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Dea r  S ir/M a d a m : 

A s  F D A  beg i n s  i m p l e m e n ta tio n  o f key  p rov i s i ons  o f th e  Med i c a l  Dev i ce  Use r  F e e  a n d  
Mode r n i z a tio n  A c t ( M D U F A M A ) , i n  pa r t i cu la r  S e c . 3 0 2 , es tab l i sh i ng  n e w  r e q u i r emen ts 
fo r  th e  r ep r ocess i ng  o f s i ng l e - use  dev ices ,  A d v a M e d  app rec i a t es  you r  cons i de ra t i on  o f 
o u r  v i ews  a n d  c o m m e n ts i n  th i s  a r e a . 

T h e  Med i c a l  Dev i ce  Use r  F e e  a n d  Mode r n i z a tio n  A c t o f 2 0 0 2  r equ i r es  F D A  to  r ev i ew  by  
Ap r i l  2 6 ,2 0 0 3  th e  types  o f cr i t ica l  a n d  semi -cr i t ica l  r e p r ocessed  s i ng l e - use  dev i ces  th a t 
a r e  cur ren t ly  e x e m p t f r om 510 (k )  a n d  d e te rm i n e  wh i c h  o f th e s e  e x e m p tio n s  is to  b e  
te rm i n a te d . 

In  gene ra l ,  s i ng l e - use  dev i ces  th a t a r e  r e p r ocessed  p o s e  r isks o f c ross- in fect ion,  c ross-  
c o n ta m i n a tio n  a n d  impa i r e d  p e r f o rmance  if th e y  a r e  n o t p r ope r l y  c l e a n e d  a n d  rester i l ized,  
a n d  c a p a b l e  o f w i t hs tand i ng  th e  st ress o f r e p e a te d  uses .  

T h e  fo l l ow i ng  l ist o f dev i ces  a n d  a c c o m p a n y i n g  ra t i ona l e  a r e  th o s e  510 ( k )  dev i ces  th a t 
A d v a M e d  r e c o m m e n d s  b e  i n c l u ded  o n  th e  l ist o f 5  10 (k )  dev i ces  th a t F D A  wi l l  p ub l i s h  i n  
th e  Fede r a l  Reg is te r  w h o s e  e x e m p tio n s  wi l l  b e  te rm i n a te d . 

Th is  l ist was  c omp i l e d  f r om i nd i v i dua l  c o m m e n ts f r om A d v a M e d  m e m b e r s . In  o r de r  to  
e n s u r e  th a t a l l  o f th i s  i n fo rmat i on  is ava i l a b l e  to  th e  a g e n c y , th e  i n fo rmat i on  is o r d e r e d  b y  
spec i f ic  C F R  n u m b e r  a n d  i nc l udes  a l l  m e m b e r  c o m m e n ts r e ga r d i n g  th e  e ffect  o f 
r ep r ocess i ng  o n  the i r  i nd i v i dua l  dev ices .  W h i le  th i s  m a k e s  th e  d o c u m e n t l o n ge r  th a n  if 
w e  h a d  conso l i d a t ed  th e  in fo rmat ion ,  w e  d i d  th i s  i n  o r de r  to  e n s u r e  th a t a n y  s u b tle  
n u a n c e s  p r o v i d ed  b y  i nd i v i dua l  m e m b e r s  w o u l d  b e  ava i l a b l e  to  th e  a g e n c y . 

B r i n g i n g  i nnova t i on  to pat ient  ca re  wo r l dw i de  

Q a .d q p 3 4  c3  ,’ 
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21 CFR 874.4140(b) Ear, nose, and throat burrs 

DISPOSABLE ARTHROSCOPIC SURGERY BLADES AND BURRS 

ENT BURRS/BLADES 

Concerns A fter Initial Use 
Initial use of arthroscopy blades and ENT burrs/blades m ay result in dam age that cannot 
be effectively repaired resulting in potentially inferior perform ance during subsequent 
reuse. These instances of dam age m ay include: 

o Cracking or fatigue of plastic hubs 
o Blunting of and dam age to blade edgeforms  
o Rem oval of the proprietary lubricant 

Cleaning Concerns 
Used arthroscopy blades and ENT burrs/blades cannot be effectively cleaned, resulting in 
tissue and other residues inside the device. 

o All inner blades have a narrow, inaccessible lum en. It is difficult to insert a device 
for cleaning into this lum en. For m any devices, it is impossible to actually clean the 
blades resulting in the potential of contam ination from  one patient to another. 

o M anual cleaning com bined with chem ical cleaning and disinfection agents m ay score 
the plated surfaaes of the devices causing interference/ resistance of m oving parts 
during operation. Further, curved blades cannot be disassem bled for cleaning -- the 
spring section cannot be accessed or cleaned. 

o M anual cleaning of the inner blades will rem ove the proprietary lubricant resulting in 
decreased perform ance of the blade. There have also been observations of dam age 
and destruction to m otor drive units (MDU) caused by non-lubricated and m isaligned 
blades. 

