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PRESSURE CONTROLLED ASPIRATION SYSTEM
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Background to the Problem

Aspiration has been shown to be safe for the retrieval of clots from the cerebral vasculature.
However, technique suffers from a number of limitations. In particular, it is frequently the case that
the clot cannot be ingested at the target treatment site. This is particularly the case for harder,
larger diameter, and longer clots.

If not completely ingested, the physician will attempt to withdraw catheter and attached clot from
the patient under continuous vacuum. This manoeuvre carries risk, is time-consuming, and means
the physician has lost access to the target vessel.

If following angiography the physician determines that the target region has not been reperfused,
additional attempts must be made to retrieve the clot. Up to 5 attempts, known as passes are
typically required. On average 2 attempts are required. In 20-30% of cases, aspiration is not
successful after multiple attempts, and physicians will switch to the use of a stent retriever. This
further increases procedural time and cost.

As the physician withdraws the catheter proximally towards the access site (typically femoral or
radial artery), there is a likelihood that some or all of the clot may break off. These fragments of clot,
are known as emboli. Distal emboli lead to poor reperfusion outcomes when assessed under
angiography or other imaging. Poor reperfusion, as defined by the TICI scale, is associated with
worse patient outcomes.

Another limitation of the aspiration technology is not always possible to advance the catheter tip to
the face of the clot. This is due to the extreme tortuosity which may be present in the patient,
meaning that often, only small diameter catheters, such as microcatheters can reach the clot. Larger
bore catheters are known to have a greater potential to aspirate the clot, but are frequently too stiff
to navigate to the clot face. In this instance, the physician may use a smaller bore catheter, but is
less likely to successfully aspirate the clot.

Depending on internal diameter of the catheter, and properties of the clot (diameter, length,
hardness/durometer, elasticity etc.), there is a limit to the amount of clot which can be aspirated
into a the catheter lumen. At this limit the catheter may be described as being clogged. Large lumen
catheters can aspirate more clot than small lumen catheters without becoming clogged. During
aspiration, the limit to the amount of clot which can be aspirated may be reached before a complete
vacuum is reached. This implies that the application of further vacuum does not necessarily increase

1

Copy provided by USPTO from the IFW Image Database on 02-06-2019

Penumbra, Inc., Ex. 1009.2, Page 5 of 23
Penumbra, Inc. v. RapidPulse, Inc.



NEUVT.014PR

PROVISIONAL

the amount of clot which is aspirated once a certain limit is reached. This is shown schematically in

Figure 1. It is a limitation of existing vacuum technology (vacuum pumps and syringes) that the
applied vaccum is not engineered to prevent clogging, or maximise efficiency of aspiration.
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Based on the problems outlined above, it is desirable to enable the clot to be ingested at the target
site in a single manoeuvre. This will save time, reduce procedural complexity, and minimise potential
for clot fragmentation during clot retrieval.

Description of the invention

A pump is disclosed, for use in connection with a catheter, to aspirate clots or other materials from a
blood vessel or other region of the body. The use of the invention is shown schematically in Figure 2.
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Cath;ter Tubing PUTP
. Reservoir

Figure 2 - Setup used for aspiration of ¢ dlot or other material from the body using the pumg.

The invention utilises control and, or, variation of the vacuum pressure and, or, fluid displacement,
during aspiration to improve the efficiency of aspiration. Variations in pressure and, or, fluid
displacement at the catheter tip can help achieve the following:

® Prevent clogging of the catheter
® Promote maceration and deformation of the clot to enable it to travel through the lumen

Main invention — Pressure Controiled Aspiration System

The invention incorporates a pump which may provide a negative fluid displacement thereby
decreasing pressure (enabling a vacuum) or positive displacement, thereby increasing pressure. The
pump is connected to a catheter, enabling application of a positive or negative pressure the catheter
lumen. The pump incorporates a sensor which measures the pressure in the catheter lumen.

The magnitude of this pressure may be used to decide whether a vacuum or pressurizing signal
should be applied to the catheter. Based on the measured pressure, the pump may change direction
hence altering the pressure and fluid displacement.

