
Slide 1 

Kelly L. Close 
Editor-in-Chief, diaTribe (www.diaTribe.org) & 
Director, the diaTribe Foundation 
President, Close Concerns 

ADA 2014 
June 14, 2014 

Strategies for a Pathway for Drugs and 
Devices for Pediatric Diabetes Care 

 The Patient Perspective 



Slide 2 

Strategies for a Pathway for Drugs and 
Devices for Pediatric Diabetes Care 

 The Patient Perspective 
 Patients’ Perspectives 

Kelly L. Close 
Editor-in-Chief, diaTribe (www.diaTribe.org) & 
Director, the diaTribe Foundation 
President, Close Concerns 

ADA 2014 
June 14, 2014 



Slide 3 

About Close Concerns and diaTribe 

“I founded Close 
Concerns to make 
everyone smarter 
about diabetes  
and obesity.” 
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Three Key Questions… 

1.  What is the hardest part about managing pediatric 
diabetes? 

2.  What is the biggest unmet need in pediatric diabetes? 

3.  What would be a complete home run for young 
patients with diabetes?  
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Three Key Questions… 

1.   What is the hardest part about managing 
pediatric diabetes? 

2.  What is the biggest unmet need in pediatric diabetes? 

3.  What would be a complete home run for young 
patients with diabetes?  

are the hardest parts 
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Toxic Environment 
It’s a Toxic Environment Out There 

#ConferenceFoodFail 
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Every day is a new rollercoaster… 
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“I did everything right 
and my blood glucose was 

still out of range!” 

Doing well requires A LOT of work and knowledge 
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4. It’s 24/7 and there are no vacations 

Wrong….  
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2. So complicated 

•  Food 

•  Activity 

•  Sleep 

•  Stress 

•  ??? 

…. All the Time 
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On Your Own 
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24/7, No Vacations 
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Invisible to Outsiders… 
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But Not to Insiders… 



Slide 15 

Children (often) cannot care for themselves 
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You must intentionally hurt your child. 
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Feeling normal even though you aren’t normal 

•  XXXX  
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“Pediatrics” refers to MANY different patients 

Infants 
Young 
children 

Pre-
teens 

High 
School/
College 
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Huge Weight Social Stigma 
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Three Key Questions… 

1.  What is the hardest part about managing pediatric 
diabetes? 

2.   What is the biggest unmet need in pediatric 
diabetes? 

3.  What would be a complete home run for young 
patients with diabetes?  

are the biggest unmet needs 
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1. Despite better tools, patients 
are not reaching goal! 
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Mean A1c in T1D Exchange 
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2. Emotional/psychosocial support is often absent  

A1c 

Hypos 
Insulin 

Food 

Emotional 
Support? 
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3. DKA is still widespread… 
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12-month Frequency of Diabetic Ketoacidosis 
(DKA)* in T1D Exchange 
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4. And so is severe hypoglycemia! 
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12-month Frequency of Severe Hypoglycemia*  
in T1D Exchange  
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5. The best therapies are still 
underutilized 
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CGM Use in T1D Exchange 
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6. Studies cannot treat children like  
“miniature adults” 

You Must Be  
At Least This 

Tall to Use This 
Drug/Device 
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7. On-body “real estate” is at a premium 
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8. Discomfort matters 
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Three Key Questions… 

1.  What is the hardest part about managing pediatric 
diabetes? 

2.  What is the biggest unmet need in pediatric diabetes? 

3.   What would be a complete home run for young 
patients with diabetes?  

complete home runs 
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1. Better access for all patients! 
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2. Improved care and support in schools 

•  XXX 
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3. Making providers’ lives much easier 
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4. Patient-centered drug/device development 
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5. A patient-centered regulatory process 

•  FDA Patient-Focused Drug Development: Disease Area 
Meetings Planned for Fiscal Years 2013-2015 
–  2013: Chronic Fatigue Syndrome, Lung cancer, HIV, Narcolepsy 
–  2014: Sickle cell disease, Fibromyalgia, Pulmonary Arterial 

Hypertension, Neurological manifestations of inborn errors of 
metabolism 

–  Planned: Alpha-1 antitrypsin deficiency, Breast cancer, Chronic Chagas 
disease, Female sexual dysfunction, Hemophilia A and B, von 
Willebrand disease, Idiopathic pulmonary fibrosis, Irritable bowel 
syndrome, gastroparesis and gastroesophageal reflux disease, 
Parkinson’s disease, Huntington’s diseas 

WHERE IS 
DIABETES?!! 
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6. Technology that gives peace of mind 
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7. Easy. Easy. Easy. 

Take Once Daily 
Before Breakfast 
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8. Smaller, less painful, less noticeable devices 
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9. Therapies That Increase Time in Zone 
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Three Key Questions… 

1.  What is the hardest part about managing pediatric 
diabetes? 

2.  What is the biggest unmet need in pediatric diabetes? 

3.   What would be a complete home run for young 
patients with diabetes?  

grand slams 
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1. Automated Insulin Delivery 

“CLOSED-LOOP ON” 
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2. Glycemic-dependent insulin 

Source: JDRF/Innocentive 
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3. And “real” cures 
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Key Takeaways 

•  Pediatric type 1 and type 2 diabetes are very 
challenging, complicated, and frustrating for patients, 
families, and providers 

•  There is lots of work to do to improve the current state-
of-the-art in clinical care and emotional support 

•  The field is moving ahead on many fronts, and we must 
ALWAYS keep patients’ and HCPs’ experiences at the 
heart of new drug and device development – in 
industry, at FDA, and with payers 
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Key Questions 

•  How do we address the underserved emotional side of 
managing pediatric diabetes? 

•  Should peds studies ALWAYS come after adult studies? 
•  Pediatric type 2 diabetes? Who will bring PT2 into fold? 
•  What about GLP-1s and SGLT-2s for pediatric type 1s 

and type 2s – what is the path to approval? 
•  What about access in general? The data shown is from 

patients who, in general, have higher income and more 
committed families.  

•  Who will help parents? How can we show commitment? 
•  How can pediatricians be helped? 
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THANK YOU! 

kelly.close@diaTribe.org 
www.closeconcerns.com 

www.diaTribe.org 
+1 415 518 5336 


