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When I was here last year…. 



O
ffi

ce
 o

f T
ra

ns
la

tio
na

l S
ci

en
ce

s 

Drug Development Tools Qualification 
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DDT 
Qualification 

Clinical 
Outcome 
Assessments 

Biomarkers 

Animal Models (Animal 
Rule) 
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Office of the Center 

Director 

Office of New Drugs Office of Surveillance 
and Epidemiology 

Office of 
Pharmaceutical 

Sciences 

Office of 
Translational 

Sciences 

Office of Compliance Office of Medical 
Policy 

Office of Strategic 
Programs 

Office of Executive 
Programs 

Office of 
Management 

Office of Regulatory 
Policy 

Office of Counter-
Terrorism and 

Emergency 
Coordination 

Office of 
Communications 
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We have made progress… 
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DDT Guidance (Final January 2014) 

 Describe a process NOT 
evidentiary standards 
 

 Qualification process 
described for Biomarkers, 
Animal Models, and Clinical 
Outcome Assessments 
(COA) 
 

http://www.fda.gov/downloads
/Drugs/GuidanceComplicanceRe
gulatoryInformationi/Guidances

/UCM230597.pdf 
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MDDT Guidance  

(Draft November 2013) 
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DDT Qualification Web Site 
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http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentTools
QualificationProgram/ 
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Context of Use 
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COA Qualification Updates 
 First COA (EXACT-PRO) qualified in January 

2014 
 Final DDT Qualification Guidance published in 

January 2014 
 30+ COA projects across the various stages of 

the qualification process, with more on the 
horizon 

 Slightly revised process to allow for earlier 
qualification and increased efficiency 

 New communication tools online:  wheel and 
spokes and roadmap diagrams 
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First Clinical Outcome 
Assessment Qualified in 
January 2014 

 EXACT 
◦ A PRO for the 

measurement of 
symptoms of acute 
bacterial exacerbation of 
chronic bronchitis in 
patients with chronic 
obstructive pulmonary 
disease 
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 Qualification projects actively underway for a wide 
variety of conditions, including but not limited to: 

 
 

 
 

 
 
 
 
 
 

Ongoing COA Qualification 
Efforts 
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• Multiple sclerosis 
• Cancer fatigue 
• Mild cognitive impairment 
• Irritable bowel syndrome 
• Asthma 
• Cystic fibrosis 
• Depression 
• Non-small cell lung cancer 
• Functional dyspepsia 

 
 
 
 
 

• Community-acquired bacterial 
pneumonia 

• Acute bacterial skin and skin 
structure infections 

• Ulcerative colitis 
• Crohn’s disease 
• Esophagitis 
• Sickle Cell 
• Muscle Wasting 
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 CDER partnering with multiple consortia, patient groups, 
academics, researchers, and others on COA qualification 
projects, including: 
◦ Critical Path Institute PRO-Consortium (includes 7 

distinct working groups:  Functional Dyspepsia, Irritable 
Bowel Syndrome, Non-Small Cell Lung Cancer, 
Rheumatoid Arthritis, Depression, Cognition) 
◦ FNIH Biomarkers Consortium 
◦ Critical Path Institute Coalition against Major Diseases 

(CAMD) Consortium 
◦ Critical Path Institute Multiple Sclerosis Outcomes 

Assessments Consortium (MSOAC) 
◦ PROOF-C Cancer Fatigue Consortium 
◦ Aging in Motion, a patient-advocacy organization 

Ongoing COA Qualification 
Efforts 

13 
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 CDER is collaborating with NIH to 
explore potential qualification of 
selected PROMIS measures 

 CDER continues to encourage 
instrument development and 
qualification,  particularly for pediatric 
populations, rare diseases, and other 
areas of unmet need 
 

Ongoing COA Qualification 
Efforts 

14 



O
ffi

ce
 o

f T
ra

ns
la

tio
na

l S
ci

en
ce

s 
Biomarker Qualification Projects 
Status Report by Stage  

Biomarker DDT Stage Number in 
Stage 

Initiation Stage 

          Initiation – DDT # assigned 43 

          Initiation – Letter of Intent (LOI) 
received 

43 

             

Consultation and Advice Stage (C&A) 

          C&A – Initial Briefing Package  requested 28 

Review Stage 3 
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Categories of BQ Submissions 

(N=28) 
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http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentTools 
QualificationProgram/ucm284076.htm 
 

List of FDA-Qualified Biomarkers 
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Animal Model Qualification 
AMQ DDT Stage Number in 

Stage 

Initiation Stage 

          Letter of Intent (LOI) Pending 3 

          Initiation – LOI Received 5 

             

Consultation and Advice Stage (C&A) 

          C&A – Initial Briefing Package requested 2 

Review Stage 0 

Link to DDT AMQP Web page:  
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentTool
sQualificationProgram/ucm284078.htm 
 

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentToolsQualificationProgram/ucm284078.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentToolsQualificationProgram/ucm284078.htm
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Pathways to facilitate integration of 
DDTs in drug development 
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• New CDER program 
• Promotes understanding challenges in drug development 

and innovative strategies to address them 
• Potential biomarkers not ready for DDT Qualification 

Program 
• Natural history study design and implementation 
• Emerging technologies or new uses of existing 

technologies 
• Novel clinical trial designs and methods 
• Nonbinding on FDA and other participants 
• No advice on specific approval pathways 

Critical Path Innovation Meetings 
Goal: To foster efficient and innovative methods for drug development 
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New Proposal—Training Consortium 



O
ffi

ce
 o

f T
ra

ns
la

tio
na

l S
ci

en
ce

s 



O
ffi

ce
 o

f T
ra

ns
la

tio
na

l S
ci

en
ce

s 
Next Steps… 
 Internal CDER MAPPs (general and program-

specific) underway 
 Continuing to streamline programs to build 

review efficiency 
 Continuing to clarify the concept of context of 

use—as it drives level of evidence needed 
 Evolving concept of expanding qualification over 

time as evidence increases 
 Working with international colleagues on 

templates 
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To contact us: 
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 Office of  Translational Sciences/CDER/FDA 

301-796-2600 
 

shaavhree.buckman-garner@fda.hhs.gov 
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