In one embodiment, shown schematically in the form of a state diagram in Figure 3, the pump uses
defined upper and lower limits to decide whether to apply a vacuum or pressurize. These limits
enable the catheter to cyclically ingest and if required expel, at least some of the clot. This
deformation of the clot improves the efficiency of the aspiration, and prevents clogging of the
catheter.
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Figure 3 - Pressure monitoring to estabiish whether the pump should apply vacuum or pressurize during the aspiration
procedirs

For the purposes of explanation, the initial pressure is defined as 0 in-Hg in all diagrams before the
pump is switched on Figure 4 (a). In reality, a non-zero pressure is present due to blood pressure.
This may be in the region of 60 to 120 mm-Hg (2.4-4.8 in-Hg).

The pump will continuously measure the pressure within the catheter lumen during the procedure.
This measurement will be arterial pressure if the switched off. Once the pump is switched on, and it
begins to draw some vacuum a negative pressure will be measured Figure 4 (b). In the absence of an
occlusion or partial occlusion of the catheter tip, this will be a nominal reading, representing free-
flow of fluid through the catheter). Once the catheter is advanced and engaged with the clot, an
increase in the vacuum is observed Figure 4 (c).

Initially when switched on the pump applies a vacuum enabling the catheter to ingest some of the
clot Figure 4 {d). While further increases in the vacuum ingests more of the clot Figure 4 (e), the
efficiency of increases in the vacuum pressure in ingesting more clot is reduced Figure 4 (f). For this
reason, the pump will reverse at some Low Limit of pressure Figure 4 (g). The Low Limit is defined
such that during vacuum, a portion of the clot is been aspirated but not so much that the clot has
become irreversibly clogged. An important aspect of the invention is that the lower limit of vacuum
can be set well above the full vacuum pressure of -760mmHg to prevent ingestion of too large a clot
that could clog the catheter. In one embodiment, the Lower Limit is set to between -100 mm-HG and
-200 mm-Hg. In another embodiment the Lower Limit is set to between -200 mm-HG and -300 mm-
Hg. In another embodiment the Lower Limit is set to between 400 mm-HG and -500 mm-Hg. In
another embodiment the Lower Limit is set to between -600 mm-HG and -700 mm-Hg.

The direction of fluid displacement of the pump is now reversed. Upon reversal, the catheter will
begin to pressurize increasing the pressure measured Figure 4 (g). As the catheter is pressurized
(vacuum is reversed), the load which was applied to ingest the clot will be reduced, thereby
unloading the clot, and even allowing some or all of the clot to be pushed distally towards the
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catheter tip Figure 4 (h). During this loading/unloading the clot is being macerated and accordingly
becomes more “free” within the catheter.

The pressure is further increased until a High Limit is reached. In one embodiment this High Limit is
defined such that the ingested clot may not be completely expelled from the catheter.

Additional cycling of the clot between the Low Limit and high limit (Figure 4 (i} to (j)) further
macerates the clot enabling a greater amount of the clot to be ingested for the same Low Limit of
vacuum (Figure 4 {m)), with eventual complete ingestion of the clot, Figure 4 (n).
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In one embodiment the High Limit is a negative pressure. In another embodiment, the high limit may
be 0 mmHg. In yet another preferred embodiment, the High Limit is a positive pressure (Figure 5).

In the absence of a pressure signal from the pump the presence of intra vascular blood pressure
means there is a force present which supports transport of material from the distal tip of the
catheter towards the pump. In one embodiment, an initial blood pressure reading may be taken
before the procedure is initiated. This reading may be used to calculate the precise High Limit value
required. The mean blood pressure, systolic blood pressure, or diastolic blood pressure nay be used .
A novel aspect of this pump system is the incorporation of feedback into the pump algorithm in
order to produce more effective pressure cycling. That is to say, the ability of the pump to measure
the condition in the pump (e.g. pressure or fluid displacement), and continue or alter its behaviour.
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kY
3
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Flgura 5 - Varying pressure signai betweer two vacuur fevels.
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incorporation of Oscillation / Shake

Fositive Qsciilution

In one embodiment, the applied pressure signal incorporates an oscillation or “shake” signal. The
shake signal implies the application of pulse cycling between two pressure limits as shown in Figure
7. The is signal provides acute aspiration of the clot in order to cause deformation and, or,
fragmentation of the clot to improve transport through the catheter. Another aspect of the
invention is the incorporation of rate based cycling of a negative and positive pressure signal.
Ocscillating frequencies can be defined that may cause the elastic modulus of a clot to be exceeded,
thereby, fragmenting the clot in the catheter and promoting easier transport.

