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REUSE OF MEDICAL DEVICES : QUESTIONS / ANSWERS

CONSUMER OR HEALTHCARE FACILITY

2.Q:

3.Q:

: Does this Reuse Guidance apply directly to the end user of a reusable medical device?

No, not directly. The guidance document is primarily intended as a guide to FDA
reviewers and manufacturers. It describes criteria for product evaluation and guidance to
the manufacturer of a reusable device on how to validate labeling instructions for
reprocessing a reusable device. The guidance includes information that will be of interest
to end users. Therefore, we would encourage end users to obtain a copy of the guidance.

Does this Guidance Document apply to (1) reuse of single use devices, or (2) when a
single use device package is inadvertently opened?

No, the Reusable Medical Devices Guidance only applies to medical devices labeled for
reuse and to the initial processing of single-use only devices that are supplied non-sterile.
FDA guidance is being developed on reuse of single use devices.

Can a different method of reprocessing be substituted for the method recommended by
the manufacturer?

FDA recommends that the manufacturer’s labeling instructions be followed. If the end
user wishes to use a method of reprocessing different from that recommended by the
manufacturer, there is no assurance that the process will be satisfactory. The end user
assumes responsibility for validating a method different from that recommended by the
manufacturer.

In some cases.the labeling for a reusable device that was marketed prior to the FDA.- .- -
initiative on reuse labeling may not be up-to-date in terms of reprocessing information.

In that case, the user may find it necessary to supplement the given instructions with
additional steps that are consistent with current infection control practices. FDA
encourages manufacturers of older devices to upgrade labeling that is not current.



4. Q:

5.Q:

6.Q:

Can an end user utilize a protective barrier device to eliminate reprocessing steps by
reducing the level of gross contamination during use?

FDA recommends that the end user follow the manufacturer’s instructions for both the
barrier and the reusable device. Reusable device labeling may include recommendations

. on the use of barrier products to minimize the reprocessing steps that otherwise would be

needed. While barriers may minimize contamination, their use may not eliminate all
opportunities for the reusable device to become contaminated. For this reason even if a
barrier product is used with a device there should still be a recommended method of
cleaning and disinfection, albeit modified to reflect the use of a barrier. As noted in
question #1, if the end user employs an alternative method from that recommended by
the manufacturer, they must validate the alternative method. If a barrier device is used,
the instructions for utilizing the barrier and reprocessing the device must be carefully
followed.

Can a reusable device be used past its recommended reuse life?

The manufacturer’s recommended reuse life, if one is stated, should be followed. If the
end user uses the device past the recommended reuse life, the end user assumes
responsibility for such continued use of the device.

If the reuse instructions recommended by the manufacturer differ from recommended
practices set by professional societies or the healthcare facility, what should one do?

If the labeling for the device is current in terms of FDA’s initiative on reusable devices
then it should be followed. As noted above, older devices may not have current labeling
and so professional practices and facility policy may be an important adjunct. When
there are significant conflicts between labeling and recommended practices or
institutional policy, the end user must reconcile these differences with the device
manufacturer.

If there are questions concerning reprocessing procedures to whom do I go for help?

The manufacturer of the reusable device is the appropriate contact for further questions.



ODE Reviewer

1.Q:

2.Q:

3.Q:

4.Q:

Are there criteria for evaluating the validity of a reuse protocol the manufacturer has
used?

. Currently there are no specific criteria or standards for evaluating the validation of

reprocessing instructions for the reuse protocol. The guidance on labeling of reusable
devices includes a general scheme for validation studies and references to information on
validation of procedures. The Infection Control Devices Branch is working with standard
setting organizations like AAMI to develop specific criteria.

Can I ask the manufacturer for validation data in my 510(k) review? What about PMA
reviews or IDEs?

Requests for in depth evaluation of qualification tests conducted as part of the validation
for 510(k) submissions are not necessarily part of the review unless: 1) recommended in
a device specific guidance, 2) directed by management on a case by case basis, or 3)
when requested by the Office of Compliance.

