-old birth assigned female identifies as male (he/him/his pronouns)
and has fully gender transitioned with family, including legal birth certificate and
passport change of name and sex. He was prescribed puberty blockers at age 11
but they were never obtained after multiple insurance denials. He wears a
commercially obtained chest binder for 12-14 hours daily (but doesn’t sleep in
it). The school requires him to use a gender neutral restroom in the school clinic
but he often avoids using the restroom at all at school.

Hospitalized at age 13 for a suicide attempt (by medication overdose) but is no
longer in therapy. He reports some improvement in dysphoria since gender
transition but his voice (especially when excited or angry), chest, and menstrual
periods exacerbate a constant low-level dysphoria. He reports attraction to
females and males, and is currently in his first romantic and sexual relationship,
with a person with a penis/testicles. Masturbation, and penis-”front-hole” sex
with this partner also exacerbate dysphoria, even when sex “feels good.”

The patient requests testosterone “ASAP” but wants to know if having a “dick”
will mean that he is gay.



Considerations for timing of gender-affirming 
hormones and gender-affirming surgery

• Gender-affirming hormones

– Age: 16 years is mentioned in guidelines

– Some practitioners initiate puberty with hormones consistent with 
authentic gender at younger ages

– Few data address relative benefits / risks of earlier versus later 
gender-affirming hormones

• Gender-affirming surgery

– Age: 18 is mentioned in guidelines as age of consent for surgical care

– Some practitioners consider breast (‘top’) surgery at younger ages, 
especially when associated with severe dysphoria and consistent with 
gender trajectory

– Few practitioners consider genital (‘bottom’) surgery before age 18

– Few data address relative benefits / risks of earlier versus later 
gender-affirming surgery



Age at chest surgery in transmasculine youth
N= 68

Olsen J, et al. Chest Reconstruction and Chest Dysphoria in Transmasculine Minors and Young 

Adults Comparisons of Nonsurgical and Postsurgical Cohorts. JAMA Pediatr. 2018;172:431-436.



Chest dysphoria in non-surgical and post-surgical 
transmasculine youth

N=136

Olsen J, et al. Chest Reconstruction and Chest Dysphoria in Transmasculine Minors and Young 

Adults Comparisons of Nonsurgical and Postsurgical Cohorts. JAMA Pediatr. 2018;172:431-436.



Suicide behaviors of gender diverse  and cisgender youth 
N=120 617; ages 11–19 years

Toomey RB, Syvertsen AK, Shramko M. Transgender Adolescent Suicide Behavior. 

Pediatrics. 2018;142(4): e20174218



Emotional and practical responses of parents of gender diverse 
children and adolescents

Theme Examples of Parent Response

Emotional Practical

Emergence of gender 
Identity Issues

Incomprehension
Just a phase

Parenting failure / stigma

Resistance to gender affirmation
Policing gender behavior

Engagement with 
identity issues

Naming issues
Guilt & Self-blame

Fear 
Needing to act

Information seeking
Support seeking

Readjustment Acceptance / rejection 
Loss & mourning
Self-examination

Emotional regendering

Regendering family relations
Protection & advocacy

Moving forward Linking past & present Maintaining family integrity

Gregor et al. Child Adolesc Soc Work J (2015) 32:237–246



Intersections of puberty, psychosocial 
development, and school transitions in youth 

with gender dysphoria

• Onset/progression of puberty with onset/intensification of 
gender/body dysphoria

• Intersection of gender identity/gender expression with 
neurocognitive diversity (e.g., autism spectrum, attention, learning) 
and sexual identity

• Increases in depressed mood, anxiety, and bullying

• Decreases in school connectedness

• Shifts in family relationships and parental conflict

• Increases in importance of peer relationships

Brinkman et al. Youth & Society 2014,46(6) 835–852



Violence victimization and gender identity, Youth Risk 
Behavior Surveys, 2017

(N=121,648*)

Johns et al. Transgender Identity and Experiences of Violence Victimization, Substance

Use, Suicide Risk, and Sexual Risk Behaviors Among High School Students — 19 States and 

Large Urban School Districts, 2017. MMWR 2019 68(3):67-71. 