The addition of this oscillation is shown in the form of a state diagram in Figure 6.

Upper Pressure
Limit reached

Displacement o

\\ Lim.it reached Upper Pressure -~
N i/ .. Limit reached -
Lower Pressure i o~ P

Limit reached 4

\\\\\\\\\ Switch OFF

Figure € - incorporation of g positive oscillation or shaie signa!

In one embodiment the shake signal may be initiated for a predefined number of cycles. In another
embodiment, the shake signal may be used until the pressure has returned to blood pressure. In this
instance the material in the catheter can effectively flow without significant resistance. In another
embodiment, this shake signal may be initiated based on a specific pressure indicative of catheter
occlusion or partial occlusion, and terminated based on measurement of pressure within the
catheter indicative of free-flow, or partial occlusion.
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] ]
3 H 3 H i H kY i
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t ¥ ¥ ¥
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Figure 7 - Schematic showing o shake signed,

While the figures generally show a triangular wave form of pressure with respect to time, it should
be pointed out that this may not be the case in reality. The graphs are intended to illustrate the

8
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directional changes in pressure which are initiated and controlled by the invention. For example
depending on the clot properties, and speed of activation or reversal of the pump, the signals may
be more square, sawtooth, or sinusoidal in form. Furthermore, the resulting pressure — time
relationship may not have any repeating unit at all. Insert numbers from experiments in the future.

Positive Oscifiation

In one embodiment the invention includes both an oscillation or shake signal in the vacuum and
positive pressurize signals. This is shown schematically in Figure 8. In yet another embodiment, the
system my incorporate only a vacuum oscillation.
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Figure 8 - Viocuum ond Positive Osciiietion

Specifying Lower-Pressure and Higher-Pressure Limits

A range of Lower Pressure and Higher-Pressure limit values may improve efficiency of clot transport
compared to static aspiration technology. In one embodiment it is preferable to specify a Lower
Pressure limit such that the amount of clot which can be ingested is maximised for a single cycle. In
another embodiment, it is preferable that the Lower Pressure limit is specified such that the amount
of clot which is ingested in a single cycle is not maximised, but instead represents an intermediate
condition between a small amount of clot ingestion and maximum clot ingestion. Real numbers will
be added in the future based on experiment.

In another embodiment, the lower limit may be defined in real-time. In one embodiment, a change
in the rate of change of the pressure during the vacuum cycle may be used. For example, as the
catheter becomes clogged, there is generally a rapid increase in the vacuum pressure. This sudden
change in vacuum pressure may be used as a signal to switch the direction of the pump. Similarly,
the upper pressure may be defined based on a sudden change in the pressure during the pressurize
cycle. In one embodiment this may be defined in order to identify a condition where the catheter is
declogged.

It should be appreciated that the upper and lower limits may be defined by a combination of rate of
change in pressure, or specific pressure value, or a combination of both.

In another configuration, a flow displacement, or flow meter is incorporated. This may be used to
define upper and lower limits to establish the direction of the pump (aspiration or vacuum). In one

9
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embodiment the flwo meter can detect if there is no fluid displacement, which is suggestive of
catheter clogging.

Direction Controlled Aspiration System

In another embodiment, the pump may use positive and negative fluid displacement to alternately
infuse and aspirate the catheter. In one embodiment, the ratio of the infuse to aspirate cycle may be
between 0.01 and 0.99. Preferably the ratio will be tween 0.1 and 0.9, or more preferably between
0.4 and 0.9.
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Figure @ - Positive and negotive madulotion of aspiration

Pump Design

In one configuration, the pump is a sterile unit, which can be used within the sterile field, or on the
patient table adjacent to the patient. This enables the physician to perform all manoeuvres without
the requirement of a technician outside the sterile field. The unit may be single use and disposable.