The validation of reprocessing instructions for a PMA device will be reviewed in the
same manner as other manufacturing and control data. Refer to the Blue Book policy for
the specifics. For PMAs the manufacturer will need to submit data documenting the
safety and efficacy of the proposed reprocessing instructions. The review of an IDE can
include evaluation of a surhmary of the validation study.

Do manufacturers have to submit data from their validation study or is a certification of
the study acceptable?

For a 510(k), the manufacturers can submit a certification of the validation study unless a
device specific guidance requires actual validation data. 'PMA reviews will continue to
require the actual validation data. :

Are draft standards from a standard setting organization for cleaning and disinfection
acceptable as a means for validation?

Since draft sfandards are still in process they may have limited utility or scientific merit.
Until tests in draft standards are validated through round robin testing, and the standards
are finalized, they should not be relied upon solely as a basis for product validation.



5.Q:

7.Q:

8.Q:

What are the acceptable infection control outcomes that an end user is attempting to
achieve when reprocessing a reusable device?

The goal when reprocessing a reusable device generally depends on the device’s intended
use. A critical device is a medical device that is intended to enter a normally sterile
environment. It must be thoroughly cleaned and sterilized between patient use. A

. semicritical device is a medical device that is intended to come in contact with mucous

membranes and does not ordinarily penetrate body surfaces. It must be thoroughly
cleaned and subjected to a germicidal process with a broad spectrum of activity.
Sterilization of a semicritical device is desirable, but high level disinfection is acceptable
when sterilization is not feasible. A poncritical device is a medical device that comes into
contact with intact skin. The device must be thoroughly cleaned. If there is a concern
regarding transmission of pathogens, then an intermediate or low-level disinfectant
should be used. In some cases thorough cleaning alone, is acceptable.

Are the manufacturers aware of this guidance?

Yes, it was formally announced and made available for comment in FR Vol 60 No.115
(June 15, 1995) and has been made final as of April 1996. The content of the document
was presented at a national conference of the Association for the Advancement of
Medical Instrumentation..

Can a 510(k) be placed on hold, or found NSE for lack of reprocessing instructions
and/or a statement of validation?

Yes.

If 510(k) reviews don’t require the submission of the validation data, how can a
reviewer know that the testing of the reprocessing instructions is adequate?

Evaluation of preproduction design validation activities is primarily the responsibility of
the Office of Compliance and the field staff under the good manufacturing practices
regulations. Except as specified in the guidance, the applicant must supply
documentation in the 510(k) that the validation has occurred or will occur. Data from
labeling validation must be available for inspection by the field staff, if requested.



9.Q:

Does the manufacturer have to validate reprocessing instructions that are based upon
recommended guidance developed by a related professional practice group?

A:  Yes. The manufacturer is required to validate any reprocessing methods they recommend

in their labeling or promotional materials.

Manufacturer

1.Q: I have a device which is cleared for single use. If I want to market it as reusable what is
required? If I want to market a reusable device as single use what do I do?

A:  Inorder to market a single use device as reusable, a new 510(k) is required since there is
a potential impact on the safety and effectiveness of the device. The 510(k) must include
the appropriate validation studies that demonstrate that it is compatible for reuse. On the
other hand a 510(k) may not be needed when changing a reusable device to single use
only. The applicant must assess the impact of the change on its safety and effectiveness.

2.Q: If my device has been cleared for marketing as a reusable device, do I have to file a new
510(k) to conform with the Reuse Guidance?

A:  No, the only requirement would be to have validation data on file.

3.Q: Don’t Hospitals have their own reprocessing standards? Why is it necessary to
recommend a processing procedure?

A:  The general reprocessing standards in a healthcare facility may not be appropriate for all
devices. Since a device manufacturer has the best knowledge of its device, it is
important for the manufacturer to recommend a properly validated procedure for the user
to follow. _

4.Q: Do Ineed to validate each step of the validation process?
A:  The cleaning and disinfection or sterilization steps must be validated separately since the

expected outcomes differ. Cleaning is removal of visible contamination, while
disinfection or sterilization is the killing of microorganisms. For specific details consult
the references in Appendix 8 of the Reuse Guidance.



