
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

._ Food and Drug Administration 
New Orleans District Office 
6600 Plaza Drive, Suite 400 
New Orleans, LA 70127 

April 14, 12003 

VIA FEDERAL EXPRESS 
OVERNIGHT DELIVERY 

FACILITY ID #218255 

Theresa Lucas, C.E.O. 
Baptist Women’s Pavilion Hospital 
Breast Services 
300 20” Avenue North, Suite 401 
Nashville, TN 37203 

Dear Ms. Lucas: 
Warning Letter No. 03-NSV-14 

An inspection of your facility was conducted on March 25, 2003 by a representative of the State of 
Tennessee acting on behalf of the Food and Drug Administration (FDA). This inspection revealed a serious 
deficiency in the quality of the mammography services offered by this facility. 

Under the Mammography Quality Standards Act of 1992 (MQSA), 42 U.S.C. $ 236b, your facility must 
meet specific requirements for mammography. These requirements help protect the health of women by 

~ =assuring that a facility can perform quality mammography. 

The recent inspection at this facility revealed the following Level 1 finding: 

Level 1 

l Mammograms were processed in processor 1, w Mammo room at site BapG? Women’s 
Pavilion Hospital Breast Services when it was out of limits on at least 5 days 
- 21 CFR 900.12(e)(I)(i),(ii),(iii) 

This specific deficiency noted above appeared on the MQSA Post Inspection Report which was sent to this 
facility by the state inspector along with instructions on how to respond to this finding. This condition may 
be symptomatic of serious underlying problems that could compromise the quality of mammography at this 
facility, and it represents a violation of the law that may result in FDA taking regulatory action. These 
actions include, but are not limited to, placing your facility under a Direct Plan of Correction, charging your 
facility for the cost of on-site monitoring, seeking civil money penalties up to $10,000 for each failure to 
substantially comply with MQSA standards, seeking suspension or revocation of your facility’s FDA 
certificate, or seeking a court injunction against further mammography. [See 42 U.S.C. §263b(h)-(j)] 

Additionally, you should also address the following deficiencies that were also listed on the inspection 
report: 



J  .  

P a g e  2  - B a p tist W o m e n ’s Pav i l i on  Hosp i ta l  B reast  Serv ices  
Nashv i l le ,  TN  

W a rn ing  L e tte r  N o . 0 3 - N S V - 1 4  

Leve l  2  

l Correct ive  ac t ions fo r  p rocessor  Q C  fa i lu res  w e r e  n o t d o c u m e n te d  a t least  o n c e  fo r  p rocessor  l,m  
M a m m o  r o o m  a t si te B a p tist W o m e n ’s Pav i l i on  Hosp i ta l  B reast  Serv ices  
- 2 1  C F R  9 O O .I2(6)(2) ;  s e e  a lso  2 1  C F R  9 0 0 .12 (b )  

l Fa i led  to  p r o d u c e  d o c u m e n ts ver i fy ing th a t th e  in terpret ing phys ic ian  - (5  C M E ’S  
in  3 6  m o n ths)  m e t th e  c o n tin u i n g  e d u c a tio n  r e q u i r e m e n t o f hav i ng  ta u g h t o r  c o m p l e te d  a t least  1 5  
ca tegory  1  c o n tin u i n g  med ica l  e d u c a tio n  uni ts  in  m a m m o g r a p h y  in  3 6  m o n ths  
- 2 1  C F R  900(a) (4) ;  s e e  a lso  2 1  C F R  9 O O (a)(l)( i i )(B ) 

It is you r  responsib i l i ty  to  e n s u r e  a d h e r e n c e  to  e a c h  r e q u i r e m e n t o f th e  M a m m o g r a p h y  Qual i ty  S ta n d a r d s  
A c t o f 1 9 9 2  ( M Q S A )  a n d  F D A ’s regu la t ions.  Y o u  a re  respons ib le  fo r  invest igat ing a n d  d e te r m U n g  th e  
c a u s e  o f th e s e  d e f ic iencies as  i d e n tifie d  a n d  to  p r o m p tly in i t iate p e r m a n e n t correct ive act ions.  

