outcomes. Guidant’s primary’ concer in developmg mno tive | roduc
safety. Throughout the product development process, Guidan erform
rigorous testmg and. vahdatlons 0.CASULE OUF. pmducts«pe oI '
effectively for their labeled intended use. This testi tly supports
product is labeled for single or for multiple-use. Pat1e t safety i -
_ensuring that Guidant devices are used as labeled is in the best mterest of both our
patients and physman customers in supportmg ositive clini ‘

Guidant products labeled asvsmgle—use only devices have been tested and validated to
" support this claim. These devices have not been vahdated after being Sub]ect' ‘
_cleaning and restenhzatlon processes, and as such Guldant cannot erisure that the product
will continue to be safe and effective for multiple use. When vahdatmg a dev1ce' such as
‘ a}loon dilatation catheter for reuse, the following variables' should be conmdered ata
minimum, 1nclud1ng the clinical procedure, the decontamination process, the :
résterilization process and the actual device performance: Addxtlonally, cons1derat10ns to
ensure and/or prove the safety of the device for re-use will include variables such as the
“number of balloon mﬂatlons performed, balloon pressures, duration of balloon inflation
and | patlent anatomy, spe01ﬁca11y vessel tortuos1ty, lesion clas51ﬁcat10n and degree of
calcification. The cumulative effects of stress in re-use will vary Wlth clinical scenanos
i and may be difficult to simulate in an experimental situation. Decontammatlon processes
vary in types of cleamng agents, temperatures employed, duration of the cleanmg cycle
and the effects of the cleaning process on material degradation and device coatings. A
dilatation device that was not adequately cleaned could have reduced functlonal A ,
* performance that could Jeopardlze patient safety. For example residual contrast in the =~
ilnﬂatlon Iumen of a dev1ce could result inan mcrease in the balloon deflation time.
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Food and Drug Administration

0 an increase in the risk of successfully decontammatmg certaln polymenc
aterials'in dev1ces w1th complex geometry and small lumens such as balloon catheters.

/ i the potential
uate penetratlo of the subsequent sterilant, thus rendenng the stenhzanon

fof advanced matenals with high
: fproduct enhancing coatings can
ition methods of t the reprocessing process.
also eliminates the beneﬁt of the product attribute associated with the
“wiping down” of dev1ccs as part of many restenhzatlon processes
to sensitive catheter components and may cause damage that

Q., market pressure to develop new ,matenals wrth enhanced 1n1t1al
formance, but these materials may have poor reusewﬁaractenstlcs This in addltron to
the cumulat1ve effects of clinical usage, cleaning and restenhzatlon would be difficult to
“simulate in an adequate product vahdatlon »

concemmg patlent safety and product performance lntegnty not
- of econ mlcs,_ The cost of balloon angioplasty catheters, for example, deplcts how
es have dropped significantly in the past few years due not to excessive pressure from
_ restenhzatlon but due to increased competition. Competition continues to drive
: 'enhanced performance of devices and lower pnces ‘Manufacturers, customers and

nclude the costs assocrated with increased risks to patlents of clinical comphcatlons
"mcreased msurance costs, longer hospital stays, and the costs of potential litigation.
etting up a reuse system also has inherent cost to the hosp1ta1 and the health care system
‘associated with saving the devices after a procedure, preliminary cleaning, documenting,
moving, and device tracking. Patient notification is also of paramount interest. Patients
“have the nght to know whether a reuse SUD is being used in their procedure which can
‘best be addressed through the patient informed consent process. How is it equitably
determmed which patients get new devices and which patients get used devices? What is
he 1ncreased nsk of infection due to inadequate or improper cleaning, inadequate
stenhzatlon or 1ncreased patient exposure to bacterial endotoxins? In the




Food and Drug 'Admm;\stratlon '
ﬁockets M. ainch

cvent of an issue with a r'eusterﬂized product how ‘1s the re
fa1 ure pportloned? Product s




§510a) (1)

ofa manufacturer mchtdmg reprocesso s. While ¢ epro

deemed manufacturers _for the  purposes “of device listing, registratio
abeling and MI