5.Q:

6.Q:

What kind of endpoint can I use to validate cleaning, disinfection and/or sterilization
steps?

The definition of cleaning is the removal of visible contamination. The manufacturer
should design the test to demonstrate that a soiled device can be rendered free from
contamination to the degree that the device is visibly free of soil. The accepted endpoints
for disinfection depend on the degree of disinfection that is recommended. There are
standards on validating sterilization processes which discuss how to verify the required
sterility assurance level. Please refer to the following guidance documents for further
information: Guidance on Premarket Notification [510(k)] Submissions for Sterilizers
Intended for Use in Healthcare Facilities or Guidance on the Content and Format of
Premarket Notification [510(k) ] for Liquid Chemical Germicides.

Are draft standards from standard setting organizations for cleaning and disinféction
acceptable as a means of validation?

Because draft standards have not been validated and are subject to change before
finalization, the manufacturer must be sensitive to the fact that the draft procedures may
not be scientifically sound and therefore are not acceptable as a reference. However, if
you have validated the process referred to for your device, you may describe the method
in your labeling.



STATEMENT 2. OPTI ON 2. VALIDATION NOT COMPLETED:

“This device is virtuaIIK identical froman infection
control perspectiveto the [name of predicate
device(s)] for which we have ﬁreviopsly_validated t he
reprocessing instructions. The validation has been
subj ect to GMP inspection. *

The statenents submtted do not have to be verbatim {i.e.,
there may be m nor variations.

ODE reviewers will NOT request or review the qualification
tests conducted as part of the validation for $10(k)
subm ssi ons unl ess requested by the Ofice of Conpliance, as
directed by nmanagenent on a case by case basis, or as
recomrended i n device specific guidance. Evaluation of the
validation process is primarily the responsibility of OC and
the field staff.

ODE reviewers have latitude to evaluate what is submtted,
e.qg., to determ ne whether the basis for the validationis
rel evant, or whether the summary rai ses seri ous concerns.
There is a contraint to the evaluation of the summari es.
There is a paucity of published specific nmethods or
standards on validation of reprocessing instructions. FDA
recommends that the AARMI TI R and FDA gui dance on process
val i dation be used as a set of principles regarding

met hodol ogy from whi ch specific protocols nay be devel oped
(see Aﬁpendix 3. Until specific nmethods or standards are
publ i shed, reviewers are advised to use flexibility in
eval uating the sunmaries, e.g., evaluate the fundanenta
nmet hodol ogy and principles of the tests described rather

t han t he specifics.

Despite general notices ragarding the availability of this
gui dance, many applicants will not be aware of FDA's
Initiativeinregard to | abeling of reusabl e devices, so
there will be deficiencies. Early comrunication over the
phone wth the applicant wll resol ve nost deficiencies.
Lack of a statenent of status-of the validationis a
deficiency that can be included in an "unable to determ ne
SE" |etter. Lack of a statement on validation can also be a
basis for a not substantially equival ent (NSE)
determnation, i.e., acceptabl e equi val ent performance has
not been denonstrat ed.

A PMA nust include a conplete report of the qualification of

t he reproaessi ng instructions in t he manufacturing and
control section.

The reprocessing validation will be reviewed in the sane
manner as the other manufacturing and control data according
to Blue Book policy.
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3.  An IDE should include a summary of the qualification of the
reprocaessing inatructions, when conpleted, or the protoaol
for qualification.

The revi ewer shoul d use j udgenent when considering the
extent of the data needed to document the safety of the
device. Consider conditions of approval to resolve
deficiencies as the default decision unless there are
critical safety concerns related to infection control

F. Person To Contaat Wth Questions Regardi ng Thi s Guidance

Any general questions regarding this guidance should be directed,
inwiting, to Chief, Infection Control Devices Branch, Division
of Dental, Infection Control, and General Hospital Use Devi ces,
O fice of Device Evaluation, H-Z-480, 9200 Corporate Blvd.,
Rockville, Mp 20850, or by calling (301) 443-8397.
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a.

