
   
 

  

   

           
         

Roa dm a p  to  20 3 0  fo r Ne w Drug
Eva lua t ion fo r Olde r Adult s : 
The  P rob le m  S ta te m e nt  

Pa tric ia S la ttum, Pha rmD, PhD, Virginia  Ce nte r on Aging 

I have  no dis c los ure s  re la te d to this  works hop. The  vie ws  pre s e nte d  in this  pre s e nta tion re pre s e nt the  pe rs ona l opinion of the  
s pe ake r and do not re fle c t the  offic ia l pos itions  of the  Unite d S ta te s Food and Drug Adminis tra tion (FDA). 



For the First Time in U.S. History Older Adults Are 
Projected to Outnumber Children by 2034 

Projected 22.8% Adults 65+ 23.4% 

percentage 
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Children under 18 19.8% 

15.2% 
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From Pyramid to Pillar: 
A Century of Change 

Population of the United States 
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https  :/ / www.ce  ns  us  .gov/ libra ry/ s  torie  s  / 20  18  / 0  3 / graying-ame  rica .html 
  

https://www.census.gov/library/stories/2018/03/graying-america.html


   
 

  

 

P hys io log ic  Cha nge s  with  Age Alte r
P ha rm a c okine t ic s  a nd  P ha rm a c odyna m ic s  

Pha  rma  c  odyna  mic  s  Pha rma c okine tic s 
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Chronic  He a lth  

Cond it ions  a nd 
  
Mult im orb id ity

inc re a s e  with
 
Age
 

https :/  /  www.ncoa .org/  blog/  10 -common­
chronic -dis  e  a s  e  s  -pre ve ntion-tips / 

http:www.ncoa.org


 

    

    
     

    

P o lypha rm a c y is
inc re a s ing 

From 19 9 4 to 20 14 , the  proportion of 
olde r  adults  taking five or  more drugs 
triple d, from 13 .8 pe rce nt  to 42.4 pe rce nt.  

This  Photo by Unknown Author is lice ns e d unde r CC BY-SA-NC 

https :/ / lownins titute .org/ wp-conte nt/  uploads /  20 19 /  0 8 /  me dica tion­https :/  /  www.cdc .gov/  nchs /  da ta /  hus /  hus 18 .pdf ove rload-lown-we b.pdf 

http://geriatricsforcaregivers.net/how-to-find-geriatrics-medication-review
https://creativecommons.org/licenses/by-nc-sa/3.0/
http:www.cdc.gov


 

    
 

Fra ilty
inc  re  a  s e  s  
with  a ge 

The  J ournals of Ge rontology: Se rie s A, Volume  70 , Is s ue  11, Nove mbe r  
20 15, Page s 1427-1434 ,  https :/ / doi.org/ 10 .10 93/ ge rona / glv133 

https://doi.org/10.1093/gerona/glv133


 
  

 
 

 
 

 
     

    

         
  

Me dic a t ions : The  Right  Ba la nc e
 

“Medications are 
probably the single
most important health 
care technology in 
preventing illness and 
disability in the older 
population.” 

"Any symptom in an elderly 
patient should be considered a 
drug side effect until proven 
otherwise." 

Avorn J. Health Affairs, Spring 1996; J Gurwitz, M Monane, S Monane, J Avorn. Brown University Long-term 
Care Quality Letter 1995 



  

  

 

   

 

 

Im proving m e d ic a t ion the ra py fo r o lde r 
pe rs ons  is  c om ple x  

• Phys iology change s • He althcare  provide r tra ining
 

• Multimorbidity • Uncoordina te d he a lthcare 
de live ry • Polypharmacy 

• Pa tie nt  and  ca re give r• Fra ilty 
e xpe c ta tions 

• Vulne rable func tiona l and • Many othe r fac tors !  cognitive  s ta tus 

Our  Evide nce  Bas e  is  Ins uffic ie nt 
  



    
  

  
    

     
    

  

  

Who a re  the  s ta ke ho lde rs  in  im proving 

m e dic a t ion the ra py fo r o lde r pe rs ons ? 
  
• Olde r pe rs ons and the ir ca re give rs 
• He alth ca re  provide rs  and he a lth  ca re  de live ry  organiza tions  
• Acade mic  ins titutions 
• NIH, PCORI, AHRQ and othe rs 
• CMS, De partme nt of Ve te rans  Affa irs  and othe r paye rs  
• Pharmace utica l indus try  
• Profe s s iona l s oc ie tie s 
• Advocacy organiza tions  
• Provide rs  of te rtia ry me dica l da tabas e s  
• FDA 

Wha t  m ore  c a n FDA do  to  a dd re s s  th is  c ha lle nge ? 
  



         
   

            
  

      
  

  

S e s s ion I--Ob je c t ive s 

• Re vie w the his tory and curre nt guidance s for  olde r  adults  in 
e va lua tion of  ne w drugs 

• Re vie w the  curre nt e nrollme nt of olde r adults  in c linica l tria ls  of ne w  
drugs in the U.S . 

• Re vie w inte rna tiona l pe rs pe c tive s  on e nrollme nt of olde r adults  in 
e va lua tion of  me dica tions 

• De fine the proble ms / gaps 
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