W ith in  1 5  work ing  days  a fte r  rece iv ing  th is  letter, y o u  shou ld  n o tify F D A  in  wr i t ing o f e a c h  s tep you r  
faci l i ty is tak ing  to  p r e v e n t th e  recu r rence  o f a n y  s imi lar  v io lat ions.  Y o u r  r e s p o n s e  shou ld  inc lude:  

- T h e  speci f ic  s teps y o u  h a v e  ta k e n  to  correct  th e  Leve l  1  a n d  Leve l  2  v io la t ions as  o u t l ined in  th is  
letter; 

- E a c h  s tep you r  faci l i ty is tak ing  to  p r e v e n t th e  recu r rence  o f s imi lar  v io lat ions;  
- S a m p l e  records  th a t d e m o n s trate p rope r  reco rd -keep ing  p rocedu res  re la t ing to  qual i ty  c o n trol o r  a n y  

o the r  records  th a t a re  appropr ia te  to  th e  n o n c o m p l i a n c e  fin d i n g  ( N O T E : P a tie n t n a m e s  o r  o the r  
in fo rmat ion  th a t w o u l d  l ikely revea l  th e  p a tie n t’s i d e n tity shou ld  b e  d e l e te d  f rom a n y  cop ies  
s u b m i tted) .  

If you r  faci l i ty is u n a b l e  to  c o m p l e te  th e s e  correct ive ac t ions wi th in  1 5  work ing  days,  y o u  shou ld  state th e  
4  - reason  fo r  th e  de lay  a n d  th e  tim e  wi th in  wh ich  th e  cor rect ions wi l l  b e  c o m p l e te d . 

Y o u r  rep ly  shou ld  b e  d i rec ted  to  J o s e p h  E . H a y e s , C o m p l i a n c e  O fficer, F o o d  a n d  D r u g  A d m inistrat ion, 2 9 7  
P lus  Pa rk  B o u l e v a r d , Nashv i l le ,  T e n n e s s e e  3 7 2  1 7 , te l e p h o n e  6  1 5 1 7 8  l -53  8 9 , ex tens ion  1 2 5 , wi th a  copy  to  
th e  S ta te  o f T e n n e s s e e . S h o u l d  y o u  h a v e  q u e s tio n s  rega rd ing  th e  techn ica l  a s p e c ts o f th is  letter o r  
conce rn ing  M Q S A  s tandards ,  y o u  m a y  cal l  K a r e n  S m a l lwood,  R a d i a tio n  Specia l is t ,  a t 6 1 5 /7 8  l -5380,  
ex tens ion  1 4 4 . 

Final ly ,  y o u  shou ld  u n d e r s ta n d  th a t th e r e  a re  m a n y  r e q u i r e m e n ts per ta in ing  to  m a m m o g r a p h y . Th is  letter 
per ta ins  on ly  to  v io la t ions re la ted  to  th e  recent  inspec t ion  o f you r  faci l i ty a n d  d o e s  n o t necessar i l y  add ress  
o the r  ob l iga t ions  y o u  h a v e  u n d e r  th e  law.  Y o u  m a y  o b ta in  gene ra l  in fo rmat ion  a b o u t a l l  o f F D A ’s 
r e q u i r e m e n ts fo r  m a m m o g r a p h y  faci l i t ies by  c o n tac t ing  th e  M a m m o g r a p h y  Qual i ty  A s s u r a n c e  P r o g r a m , 
F o o d  a n d  D r u g  A d m inistrat ion, P .O . B o x  6 0 5 7 , C o l u m b i a , M D  2 1 0 4 5 - 6 0 5 7  ( l - 800 -838 -7715 )  o r  th r o u g h  
th e  In te r n e t a t h ttp ://w w w .fd a .a o v / c d r h / m a m m o m a n h v /in d e x .h tm l. 

S incere ly ,  

Car l  E . D r a p e ; ’ 
Director,  N e w  O r leans  District 