The

Revi ewer checklist for Reproaessing Instructions

checklist is a summary of Section ¢ of the guidance

CQUESTICN

1y

Y/N

la tha device (1) reusable, (2) aupplied nonaterile, or (3)
aupplied aterile? Doas the |abeling commonly include
reprocassaing inatructiona?

If YES to any, continue review of inatructiona.

If NOto all. proceassing irnatructions are not nasdsd.
— L

Doea |abeling include (xe)procaaaing inatructiona?
If YES, continue review of inatructionsa.
If NO, ia thare adequats Justification for omiaaion?

If 2, sTOP review of reuse inatructiona. Labeling ia
deficient.

le there an instruction for cleaning (see page a)?

Is correct microbicidal process indicated (see page 5 and
Appendices 1 and 2)?

Ia the proceaa validated (ema statement and information. paxt

R)?

6.

Is the proceaa feasible (sse page 5)?

7.

Ias the procesa underastandable (See page 6)?

8.

Ia the proceaa comprehenaive (See pagea 6-5)?

spacial acceasoriea

special pre-proceaaing handling
disaassenbly/reasaenbly

cleaning mathoda

cleaning/lubricating agenta

rinsing

method of dieinfection or sterilization
special poat-proceas handling

reuae life

special warninga/precautions

| ay uee

reference tO guidance documents or accessory labaling
telephone number

uger qualification of deviations

e © 00 o & o000 0 0o

Are the recommendad accassoriea legally narketed?

14



Appendi X 1 .
Reprocessing Tri age

Critical Device': a nedical device that is intended to enter a
normal ly sterile environnent, sterile tissue or the vascul ature.
A critical device poses a high risk of infectionif it is
contam nated wi th any m croorgani sns. L

, | Exanpl es. of
reusable critical devices include surgical instruments, rigid
endoscopes, and needl es.

Semicritical Device: a nedical device that is intended t o cone
in contact with mucous menbranes or m nor skin breaches. Micous
menbranes are generally resistant to infection by noderate | evels
of nost bacteria but nay be susceptible to certaln pathogens.
Compromised skin presents an oPportunity for infection but a
sterile device is not absolutely required for a mnor breach. If
a semcritical device poses a high risk, or is known to be

contam nated by high grade, fomite transmi ssible pathogens,

addi tional processing is necessary,
Be thorouahl v cleaned and subiected t 0 a germicidal process with

practicable. Exanples of semcritical reusaEie geV|ces |ﬁciude

gastrointestinal (G) endoscopes (trans-oral and trans-rectal),
and urol ogical (GJ) endoscopes (trans-urethral).

Noncritical Patient Contact Device: a nedical device that cones
in contact with intact skin. The risk of infectionis low The

W1 SE pLtme
level disinfectant, or in sone cases orouah cleani
acceptable. Exanples of these reusabl e devices include bl ood
pressure cuffs, stethoscopes, and skin el ectrodes.

IEE |

Medi cal Equiprent: a device, or a conponent of a device, that
does not typically cone in direct contact with the patient. It
may serve as a vector for cross-contam nation.

' ' iti ' Exanpl es
include lights, stands, and exam nation tabl es.

! The term' Oitical Device' is also defined under 21
Code of Federal Regulations, Part 820, Cood
Manufacturing Practices for Medical Devices. The
definition and its usage under GMPs is not the sanme as
that presented above. Recognizing the potential for
confusion, this docunment still maintains use of the
term'critical device' in order to be consistent with
term nology in infection control guidance produced by
the Centers for Disease Control and publications by
infection control practitioners and associ ati ons.
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Appendi x 2 _
correlation of Triage to Microbicidal Process

Cateqory pracess
Citical Sterilization
Semcritical Sterilization desirable

H gh Level Disinfection is acceptable
in nmost cases

Noncriti cal FromInternedi ate Level D sinfectionto

d eani ng dependi ng upon patient contact, type
and anount of contam nation

Equi prent Sane as noncritical

Note: Some al |l owance is stated between the type of process that
is desirable and that which is mninally acceptable for
semicritical and noncritical devices, This margin of tol erance
is consistent with direction fromcpc and infection control
practitioners,!