S terilization Concerns 
Resterilization of arthroscopy blades and ENT burrs/blades results in perform ance and 
safety issues: 

q During repeated gam m a irradiation, chem ical cross-linking to the inner m old of 
disposable arthrascopy blades m ay detrim entally affect the strength of the tang 
employed in the rotation of the blade in the MDU. B reakage of the tang during use 
prevents the turning of the inner blade assem bly, detrim entally affecting tissue 
rem oval. 

o Long m ated surfaces and friction/interference fit of inner and outer blades m ake 
ethylene oxide and vapor phase hydrogen peroxide penetration difficult. Due to the 
fit of these inner and outer blades, certain sterilization systems  cannot be used as the 
sterilant can not effectively penetrate spaces smaller than 3 m m . 

o Build-up of liquid and gaseous sterilant residuals in excess of the IS0 10993-7 
m axim um allowable levels m ay initiate toxicity reactions in the patient. 
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Performance Concerns 
Since these devices are designed to cut through bone and soft tissue, it is imperative that 
reprocessing be fully validated. The process needs to ensure that all tissue is removed and 
that the devices will be suitable for their intended use after reprocessing. 

Demonstration that the devices will be suitable for their intended use is hindered by the 
following: 

0 

0 

Magnified visual inspection of burrs or chipped cutting edges alone does not 
demonstrate that the device is still sharp enough for reuse. Device testing must be 
undertaken that will demonstrate that the device is still effective. 
The healthcare organization/reprocessor responsible for reprocessing must have a 
means to verify that device shafts are still true (in alignment). 

21 CFR 876,1075(b)(2) Gastroenterolow-urology bioms instrument 

NON-ELECTRIC BIOPSY FORCEPS 

Cleaning and Sterilization Concerns 
Single-use, non-electric biopsy forceps are difficult, if not impossible, to thoroughly 
clean or adequately sterilize for safe reuse in patients without adversely affecting the 
structural integrity of the device. The very design of non-electric biopsy forceps impedes 
adequate cleaning and sterilization after use. 

Sterilization Concerns 
Studies have consistently demonstrated that a significant number of reprocessed, single- 
use biopsy forceps contain residual debris and fail to meet the sterility assurance level 
established by FDA. Studies conducted by FDA’s Office of Science and Technology 
using three types of single-use gastrointestinal biopsy forceps demonstrated that residual 
water remained in the device following cleaning with a sequence of bleach, ultrasonic 
bath with detergent and enzyme, and water rinse. The inability to adequately dry the 
device lumen decreases the effectiveness of sterilization. Thus, even when debris can be 
removed from these devices, the presence of residual water compromises the ability to 
effectively sterilize them. 

Performance Concerns 
In addition, the harsh conditions of reprocessing diminish the performance and structural 
integrity of the device. Reprocessed devices have a high potential for residual debris, 
non-sterility, and compromised functionality and, as a result, present an increased risk to 
patients. This risk necessitates 510(k) clearance to provide reasonable assurance that 
these devices are safe and effective for reuse after reprocessing. 

Due to the risk of infection and unacceptable device performance, FDA, in its February 
2000 Draft Enforcement Prioritization Guidance, identified reprocessed, single-use 
biopsy forceps as high risk devices. Accordingly, the safety and effectiveness of 
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reprocessed forceps cannot adequately be assured without premarket review to ensure 
their substantial equivalence to the single-use predicate device. FDA, therefore, must 
terminate the exemption for reprocessed, single- use, non-electric biopsy forceps pursuant 
to Title III of MDUFAMA. 