In one configuration, the pump incorporates a peristaltic pump mechanism. This ensures that there
is no blood contact with the pump parts. The pump may incorporate a reservoir for collection of
aspirate.

=

‘\}é
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= e %
e t""*t S S
S N X SR

Figure 30 - Pump ond components. Shown are @ housing, connecting tube, on-off switch, battery pack, pulsatile pump, ond
matherboard. The pressure sensor s connected ta the tube-fumen, which is connected to the catheter, thereby encbling
pressure measurement within the cotheter.

In one embodiment the pump incorporates a series of LEDs or indicators. These are intended
provide feedback to the physician based on the catheter tip and clot interaction condition. This
provided by the pressure within the catheter. For example, the pressure range associated with free-
flow within the catheter, or partial occlusion, or complete occlusion, aspirating or clogged.
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Furthermore the indicators may be used to indicate to the physician that the pump is in the
oscillation or shake condition.

A method is disclosed whereby the physician uses the feedback from the indicators to define the
required adjustment of the catheter tip.

Place catheter tip adjacent to the clot. Switch on the pump. f the pump indicates free flow is
observed the catheter should be moved distally to further engage the clot. If the catheter is
aspirating with partial or complete occlusion the physician waits until the pump has free-flow again.
The physic again moves the catheter tip distally to engage the next piece of clot. In this way the
entire vessel can be cleaned of clot. In the event that the pump becomes clogged, a signal may be
provided to the physician that the traditional catheter withdrawal technique may be appropriate.

27243295
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Representative information should be provided for all practitioners having a power of attorney in the application. Providing
this information in the Application Data Sheet does not constitute a power of attorney in the application (see 37 CFR 1.32).

Either enter Customer Number or complete the Representative Name section below. If both sections are completed the customer
Number will be used for the Representative Information during processing.

Please Select One: ® Customer Number US Patent Practitioner (O Limited Recognition (37 CFR 11.9)
Customer Number P0995

Domestic Benefit/National Stage Information:

This section allows for the applicant to either claim benefit under 35 U.S.C. 119(e), 120, 121, 365(c), or 386(c) or indicate
National Stage entry from a PCT application. Providing benefit claim information in the Application Data Sheet constitutes
the specific reference required by 35 U.S.C. 119(e) or 120, and 37 CFR 1.78.

When referring to the current application, please leave the “Application Number” field blank.

Prior Application Status v Remove
Filing or 371(c) Date
Application Number Continuity Type Prior Application Number (YYYY-MM-DD)
Additional Domestic Benefit/National Stage Data may be generated within this form

by selecting the Add button.
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Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | PRESSURE CONTROLLED ASPIRATION SYSTEM

Foreign Priority Information:

This section allows for the applicant to claim priority to a foreign application. Providing this information in the application data sheet
constitutes the claim for priority as required by 35 U.S.C. 119(b) and 37 CFR 1.55. When priority is claimed to a foreign application
that is eligible for retrieval under the priority document exchange program (PDX)I the information will be used by the Office to
automatically attempt retrieval pursuant to 37 CFR 1.55(i)(1) and (2). Under the PDX program, applicant bears the ultimate
responsibility for ensuring that a copy of the foreign application is received by the Office from the participating foreign intellectual
property office, or a certified copy of the foreign priority application is filed, within the time period specified in 37 CFR 1.55(g)(1).

Remove
Application Number Countryi Filing Date (YYYY-MM-DD) Access Code' (if applicable)

Additional Foreign Priority Data may be generated within this form by selecting the

Add button.

Statement under 37 CFR 1.55 or 1.78 for AIA (First Inventor to File) Transition
Applications

This application (1) claims priority to or the benefit of an application filed before March 16, 2013 and (2) also
contains, or contained at any time, a claim to a claimed invention that has an effective filing date on or after March
] 16, 2013.