Al critical reusabl e devices nust be sterilized w thout
exception. Reusable semcritical devices should |ikew se be
sterilized but in sonme cases this will not be practicable. For
exanpl e, the device materials nay not withstand sterilization
paopesses, or clinical circunstances may dictate the nethod of
choi ce.
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Appendi x 3 _ _
sumary of Validation of Reprocessing Instructions

1. | nt roduati on

It is likely that revised GMPs Wi |l require that the manufacturer
validate the design of their reusable device and the reprocessing
procedures to nmake certain the device can be adeguately
reprocessed over its use life. An industry standard for

val i dati ng design and processing instructions is not avail able.
The AAM Technical Informati on Report on Reprocessing of Reusable
Devi ces provi des guidance on this natter.

There is anpl e additional information on sterilization validation

that can be directly applied to reprocessing validation. The
manuf acturer nay refer to the FDA Sterile Medical Devices

VWr kshop Manual, USP XXI11, other AAM sterilization validation

standards, and the literature for assistance in developing their
rotocols. Avail abl e FDA gui dance al so di scusses recondi ti oni ng
cl eaning and resterilizing) of returned devices.

2 Definition of Reprocessing Instructions validation

A docunent ed program whi ch provides a high degree of assurance
that a specific reprocessing procedure will consistently produce
a device that neets predeterm ned specifications.

3 The Basics of Reprocessing Validation
There are several steps to a conplete validation as foll ows:

a. Pre-qualification

Def i ni ng product Specifications:
Desi gn
Material s
Qper ati ng Requi renent s
Def i ni ng Processing Specifications:
d eani ng and Germicidal Agents
Precl eani ng and R nsing
Packagi ng _
Processi ng Equi pnent
Microbicidal Process
Post - processi ng

b. Qual i fication of specified processing Equipment to be
Recommended in Labeling

17



C. Performance Qualifications of (1) the Ccleaning/Rinsing
Steps, and (2) the Sterilization or D sinfection and
Final R nsing Steps _

Processi ng Equi prent Eval uation

M cr obi ol ogi cal Chal | enge

Product Functionality Evaluation (repeated studies
for reuse?

Resi due Eval uation

d Docunentation
Docunent at | on
Qc Revi ew and Approval

e. Re-qualification

4. Sinul ated and Actual Use Studies

The performance qualifications require, at a mninum sinulated

testing of reprocessing of the device. The rationale for use of
only simulations shoul d be docunented by the applicant and hel d

for inspection. The simulated use test conditions should mmc

t he worst-case actual use conditions (e.g., extremes of

contam nati on and reprocessing conditions over the reuse life of
the product). If the applicant cannot adequately simul ate actua
use condi tions, then the applicant shoul d subject the deviceto

actual use, i.e., clinical, teststo confirmthe validity of the
pr ocedur es.

18



Appendi x 4
Definition of Terms

The follow ng are common m crobiol ogical terms that a reviewer

na% encounter in evaluating reprocessing instructions in device
| abeling culled fromreferenced literature.**4 The list is not
exhaustive. The terns narked with an asterisk are used in this
docurment. Additional definitions of ternms can be found in the

referenced literature.

b N Antiseptic: A substance that prevents or arrests the growh
or action of mcroorganisns on living tissue either hy
i nhi biti ng their activity or destroying them Antiseptics
are regul ated as drugs.

2. Bi oburden: The nunber and types of viable m croorgani sns
whi ch contami nate an article; also known as “bioload" or
"microbial load®*. Wen neasured, bioburden is expressed as
t he total count of bacterial and fungal colony-formng units
per single item

3. Bioburden Based Sterilization: A sterilization process
based on known |evels of mcrobial contam nation on al
surfaces to be sterilized.

4.« Biological Indicator (Bl): A sterilization process
nmoni t ori ng devi ce consisting of a standardi zed, viable
popul ati on of m croorganisns (usually bacterial spores)
known t o have high resistance to the node of sterilization
bei ng noni t or ed.

