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December   23,   2019  

 
 
 
 
 
U.S.   Food   and   Drug   Administration  
Center   for   Devises   and   Radiological   Health  
Office   of   Regulatory   Programs  
Division   of   Regulatory   Programs   2:    Establishment   Support  
Regulatory   Inspections   and   Audits   Team  
White   Oak   Building   66,   Rom   3657  
10903   New   Hampshire   Avenue  
Silver   Spring,   Maryland    20993  
 
 
Re:    CMS#   584676  
 
 
Dear   Sir   /   Madame:  
 
In  response  to  a  letter  received  on  December  9,  2019,  please  accept  this  correspondence  as  a  formal,  written                   
communication.  
 
Primarily,  I  wish  to  thank  you  for  the  review  of  our  website  and  any  potential  violations.  As  noted  in  your                     
correspondence,  we  have  been  in  various  communications  with  the  Agency  over  the  last  year  or  more  and  have                   
made  significant  efforts  to  comply  with  all  guidelines  provided.  It  is  never  our  intention  to  violate  the  Agency’s                   
recommendations.  To  the  contrary,  as  demonstrated  by  the  language  used  in  the  majority  of  our  marketing                 
materials  (save  those  noted  in  your  letter),  we  have  been  very  compliant  and  continue  to  be  so.  Additionally,  as                    
you  noted,  we  are  going  to  great  expense  to  secure  a  full  Agency-approved  IDE  and  have  been  in                   
communications  with  the  Agency  regarding  that  regularly.  Clearly,  our  intention  is  full  compliance,  as  well  as                 
the   right   to   market   our   product(s)   with   your   blessing.  
 
Regarding  those  citations  made  in  the  December  9 th  correspondence,  please  know  that  these  are  merely                
oversights  on  the  part  of  our  web  team.  At  the  time  of  our  last  conversation  with  the  Agency,  led  by  Dr.  Loan                       
Nguyen,  we  were  in  compliance  and  were  simply  told  that  the  Agency  would  continue  to  monitor.  We  have  had                    
no   issues   until   these   items   were   raised   to   our   attention.  



 
On  March  9,  2019,  I  had  an  email  exchange  with  Dr.  Nguyen,  in  which  she  thanked  us  for  our  “ongoing                     
corrective   actions,”   noting   that   they   were   “very   much   appreciated.”    Her   two   notices,   as   of   that   date   stated:  
 

● Removal   of   any   testimonials   “suggesting   the   use   of   the   device   for   lower   blood   pressure.”  
● Certain  notations  in  the  FAQ  section  of  our  customer  portal  ( www.bpcharting.com ).  This  site  is  not  used                 

for  promotion  at  all,  but  only  a  data  site  for  existing  customers.  Nevertheless,  we  complied  and  removed                  
all   statements.  

 
The  close  of  her  letter  simply  stated  that  she  would  be  continuing  to  monitor  the  promotion  for  “another  30  days                     
for  any  other  corrective  actions.”  No  further  contact  was  received.  Of  note,  however,  I  have  talked  to  Dr.                   
Nguyen  on  multiple  occasions  since  then  and  no  mention  was  made  of  additional  adjustments,  so  we  were  under                   
the   impression   that   things   were   just   fine   –   until   this   communication   was   received.  
 
Nevertheless,  in  specific  response  to  your  letter,  please  note  that  we  have  taken  great  strides  to  remove  any                   
language  which  could  be  in  violation.  We  have,  in  most  cases,  simply  removed  it.  In  other  instances,  we  have                    
simply   adjusted   the   language   to   represent   verbiage   which   has   formerly   been   recommended   by   the   Agency.   
 
A  detailed  list  of  adjustments  made  to  the  site  is  attached  hereto,  and  I  covet  your  feedback.  We  are  a  company                      
deeply   rooted   in   integrity   and   do   not   intentionally   violate   known   guidelines.  
 
Should   you   have   additional   insight,   I   welcome   your   input   and   look   forward   to   further   collaboration.  
 
 

 
 
 
 

Warm   regards,  
 
 
 
 

Mark   Young  
Chief   Executive   Officer   

 
 
 

 

 

http://www.bpcharting.com/