NOTE: By providing this statement under 37 CFR 1.55 or 1.78, this application, with a filing date on or after March
16, 2013, will be examined under the first inventor to file provisions of the AlA.
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Application Number
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Authorization or Opt-Out of Authorization to Permit Access:

When this Application Data Sheet is properly signed and filed with the application, applicant has provided written
authority to permit a participating foreign intellectual property (IP) office access to the instant application-as-filed (see
paragraph A in subsection 1 below) and the European Patent Office (EPO) access to any search results from the instant
application (see paragraph B in subsection 1 below).

Should applicant choose not to provide an authorization identified in subsection 1 below, applicant must opt-out of the
authorization by checking the corresponding box A or B or both in subsection 2 below.

NOTE: This section of the Application Data Sheet is ONLY reviewed and processed with the INITIAL filing of an
application. After the initial filing of an application, an Application Data Sheet cannot be used to provide or rescind
authorization for access by a foreign IP office(s). Instead, Form PTO/SB/39 or PTO/SB/69 must be used as appropriate.

1. Authorization to Permit Access by a Foreign Intellectual Property Office(s)

A. Priority Document Exchange (PDX) - Unless box A in subsection 2 (opt-out of authorization) is checked, the
undersigned hereby grants the USPTO authority to provide the European Patent Office (EPO), the Japan Patent Office
(JPO), the Korean Intellectual Property Office (KIPO), the State Intellectual Property Office of the People’s Republic of
China (SIPO), the World Intellectual Property Organization (WIPO), and any other foreign intellectual property office
participating with the USPTO in a bilateral or multilateral priority document exchange agreement in which a foreign
application claiming priority to the instant patent application is filed, access to: (1) the instant patent application-as-filed
and its related bibliographic data, (2) any foreign or domestic application to which priority or benefit is claimed by the
instant application and its related bibliographic data, and (3) the date of filing of this Authorization. See 37 CFR 1.14(h)

(M.

B. Search Results from U.S. Application to EPO - Unless box B in subsection 2 (opt-out of authorization) is checked,
the undersigned hereby grants the USPTO authority to provide the EPO access to the bibliographic data and search
results from the instant patent application when a European patent application claiming priority to the instant patent
application is filed. See 37 CFR 1.14(h)(2).

The applicant is reminded that the EPO’s Rule 141(1) EPC (European Patent Convention) requires applicants to submit a
copy of search results from the instant application without delay in a European patent application that claims priority to
" |the instant application.

2. Opt-Out of Authorizations to Permit Access by a Foreign Intellectual Property Office(s)

A. Applicant DOES NOT authorize the USPTO to permit a participating foreign IP office access to the instant
[] application-as-filed. If this box is checked, the USPTO will not be providing a participating foreign IP office with
any documents and information identified in subsection 1A above.

B. Applicant DOES NOT authorize the USPTO to transmit to the EPO any search results from the instant patent
[] application. If this box is checked, the USPTO will not be providing the EPO with search results from the instant
application.
NOTE: Once the application has published or is otherwise publicly available, the USPTO may provide access to the
application in accordance with 37 CFR 1.14.
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Application Number

Title of Invention | PRESSURE CONTROLLED ASPIRATION SYSTEM

Applicant Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title 37 of CFR
to have an assignment recorded by the Office.

Applicant |1 Remove

If the applicant is the inventor (or the remaining joint inventor or inventors under 37 CFR 1.45), this section should not be completed.
The information to be provided in this section is the name and address of the legal representative who is the applicant under 37 CFR
1.43; or the name and address of the assignee, person to whom the inventor is under an obligation to assign the invention, or person
who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37 CFR 1.46. [f the applicant is an
applicant under 37 CFR 1.46 (assignee, person to whom the inventor is obligated to assign, or person who otherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the joint inventor or inventors who are also the applicant should be

identified in this section.

® Assignee Legal Representative under 35 U.S.C. 117 Joint Inventor

Person to whom the inventor is obligated to assign. Person who shows sufficient proprietary interest

If applicant is the legal representative, indicate the authority to file the patent application, the inventor is:

v

Name of the Deceased or Legally Incapacitated Inventor:

If the Applicant is an Organization check here. X

Organization Name NeuVT Limited

Mailing Address Information For Applicant:

Address 1 D Harbour Square, Crofton Road

Address 2 Dun Laoghaire, Co.