5. Chem cal Indicator: A sterilization nonitoring device
designed to respond with a characteristic chemcal or
physi cal change to one or nore of the physical conditions
within the sterilizing chanber

6.* (Jeaning: The renoval of adherent visible soil (e.g.,
bl ood, protein substances, and other debris) from nedical
devi ces by a manual or nechani cal process, as part of a
decont am nati on process.

7. Death Rate Curve (or Survivor Curve): A graphic
representation of the mcrobial death rate kinetics of a
speci fi c microbicidal agent on a defined m crobial
popul ati on.

8.* Decontam nation: According to the United Stated
Cccupational Safety and Health Administration (CSHA), "the
use of physical or chem cal neans to renove, inactivate, or
destroy bl oodborne pathogens on a surface or itemto the
poi nt where they are no longer capable of transmtting
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9. %
10.

11'*

12.%

13.

14.

15.

infectious particles and the surface or itemis rendered
safe for handling, use, or disposal®* ([29CFR1910.1030]

Note = In common usage, "“decontamination® %enerally refers

to all pathogens (microorganisms aapabl e of produci ng

g;s%?se or infection), not just those transmtted by human
ood.

Disinfectant: An agent that disinfects.

Disinfection: A process that destroys pathogens and ot her
nicroorganisms by physical .or chenical nmeans. Disinfection
processes do not ensure the sane margin of safety associ ated
with sterilizationprocesses. The lethality of the

di si nfection prooess may vary, depending on the nature of

t he di sinfectant, which |eads to the follow ng

subcat egori es:

a H gh Level pisinfection: A |ethal process utiIizin% a
sterilant under |eas than sterilizing conditions. he
Process kills all forms of mcrobial |ife except for

arge nunbers of bacterial spores.

b Internmedi ate Level Disinfection: A lethal process
utilizing an agent that kills viruses, mycobacteria,
fungi and vegetative bacteria, but no bacterial spores.

C. Low Level D sinfection: A lethal process utilizing an
agent that kills vegetative forns of bacteria, some
fungi, and |ipid viruses.

Fomite: An inaninmate object or material on which disease
produci ng agents may be conveyed.

Germicide:  An aﬁent t hat destroys m croorgani sns,
particul arly pathogeni c organi sns. Qher terms withe the
suf fi x -cide (e.g., virucide, fungicide, bactericide,
spori ci de, tubercul oci de) destroy t he ni croorgani sm
identified by the prefix.

Microbicidal Kinetics: The nathematical rel ationship
between a condition of exposure of a known microbicidal
agent to the nunber of specified m croorgani smkilled.

Organic and I norgani c Load: Anmbient or applied inorganic
(e.g. nmetal salts) or organic (e.g., protelns) contam nants
on the surface of a nedi cal device prior t 0 reprocessing.
Lhebnaéurally occurring organic load i s al so known as

i obur den.

Overkill Sterilization: A sterilizationprocess that is
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16.%

17.%

18.

19. %

20.

21‘*

22.%

23.%

24.

25.*

based on an arbitrarily established higher initial
concentration and resi stance of bioburden than that actually
expected on the nedical devices to be sterilized. Overkill
processes typically are based upon a 10*-10° col ony forning
unit (CFU) popul ation of bacterial spores known to be
resistant to the sterilization process.

Performance Qualification: An elenment of the sterilization
val i dati on program consi sting of sel ected engi neering and

m cr obi ol ogi cal denonstrati ons performed according to a
predefined protocol to show process reproducibility and
product acceptability.

Process Residue:. The substance renmaining on the surface of
a medi cal device after exposure to a decontam nation or
term nal process.

Qualification: The docunmented procedure of a test protocol
t o show conpliance to an established standard or
speci fication.

Reusabl e Medical Device: A device intended for repeated use
either on the same or different patients, with appropriate
decont am nati on and ot her reprocessing between uses.

sanitizer: An agent that reduces the nunber of bacteri al
contam nants to safe |levels as judged by public health
requirements.

Spore: The dornmant state of a m croorganism typically a
bacteriumor fungus, which exhibits a lack of biosynthetic
activity and reduced respiratory activity.