* An additional 5,425 responded “not sure” or “don’t

know what this question is asking”



Discriminatory policies and practices at school
N=23,001

Kosciw et al.,(2018). The 2017 National School Climate Survey: The experiences of lesbian, gay, bisexual, transgender, and queer youth 

in our nation’s schools. New York: GLSEN, (www. GLSEN.org).



School belonging, peer victimization, and drug 
use in gender diverse youth

Hatchel et al. Understanding Intersectionality and Resiliency among Transgender 

Adolescents: Exploring Pathways among Peer Victimization, School Belonging,

and Drug Use. Int. J. Environ. Res. Public Health 2018, 15, 1289

School 
Belonging

Peer 
Victimization

Drug Use

-.30

0.29*

-.14*



The Riley Gender Health Program Goals

• Support youth in gender expression

• Address anxiety, depression, self-harm & 

suicidality

• Improve social support in all contexts

• Reduce gender dysphoria

• Support families in transition



Objectives of gender affirming care model for 
children & adolescents

– Social justice as a health objective

• Recognizing privilege

• Preventing distortions of gender identity and expression

• Linking gender 

– Connecting daily practice with social justice and 
public health

• Responding to gendered violence

• Creating safety

• Providing alternatives to loss of hope

– Mobilization, advocacy, and engagement 

• Self

• Communities

• Professional organizations



Gender Affirming Care Model

American Academy of Pediatrics - 2018

• Transgender identities and diverse gender expressions do not 
constitute a mental disorder;

• Variations in gender identity and expression are normal aspects 
of human diversity, and binary definitions of gender do not 
always reflect emerging gender identities;

• Gender identity evolves as an interplay of biology, development, 
socialization, and culture; 

• If a mental health issue exists, it most often stems from stigma 
and negative experiences rather than being intrinsic to the child

Rafferty J, AAP committee on psychosocial aspects of children and family 

health … Ensuring Comprehensive Care and Support for Transgender and 

Gender-Diverse Children and Adolescents. Pediatrics. 2018;142(4): e20182162



A shared-care gender affirmation model for 
gender diverse children and adolescents

Empirically 
informed best 
practices for 

gender 
affirming 
therapies

Community based 
care, connection and  

advocacy

Social, 
biological, 

psychological, 
developmental 

aspects of 
affirmation



Resources

• Parents & Families
– Sam Killerman. A Guide to Gender: The Social Justice Advocate’s Handbook (2nd Edition). 

Impetus Books, 2017

– Stephanie Brill & Lisa Kenney. Transgender Teen: A Handbook for Parents and 
Professionals Supporting Transgender and Non-Binary Teens. Cleis Press, 2016

– PFLAG (https://pflag.org/)

• Professionals

– Rafferty J, AAP committee on psychosocial aspects of children and family health … 
Ensuring Comprehensive Care and Support for Transgender and Gender-Diverse 
Children and Adolescents. Pediatrics. 2018;142(4): e20182162  

– Hembree et al. Endocrine Treatment of Gender-Dysphoric/Gender-Incongruent Persons: 
An Endocrine Society Clinical Practice Guideline. J Clin Endocrinol Metab 2017, 
102(11):1–35

– Connolly et al. The mental health of transgender youth: Advances in understanding. J 
Adolesc Health 2016, 59:489-495

– National Center for Transgender Equality (https://transequality.org/)

https://pflag.org/
https://transequality.org/


FIVE THINGS
an Addiction Psychiatrist

Wants a Pediatrician To Know

Carolyn Warner-Greer MD MS FACOG FASAM

Otis R. Bowen Center for Health and Human Services



America’s Opioid Crisis
Unseen Impact on Children

• 270,000 foster placements/yr  (1/5 were infants)

• 8.7 million children have a parent with SUD

• $1.5 billion for treatment of newborns

• Lifelong Impact: school, health, psychiatric and 
physical illness, substance use

• Keeping families together improves outcomes and 
lowers costs



Opioid Crisis in Indiana-

Impact on Children

• 85% of adults with OUD-no treatment

• 13,000 kids placed in foster care in 2017

Early Identification

Access to Treatment

Trauma Informed Care

Family Unification during Treatment



1. Ask about 

storage of 

medications in the 

home(s)