City Dublin State/Province

Country [ E Postal Code A96 DERO
Phone Number Fax Number

Email Address

Additional Applicant Data may be generated within this form by selecting the Add button.

Assignee Information including Non-Applicant Assignee Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title
37 of CFR to have an assignment recorded by the Office.
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Application Number
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Assignee (1

Complete this section if assignee information, including non-applicant assignee information, is desired to be included on the patent
application publication. An assignee-applicant identified in the "Applicant Information” section will appear on the patent application
publication as an applicant. For an assignee-applicant, complete this section only if identification as an assignee is also desired on the
patent application publication.

Remove
If the Assignee or Non-Applicant Assignee is an Organization check here. O
Prefix Given Name Middle Name Family Name Suffix
- ] [+
Mailing Address Information For Assignee including Non-Applicant Assignee:
Address 1
Address 2
City | state/Province
Countryi I Postal Code
Phone Number | Fax Number

Email Address

Additional Assignee or Non-Applicant Assignee Data may be generated within this form by
selecting the Add button.

Signature:

NOTE: This Application Data Sheet must be signed in accordance with 37 CFR 1.33(b). However, if this Application
Data Sheet is submitted with the INITIAL filing of the application and either box A or B is not checked in
subsection 2 of the “Authorization or Opt-Out of Authorization to Permit Access” section, then this form must
also be signed in accordance with 37 CFR 1.14(c).

This Application Data Sheet must be signed by a patent practitioner if one or more of the applicants is a juristic
entity (e.g., corporation or association). If the applicant is two or more joint inventors, this form must be signed by a
patent practitioner, all joint inventors who are the applicant, or one or more joint inventor-applicants who have been given
power of attorney (e.g., see USPTO Form PTO/AIA/81) on behalf of all joint inventor-applicants.

See 37 CFR 1.4(d) for the manner of making signatures and certifications.

Signature [/Shannon Lam/ Date (YYYY-MM-DD)| R017-12-15
First Name Fhannon Last Name l kam Registration Number 5614
Additional Signature may be generated within this form by selecting the Add button.
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Application Number
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This collection of information is required by 37 CFR 1.76. The information is required to obtain or retain a benefit by the public which
is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This
collection is estimated to take 23 minutes to complete, including gathering, preparing, and submitting the completed application data
sheet form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to
complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the attached form related to a patent
application or patent. Accordingly, pursuant to the requirements of the Act, please be advised that: (1) the general authority for the collection of this information
is 35U.5.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and
Trademark Office is to process and/or examine your submission related to a patent application or patent. If you do not furish the requested information, the U.S.
Patent and Trademark Office may not be able to process and/or examine your submission, which may result in termination of proceedings or abandonment of
the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1

The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act (5 U.5.C. 552) and the Privacy
Act (5 U.SC. 552a). Records from this system of records may be disclosed to the Department of Justice to determine whether the Freedom of
Information Act requires disclosure of these records.

- Arecord from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a court, magistrate, or administrative

tribunal, including disclosures to opposing counsel in the course of settlement negotiations.

Arecord in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a request involving an individual, to whom
the record pertains, when the individual has requested assistance from the Member with respect to the subject matter of the record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for the information in order to perform
a contract. Recipients of information shall be required to comply with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C.
552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in this systermn of records may be disclosed, as a routine use,
to the International Bureau of the World Intellectual Property Organization, pursuant to the Patent CooperationTreaty.

A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of National Security review (35 U.S.C. 181)
and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or his/her designee, during an
inspection of records conducted by GSA as part of that agency's responsibility to recommend improvements in records management practices and
programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of
records for this purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make determinations about
individuals.

A record from this system of records may be disclosed, as a routine use, to the public after either publication of the application pursuant to 35 U.S.C.
122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use,
to the public if the record was filed in an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law enforcement agency, if the USPTO becomes
aware of a violation or potential violation of law or regulation.

EFS Web 2.2.12

Copy provided by USPTO from the [FW Image Database on 02-06-2019

Penumbra, Inc., Ex. 1009.2, Page 23 of 23
Penumbra, Inc. v. RapidPulse, Inc.