Sterilant: Physical or chem cal agent(s) which causes
sterilization.

Sterile: The absolute state where all fornms of life have
been elimnated. In a practical sense absolute sterility
cannot be proven, therefore, sterility is considered

achi eved when organi sns are elimnated, inactivated, or
destroyed such that they are undetectable in standard nedi a
in which they have previously been found to proliferate.

Sterility Assurance Level: A value indicating the
probability of a mcrobial survivor after a sterilization
pr ocess.

sterilization: An act or process which conpletely

elimnates or destroys all forms of life, particularly
m cr oor gani sms.
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26.% Validation: A docunented program which provides a high
degree of assurance that a specific process wll
consistently produce a product that nmeets its predeterm ned
specifications and qual ity attributes.

27. \Vegetative: An active growth phase of a m croorgani sm
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Appendix s (reproduced w th perm ssion)
Resi stance to Germi ci dal chemicals'

OACIG!M._SPOﬂa
Bacllvs cbets
Clostidam sporogenes
] UYODBACTERIA
Mycobactecam abocoubasis vac. bovis

NONUPIO OR SMALL VIRUSES
Pokovirus
c toes

VEGEYANIVE BACTERIA

L3cudk 53 «Qosa
VY

Staphylocoocus awreus
Salmdacka choloraesuis

{

LRI OR MED(UM-SIZE VIRUSES
Herpes samplex virus
Cytomegalovirus
Respicatory syncytia vius
Hepalls B seeus
Human iavowunodelciency vicus

Ocscending onder of cesistaace

Di sinfectant Activity According to Type of Microorganism'

Levels of disiafectant actioa accocding to gype of microacpanlsm

Gilliag cfet”
Did;l&x:un( Bactecia . Vicus
Spoces Tubeecle Vegetative Euagl Noalipid and Upid and
b .ad(lus <odls saall modiam size
Hich + + + « + +
latecmediate i « + + - <
Cow = - + * = +

7 €. Killing cffect can be epocted: =, liale oc oo Kilting <foct.
:(nd«&_:: secxunal epacct but not acoctancily chilacaydocponcs oc cocal specee,
Only widh cxtondod coposuce deavcs acc highdond diciafcctants capable of Williag bigh rumbrort of bactodal cpocet la ladbacutocy tox thay acc,
bowrover, capable ol cpodcidal acdely .-
Some sedevd Lidaloctants (cc. lypachleciic) may odhibi some spedicldal echvicy, siiercas odvors (g, elcobole oc phonelic
compoundd bave no demsasicnied odcldal acdviey. <
Somc latarmediatedondd didalcctants, althouch (wbecautlocidal, emay ave liamiced wlouctldal activiey

23



Appendix 6
COVPARI SON OF TERM NOLOGY ¥DA/CDC/EPA

CDC and FDA use sim|ar term nol ogy pertaining to chem cal
sterilants and disinfectants. EPA defines these products

differently. For information purposes the correlation of terns
is as follows:

DEVICE RISK CDC/FOA GERMICIDE EPA GERNICIDE
CATEGORY TERM TERM
Critical Device Sterilant

Sterilant
Semicritical Oevice High Level Disinfectant
Noncritical Device Intermediate Level Disinfectant Hospital Disinfectant

(with T8 claim)

Lou Level Oisinfectant Hospital Oisinfectant

Sanftizer
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Appendix 7
FDA status of Microbicidal Processes

1. Sterilization

There are many legally nmarketed sterilizers. Steam dry
heat, ethyl ene oxide (Eto), and boiling water sterilizers
are classified in the Code of Federal gul ati ons.
Utraviolet light sterilizationis classified for water
ﬁurlflcat|on. Q her types of legally marketed sterilizers

ave been found substantially equivalent to the above
classified devices.

2. Disinfection

D sinfectionis typically achieved by the use of |iquid
chem cal germcides. There are a grow ng nunber of |egally
marketed sterilants and high |evel disinfectants. There are

nunerous |l egal ly narketed I nternmedi ate and | ow | evel
di si nfectants.
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