• 60,000 ED visits for accidental medication 

exposures

• UP AND AWAY Campaign (CDC)

• Place where kids can’t reach

• Put away after EACH use

• “Hear the click”

• Teach child about safety

• Remind guests about safety

• Travel safely with medications

• Be prepared-Save Poison Control in phone



Not all exposures are 

accidental

• McDonald, et al 2016

• Studied practices of storage in homes

• Parents with COT

• Kids <6 or >14 yo

• Asked about

• Storage practice

• Level of concern



Unsafe Storage

• All ages: 29% 

• Only <6 yo: 32%

• Only >14 yo: 11%



Low Concern

• “I worry about my child getting access to my 

opioid pain relievers?”

<6 yo: 22% >14 yo: 9%

• “Have you heard about children who have 

died of getting into their parents’ opioid 

pain relievers?”

<6 yo: 54% >14 yo: 55%



Pediatrician Role

• Ask about OPR use in home

• Explore perceived barriers to safe storage

• Explore benefits to safe storage

• Motivational Interviewing

• Ask every visit

• Ask adolescents/school aged children as 

well



2. Make friends with 
oral surgeons (and 

orthopods, podiatrists) 



The Teenaged Brain

• Fully developed nucleus accumbens

• Partially developed prefrontal cortex



Legitimate opioid use 

(prescribed) increased risk 

of opioid misuse by 33%



Dentist prescribed more 

opioids in 2015 than 2010

Sharpest incline was in 11-18 

year olds



Two-thirds of surgeons 

report feeling pressure to 

prescribe more opioids 

than they feel are needed 

for pain



One in five surgical patients 

admit asking for refills on 

pain medication even 

thought they no longer have 

pain



90% of patients report 

keeping leftover pain 

medication around the 

house.



Pediatrician Role

• Discuss upcoming procedures

• Perioperative prescriptions independent risk 

factor

• Discuss pain medication prescriptions

• Support colleagues; encourage use of anti-

inflammatories/acetaminophen



3. Keep “Substance Use” in 
the differential diagnosis



Chief Complaint?

Psychiatric

• Depression

• Behavior

• Anxiety

• Psychosis

• Eating disorders

• Insomnia

Physical

• Fatigue

• Weight loss

• Dyspnea

• Palpitations

• Infection

• Constipation

• Accidents/trauma



Drug Testing?

• AAP-not recommended for schools, 

parents

• Disrupts therapeutic alliance in families

• Poor tool for screening

• Not a treatment modality

• Punishment for bad behavior vs. medical 

test for illness



Drug Testing

•Motivational Interviewing KEY!

• Do not do without patient consent

• Focus on behavior, not drugs

• Focus on welfare, not drugs



4. You can be the 

DEAL BREAKER in 

families with NAS!



“Success Story of the 

Opioid Crisis”

• Pediatrics/OBGYN view of women who use 

drugs

• 1980: “Crack babies”

• 1990: “Universal screening UDT’s” (without 

consent)

• 2000: “Babies born ADDICTED”



“Addiction is a disorder characterized by 

pathologically pursuing relief or reward through the 

use of substances. ASAM describes it as ‘the inability 

to consistently abstain, impairment in behavioral 

control, craving, diminished recognition of 

significant problems with one’s behaviors, 

interpersonal problems and a dysfunctional 

emotional response.’”



“NONE OF THESE 

THINGS ARE POSSIBLE 

IN A BABY!”



• Shame mothers

• Stigmatize children

• Impact families

• Barrier to treatment

• Perpetuate misinformation



GOALS

• Healthy children

• Healthy parents

• Intact families 

• Part of reaching this goal is establishing 

relationships based on understanding and 

trust.



The Team

• OBGYN

• Pharmacy

• Family

• DCS

• Primary Care

• EM

• Corrections

• Therapists

• Nurses

• Clerical Staff

• Lab

• Social Work

• Probation

• Judge



Treatment of NAS in 2019

• Partnership, not punishment

• EVERYONE needs to recognize personal 

biases

• Become educated about evidenced based 

treatment for OUD in pregnancy

• Champion every victory for families!