2

s decision to exercise regulatory discretion

epr essmg of a single use device change
slngle to multlple use. This change i

o demonstrate the safety and effectiveness of the devrce after multiple uses. »
}Reprocessors along with OEMs must be held to the same regulatory requn'ements
“and should be required to demo nstra%tg, 1o, gp@;ﬂ o
‘continue to be both safe and effective for their intended use. FDA ne to
“enforce its own regulations and fulfill its respons1b111ty under the FDC Act to

protect the public health through umversal enforcement of the existing 510(k) and
: premarket regulatrons

, ":,Explore the development of a device categorlzatmn systemﬁbased on the level
- of risl presented by reprocessing and reusing Sul '
i strategy based on the level of risk.

FDA'’s current regulations include a risk based categonzatlon scheme If FDA
‘intends to explore a new risk based categorization system for reprocessing
- medical devices labeled for s1ngle use only, this categorization needs to be based
. on data supporting the appropriate categorization of the device. In'addltlon to the
~ factors mentioned in FDA’s proposed strategy on reuise of s1ngle use devices, -
FDA needs to consider the product performance characteristics, device design,
S materrals coatlngs compatibility with multlple stenhzatlon methods multrple
sterilization cycles and the compatibility of materials and designs with various

cleaning methods. All of these factors need to be addressed and supported wrth
: s01ent1ﬁc data. L

P RO

In FDA’s proposed three tiered categonzatlon scheme a hrgh rrsk category should
g mclude all current Class II and Class III evices currently subJect to the 510(k)




PMA requlrements Data should be subm1

d_aua ‘eused produers are safe, of hlgh quahty_ and perfo el to o duct"'"' :

P

P \market noti

' cC mplylng W1th"ex1st1ng

‘regulatxon of 510(k) and PMA requlrements incluc ing existing labeling
qu1rements as applled to manufacturers of medi

Guidant ACS beheves that (Cardiac Catheters and guidewires (Class I

5 IO(k) and  PMA) and Balloon Angioplasty (PTCA) Catheters (Cla I, PMA)
~.included in FDA’s proposed list of “frequently reprocessed SUDs” shbuldvbe

‘ classrﬁed as “high risk” devices. Manufacturers of these types of medical devices

“al ntly held to 510(k) and PMA requirements. All entities classified by the _
_FDC Act § 510 (2) (1) as manufacturers should be held to these re(lulrem ntsv e e
" including commercial reprocessors. Valid scientific dat to
"FDA to support changes in intended use including a change from smgle use to

i multlple use. Existing labeling requirements as applied to manufa turer.

medical devices should also be applied and enforced for all manu actur

1nclud1ng commercial reprocessors. All devices reprocessed by a comrnercml
reprocessor and resold should be labeled with the commercial reprocesser s

" Iabehng and 1dent1f1ed as reprocessed and reused devices. "




y” shouldgbe the respons1b111ty of the el

151 Ie for th ‘reprocessmg of the devwe Premarket r

- Guidant ACS believes that definitions should be created for the terms ‘single-use
~.device”, “reuse”, “reprocessing”, and * ‘resterilization”. Addltlonally, definition
: .1(2) under A - “Single-use device” is currently covered/under definition C -

“Reproc ssi g 4_and should

B Explore how recogmzed consensus standards can be applied to reprocessmg

-~ SUDs (e.g., to verify and validate cleaning, disinfection and/or sterilization of
SUDs) and explore the development of additional consensus standards to
address the safety, effectlveness and performance of reprocessed SUDs.

t n 1ﬁcat10n requlrements and premarket approval regulatrons should be
“'requlred for all manufacturers including reprocessors. Under existing regulation
where approprlate a manufacturer ‘may declare conform1ty to a recognized
“standard to ensure that the device to be marketed remains safe and effective for its
~intended use. However existing regulatlon does not recognize conformance to

reco gnlzed standards when the intent is to change the intended use of the device,

" including changing from a smgle use to multiple use indication. This change in

intended use could significantly affect the safety or effectiveness of the device.

‘The device would have to be re-validated to reflect the safety and effectiveness
after multlple uses. Reprocessors along with OEMs must be held to the same
‘regulatory requlrements and should be requlred to demonstrate to FDA thatthe
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