21 CFR 876.46$0(b) Ureteral stone dislodger 

URETERAL STONE DISLODGER 

Cleaning Concerns 
Single-use ureteral stone dislodgers are difficult, if not impossible, to thoroughly clean 
and adequately sterilize for safe reuse in patients. The very design of ureteral stone 
d&lodgers impedes’adequate cleaning and sterilization after use. During use, tissue, 
blood and other organic materials may be drawn into the very narrow sheath, into which 
the capture wire of the retrieval tip is retracted. These biological materials cannot be 
adequately removed due to the very small diameter of the sheath (3 fr or approximately 1 
mm), and the small clearance (.002 inches) between the wire and sheath. This inevitable 
and variable bioburden presents a significant barrier to adequate, reproducible and 
verifiable sterilization by commonly used methods. Thus, the presence of residue of 
biological material in used devices presents the risk of cross-contamination, infection, or 
pyrogenic reaction to the residue. 

Performance Concerns 
Residual material may have a deleterious effect on the performance of the devices by 
interfering with the smooth extension and retraction of the retrieval tip within the sheath. 
This may decrease the effectiveness of the device and increase the risk of malfunction. 

In addition, the harsh conditions of reprocessing diminish the performance and structural 
integrity of ureteral stone dislodgers. These devices are designed for first use 
performance, rather than amenability to cleaning and sterilization. 

Harsh conditions and stress resulting from cleaning and sterilization techniques may 
create the potential for device degradation and impaired performance. The capture wires 
of the retrieval tip are very fine, approximately .004 to .008 inches, and are not designed 
or tested for multiple-use. Breakage of the stainless steel retrieval wires during reuse 
may pierce, scrape, or sever the ureter, causing significant injury to the patient. 

Reprocessed, single-use ureteral stone dislodgers have a high potential for residual 
debris, non-sterility, and compromised functionality. As a result, they present an 
increased risk to patients. Accordingly, their safety and effectiveness cannot adequately 
be assured without pttemarket review to ensure their substantial equivalence to the single- 
use predicate device. FDA, therefore, should terminate the exemption for reprocessed, 
single-use ureteral stone dislodgers. 
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2 1  C F R  8 7 8 .4 750 ( b )  R e m o v a b le  sk in sta p le  

S T A P L E R S  &  C L IP  A P P L IE R S  

C l ean i ng  Conce r ns  
The  i n ne r  cav i t ies tie  diff icult to  c l ean . P a r tia l ly  u s ed  d i sposab l e  l o ad i ng  un i ts shou l d  
a l so  n o t b e  r e used  d u e  to  diff iculty i n  c l ean i ng  th e  i nne r  cav i t ies wh i ch  can  ha r bo r  
c on ta m i nan ts, a n d  the i r  r emova l  wi l l  a ffec t p e r fo rmance . D isassemb ly  fo r  th e  dev ices  is 
n o t poss ib l e  as  th is  wou l d  d es troy th e m . The  d i sposab l e  l o ad i ng  un i ts cu r r en tly a r e  n o t 
c l ea red  fo r  r euse  d u e  to  th e  r e m a n u fac tu r i ng  s teps r equ i r ed  to  a d d  n e w  stap les o r  cl ips. 

2 1  C F R  8 7 8 .4 800 ( b )  M a n u a l su rg ica l  i ns t rument  fo r  g ene r a l  u se  

S T A P L E R S  &  C L IP  A P P L IE R S  

C l ean i ng  Conce r ns  
The  i nne r  cav i t ies a r e  diff icult to  c l ean . P a r tia l ly  u s ed  d i sposab l e  l o ad i ng  un i ts shou l d  
a l so  n o t b e  r e used  tie  to  diff iculty i n  c l ean i ng  th e  i nne r  cav i t ies wh i ch  can  ha r bo r  
c on ta m i nan ts a n d  the i r  r emova l  wi l l  a ffec t p e r fo rmance . D isassemb ly  fo r  th e  dev ices  is 
n o t poss ib l e  as  th is  wou l d  d es troy th e m . The  d i sposab l e  l o ad i ng  un i ts cu r r en tly a r e  n o t 
c l ea red  fo r  r euse  d u e  to  th e  r e m a n u fac tu r i ng  s teps r equ i r ed  to  a d d  n e w  stap les o r  cl ips. 