5. You may be the best 

person to treat adolescent 

OUD.



• AAP called for expanded access for medical 

assisted treatment for OUD for youth in 

2016.

• Adding pharmacotherapy to evidenced 

based behavioral therapy is best practice 

(but rare); 

• Only 10% <18 yo with OUD get any treatment

• <1% received appropriate medications



• Pediatricians rarely have a waiver for BUP

• OTP criteria for admission: 2 failed episodes 

of outpatient treatment if <18 yo

• FP reluctant to treat <18 yo patients for OUD

• “Bup Clinics” do not admit <18 yo patients

• Receiving treatment alongside adults is not 

optimal



Pediatricians have a unique opportunity to 

avert a life course trajectory of opioid 

addiction and its harms.

Pediatricians are a vital but insufficiently 

mobilized component of the worldwide opioid 

response.



Pediatric Office=Designed for 

Treatment of Chronic Illness

• Obesity, ADHD, Asthma, IDDM

• All have medical, behavioral, case management input

• Parallels to OUD?

• Project ECHO-IUSOM Dept. Psychiatry

• Spring 2019, available online (adolescent track)

• Will probably be done again

• General track ongoing



• Telemedicine-can ask for support from 

pediatric addiction specialists

• Residency programs

• Add specific didactic training on substance use 

disorders

• Provide waiver training for all graduates??

• Development of pediatric addiction medicine 

fellowship programs



Be Present In Your 

Community

• “Not our school; not my kids” 

• DARE-

• consistent rated as “what doesn’t work” 

• $200 million in annual funding in 2018

• Help bring evidence based programming to school, 

community

• Help improve access, remove barriers

• YOU ARE THE EXPERT!



Questions?

Anytime?

Carolyn Warner Greer

(765) 480-4039

Bowen Recovery Center-Fort 

Wayne

Bowen Center Outpatient-

Wabash, Fort Wayne, Albion



5 More things for 

Pediatricians to know about 

Opioids

Amy LaHood MD MPH FAAFP

August 24, 2019
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US has an insatiable appetite for mood altering drugs

United States Pain Paradigm

• USA 4.5% of world population

• Consume 99% global hydrocodone

• Consume 73% global oxycodone

• Consume 2/3 global illicit drugs

Narcotic Drugs — Estimated World Requirements for 2018 — Statistics for 2016
https://www.incb.org/documents/Narcotic-Drugs/Technical-

Publications/2017/Narcotic_drugs_technical_publication_2017.pdf

#1
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Rates of Opioid Overdose Deaths, Sales, and Treatment 
Admissions  United States, 1999–2010
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72,000
Americans 
died in 2017

Total US Drug Deaths



Heroin, 15,958

Synthetic Opioids 
other than 
Methadone, 29,406

Natural and semi-synthetic 
opioids, 14,958

Cocaine, 14,556

Methamphetamine, 10,721

Methadone, 3,295
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Drugs Involved in U.S. Overdose Deaths, 1999 
to 2017

CDC Wonder Data

80% of all heroin users 
started their addiction 

with a prescription drug



Lethal Dose of Heroin/Fentanyl
New Hampshire State Police Forensic Laboratory



Who are these people?

Who are these people?
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Are Opioids Effective for Pain?

Studies <16 weeks – Opioids vs placebo for pain
• Moderate reduction in pain

• Small improvement in function

• Limited by high-drop out rates, 

excluded patient with h/o SUD
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Evidence & Expert Opinion for Chronic Opioids

Franklin GM. “Opioids for chronic noncancer pain: A position paper of the American Academy of Neurology”. 
Neurology. 2014 Sep 30;83(14):1277-84
Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United States, 2016. 
MMWR Recomm Rep 2016;65(No. RR-1):1–49. DOI: http://dx.doi.org/10.15585/mmwr.rr6501e

2016 CDC Opioid Guideline 

“Evidence on long-term opioid therapy 
for chronic pain outside of end-of-life 
care remains limited with insufficient 

evidence to determine long-term 
benefits, though evidence suggests 

risk of serious harms that appears to 
be dose –dependent.”

"Whereas there is evidence for 
significant short-term pain relief, 
there is no substantial evidence 
for maintenance of pain relief or 

improved function over long 
periods of time without incurring 

serious risk of overdose, 
dependence, or addiction.”

2014 AAN- Opioids for
chronic non-cancer Pain

http://dx.doi.org/10.15585/mmwr.rr6501e1
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Single Dose Oral Analgesics for Acute Post-Operative Pain
Cochrane System Review 2015

• >50,000 patients, 450 clinical studies

• Randomized, double blind trials

• Percent patients 50% pain relief

• Range of results; 30%-70% people achieved 50% relief 

(extraordinary variability in pain experience)

• Range of relief; 2-20h

• Placebo Effect = 5-20%

Moore RA, Derry S, Aldington D, Wiffen PJ. Single dose oral analgesics for 
acute postoperative pain in adults - an overview of Cochrane reviews. 
Cochrane Database Syst Rev. 2015(9):CD008659



Single Dose Oral Analgesics for Acute Post-Operative Pain
Percent of patients 50% pain relief

Moore RA, Derry S, Aldington D, Wiffen PJ. Single dose oral analgesics for acute postoperative pain in adults - an 
overview of Cochrane reviews. Cochrane Database Syst Rev. 2015(9):CD008659
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Non-Opioid Medications are effective 
treatment for pain

#3
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Indiana Opioid Laws

• 2014 – Chronic Opioid Prescribing Law

• 2017 – 7 Day Prescribing Law

• 2018 – CME requirement

• 2018 – INSPECT requirement
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2014 Indiana Chronic Opioid Law

Any patient ….

▪Taking >60 opioid pills /month >3mo

▪Taking an opioid >15 MME for >3mo

▪Using a transdermal opioid patch >3mo

▪Taking tramadol (if greater than 600mg/day) for >3mo

▪Taking any dose of an Extended release med not in abuse 
deterrent form for which one exists

▪Exemptions - Terminal condition, palliative care, Hospice, NH
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2014 Indiana Chronic Opioid Law

• Do your own evaluation

• Risk Stratify

• Mental health

• Risk of Substance Misuse

• INSPECT

• Urine Drug Testing

• Treatment Agreement/ 
Functional Goals

• Regular Visits/ Reassess if > than 
60 MED
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2017 – 7d Opioid Prescribing Limit

• Physician issuing initial opioid prescription for a patient may not 
prescribe more than a 7-day supply
oNote:  Limit applies to that physician’s first opioid prescription to that 

patient

oNo specific exception for practitioners in the same practice

• For patients < 18yo, all opioid Rx limited to 7-day supply

• Exceptions to 7-Day Limit

• Cancer 

• MAT for a substance-abuse disorder

• Palliative Care

• Professional Judgment    (Must document in the MR that a non-opiate  not appropriate 

and physician is using his or her professional judgment to prescribe for longer than the 7-day limit)

• Allows Indiana pharmacies to partially fill a prescription
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2018 Indiana 2h Opioid CME requirement

Senate Bill 225 (Effective July 1, 2018)

Beginning July 1, 2019 (next physician renewal):

• All practitioners who apply for or renew Indiana Controlled 
Substances Registration

• Must have completed 2 hours of CME during the previous 2 years 

oCME must address opioid prescribing and opioid abuse

• For physicians CME courses must be approved by the IN Medical 
Licensing Board or offered by an approved organization

The law sunsets July 1, 2025 
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2018 Indiana INSPECT requirement

Senate Bill 221 (Effective July 1, 2018)

Requires checking INSPECT each time before prescribing an opioid or 
benzodiazepine to any patient (No specific exceptions for hospice, 
palliative care, or LTC patients)

Effective date depends on situation:

• Applies 7/1/2018 for practitioners with INSPECT integrated into EMR

• Applies 1/1/2019 for practitioners providing services in 

oThe ER; or pain management clinic

• Applies 1/1/2020 to practitioners providing services in a hospital

• Applies 1/1/2021 to all practitioners

• Patients on pain management contract –q 90dPractitioners 
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Why do young people use drugs or alcohol?