2 1  C F R  8 7 8 .4 820 ( b )  S u r g ical  i ns t rument  m o to rs  a n d  
accessor ies /a t taqhments  

D IS P O S A B L E  A R T H R O S C O P IC S U R G E R Y  B L A D E S  A N D  B U R R S  

E N T  B U R R S /B L A D E S  

Conce r ns  A fte r  In i t ia l  Use  
In i t ia l  u se  o f a r th r oscopy  b l ades  a n d  E N T  bu r rs /b l ades  m a y  resu l t  i n  d a m a g e  th a t c a nno t 
b e  e ffec t ively r epa i r ed  resu l t ing  in  p o te n tia l ly  in fer io r  p e r fo rmance  du r i n g  s u bsequen t 
r euse . These  ins tances o f d a m a g e  m a y  inc lude:  

P  C rack i ng  o r  fa tig u e  o f p last ic h ubs  
P  B l un tin g  o f a n d  d a m a g e  to  b l a de  e d g e fo rms  
P  Remova l  o f th e  p r op r i e ta ry  lub r icant  

C l ean i ng  Conce r ns  
Used  a r th r oscopy  b l ades  a n d  E N T  bu r rs /b l ades  c a nno t b e  e ffec t ively c l e aned  resu l t ing  in  
t issue a n d  o the r  r es i dues  i ns ide  th e  dev ice.  

P  A ll i nne r  b l ades  h ave  a  na r r ow , i naccess ib le  l u m e n . It is diff icult to  inser t  a  dev i ce  
fo r  c l ean i ng  in to th is  l u m e n . Fo r  m a n y  dev ices,  it is imposs i b l e  to  ac tua l l y  c l ean  th e  
b l ades  resu l t ing  in  th e  p o te n tia l  o f c on ta m ina tio n  f rom  o n e  p a tie n t to  a n o the r . 
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P Manual cleaning combined with chemical cleaning and disinfection agents may score 
the plated surfaces of the devices causing interference/ resistance of moving parts 
during operation. Further, curved blades cannot be disassembled for cleaning -- the 
spring section cannot be accessed or cleaned. 

o Manual cleaning of the inner blades will remove the proprietary lubricant, resulting in 
decreased performance of the blade. There have also been observations of darnage 
and destruction to motor drive units (MDU) caused by non-lubricated and misaligned 
blades. 

Sterilization Concerns 
Resterilization of arthroscopy blades and ENT burrs/blades results in performance and 
safety issues: 

a During repeated gamma irradiation, chemical cross-linking to the inner mold of 
disposable arthroscopy blades may detrimentally affect the strength of the tang 
employed in the rotation of the blade in the MDU. Breakage of the tang during use 
prevents the turning of the inner blade assembly, detrimentally affecting tissue 
removal. 

o Long mated surfaces and friction/interference fit of inner and outer blades make 
ethylene oxide and vapor phase hydrogen peroxide penetration difficult. Due to the 
fit of these inner and outer blades, certain sterilization systems cannot be used as the 
sterilant can not effectively penetrate spaces smaller than 3 mm. 

Performance Concerns 
Since these devices are designed to cut through bone and soft tissue, it is imperative that 
reprocessing be fully validated. The process needs to ensure that all tissue is removed and 
that the devices will be suitable for their intended use after reprocessing. 

Demonstration that the devices will be suitable for their intended use is hindered by the 
following: 

a Magnified visual inspection of burrs or chipped cutting edges alone does not 
demonstrate that the device is still sharp enough for reuse. Device testing must be 
undertaken that vvill demonstrate that the device is still effective. 

o The healthcare organization/reprocessor responsible for reprocessing must have a 
means to verify that device shafts are still true (in alignment). 

SAGITTAL SAW BLADES 

Concerns After Initial Use 
Minor changes to the geometry of the cutting edge of the sagittal saw blades due to 
damage during use can detrimentally affect the cutting efficiency of the blades. In 
addition, slight misalilgnment of the teeth of the cutting edge due to handling and 
reprocessing may result is unexpected tissue damage during reuse by physicians. 
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DISPOSABLE DRILL B ITS, DRILL T IP PASSING P INS, GUIDEWIRES 

Concerns A fter Initial Use 
In the case of guidewires m arked “for single use only,” reuse increases the risk of 
employing a dam aged guidewire with possible fatal consequences (MDA Safety Notice 
SN2001( 14)). 

21 CFR 888.4540(b) Orthopedic manual surgical instruments 

ORTHOPEDIC MANUAL SURGICAL INSTRUMENTS (INCLUDING CARPAL 
TUNNEL RELEASE KNIVES) 

Cleaning Concerns 
Carpal tunnel knives were recalled several years ago because their geom etry com bined 
with the chem icals used for cleaning and sterilization caused embrittlem ent. 

AdvaM ed appreciates the opportunity to provide these com m ents and would like to work 
with the agency to ensure the appropriate implementation of this key provision of 
MDUFAMA. 

Sincerely, 

Tara Federici 
Associate Vice P resident 
Technology &  Regulatory A ffairs 