• To fit in 

• To escape or relax 

• To feel grown up 

• To relieve boredom 

• To rebel 

• To experiment (curiosity)

• Peer Pressure

• To stay awake 

• Craving … a strong 
need or urge ingest 
substance

• Loss of control … not 
being able to stop or 
cut down 

• Feeling bad physically 
and emotionally when 
not using 

When using/abusing… When dependent…
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Pediatricians can change the trajectory of 
Substance Use

• Help parents and children stay healthy
• Optimize parents mental health – speak openly and be supportive
• Adequate nutrition/ encourage physical activity/ limit screen time/ Honor 

need for  sleep/ spend time outdoors/regulate emotions

• Recognize & treat children at high risk of Substance Use/ Abuse 
• Sensation Seeking, Depressed, Anxious, Impulsive

• Screening Adolescents for Substance Use 
• SAMSHA – universal screening SBIRT
• USPTF- insufficient evidence to assess efficacy 
• AAP - recommends that pediatricians increase their capacity in substance 

use detection, assessment, and intervention
• Low-risk patients - preventing or delaying onset of substance use 
• Intermediate risk patients- seek to better understand use, discouraging 

ongoing use and reduce harm 
• Current SUD- refer patients for potentially life-saving treatment

#5



23https://www.drugabuse.gov/adolescent-substance-use-screening-tools

https://www.drugabuse.gov/adolescent-substance-use-screening-tools
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Mixed Messages to youth
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Prevention of SUD



thank you



 

 

 

 

 

1/2019 Please reference Indiana statues for full legal requirements of each rule.  

Indiana Opioid Laws Quick Reference 
 

2014 Chronic Pain Law  (HB 844) 
Applies to any patient …. 
• Taking >60  opioid pills /month >3mo 

• Taking an opioid >15 MME  for >3mo 

• Using a transdermal opioid patch >3mo 

• Taking tramadol (if greater than 600mg/day) for >3mo 

• Taking any dose of an Extended release med not in abuse deterrent form for which one exists 

• Exemptions; Terminal condition, palliative care, Hospice, NH 

• All practitioners are required to  
o Perform your own evaluation 

o Assess Mental Health 

o Assess risk for substance misuse 

o Check INSPECT (with each prescription or q90d if on pain contract) 
o Do urine drug monitoring (as often as deemed medically necessary) 

o Sign and discuss Treatment Agreement/ Functional Goals 
o Have regular face to face visits  (q4mo for stable patients) 
o Reassess and document risk/discussion if greater than 60 MED 

 
2017 Opioid 7d Prescribing Limit (SEA 226) 
Physician issuing initial opioid prescription for a patient may not prescribe more than a 7-day supply 

o Note:  Limit applies to that physician’s first opioid prescription to that patient 
o No specific exception for practitioners in the same practice 

• For patients < 18yo, all opioid Rx limited to 7-day supply 
• Exceptions to 7-Day Limit 

Cancer, MAT for a substance-abuse disorder, Palliative Care or Professional Judgment    (Must document 
in the MR that a non-opiate  not appropriate and physician is using his or her professional judgment to 
prescribe for longer than the 7-day limit) 

 

2018 2h Opioid CME requirement (IN SEA 225) 
Beginning July 1, 2019 (next physician renewal): 

• All practitioners who apply for or renew Indiana Controlled Substances Registration (CSR) 
• Must have completed 2 hours of CME during the previous 2 years  

o CME must address opioid prescribing and opioid abuse 
 

2019 INSPECT requirement (IN SEA 221) 
1) As of 1/1/2019, every practitioner with an Indiana CSR must have an INSPECT account 
2) Requires checking INSPECT each time before prescribing an opioid or benzodiazepine to any patient                                             

(No specific exceptions for hospice, palliative care, or LTC patients)  
 Effective date depends on situation:  

o Applies 7/1/2018 for practitioners with INSPECT integrated into EMR 

o Applies 1/1/2019 for practitioners providing services in the ER; or pain management clinic 

o Applies 1/1/2020 to practitioners providing services in a hospital 
o Applies 1/1/2021 to all practitioners 
o Patients on pain management contract –q 90d 

 


