
Thank you for your response, Kirsten. I was hoping you could please address the 
following as well: 

If you could please respond by noon Eastern on Wednesday (09/28), then it will help 
facilitate our review. If possible, please kindly confirm acceptance of this email at 
your earliest convenience. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com> 

Sent: Sunday, September 25, 2022 10:55 AM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Cc: K222743@docs.fda.gov 

Subject: [EXTERNAL] Re: Additional Questions Regarding K222743 

CAUTION: This email originated from outside of the organization. Do not click links or 
open attachments unless you recognize the sender and know the content is safe. 

Hello Nick, 

Attached, please find the responses to your questions. Please let me know if you have 
any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Thursday, September 22, 2022 at 9:19 PM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: Additional Questions Regarding K222743 
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Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the 
following questions: 

If you could please respond to this request by 9 am (Eastern) on 09/26, then it will 
help facilitate our review. 

Please let me know if you want to discuss further. Thank you again. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8D1DE.6D6A2F50]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?ID=l510&S=E<https://secure­
web.cisco.com/lpafvORR1D20HswXAk5ZXSD6-7OcBYipEFUcYXmH2BSn4h­
k7De0RYKHmLz6i_11FiilU9a4Lian-83edBKZYeOiBGa-_GJ2O83e7-zAlfjJK-
VJgo6AziVbJ5mrhs8AGnvEB o0RmHKMbHsClWdvgcF90Bb3naiiTt6KpWlzKgj20xUwbXBpkgaFrjrqfAzOrFWj 
Y-
dQFGarIRuOX5QJvcH4NVNAkkDx 24e5YqihbU/https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomer 
service%3FID%3D1510%26S%3DE> 
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Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the following questions: 

If you could please respond to this request by 9 am (Eastern) on 09/26, t hen it will help facilitate our review. 

Please let me know if you want to discuss furt her. Thank you again. 

Acting Te,:;m Lead 

THT5A2: f✓ 2:J:·::;\:-1t0:·,}2:-E:0rw! Dt-1<:t:-.::!:; 
~):--ffSA" :;:v:":-;i◊M 0t Nr:i;wu;rg:r.:&~, ="'J0lJr():r:t.==::v(:r.::ior.<::.: ;::r:d =~(:t.i:'(B::i~:'f:M◊":-;t.(r; D0v:r.:0:-; 
OHT5: ONk-.:: ::;t hlt-t:w\s.::gk:;:J ,:::-1<: Phy!:,k:;:=l f":-%dkJ:~0 02\dt:-.::!:, 
Oft:r.:0 nt PwfJvct r.v~:h.1~:t.:0r. a-=::: Ot:a:ity 
C(:mt0r lO:· D0v:1:0-s and R.o.d:0\09:ea: H0a:th 
1t:1M; :">J:;:w :--b:r:p:::hi=':? A~·:?=-'d;:;: 

Sih,'M srn:19, MD 2t:1~3 

nicholas.clay@fda.hhs.g_ov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 
htt tis://www. research.net/ s/ cd rhcusto m erse rvice ?I D=151 O&S= E 

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



510(k) Summary 

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Special 51 0(k) Notification, Route 92 Medical Full Length 070 Access System 
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Special 51 0(k) Notification, Route 92 Medical Full Length 070 Access System 

1. INDICATIONS FOR USE STATEMENT 

Please refer to Appendix A for the Indications for Use Statement, FORM FDA 3881. 

Section 1: Indications for Use Statement CONFIDENTIAL 2 
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Special 51 0(k) Notification, Route 92 Medical Full Length 070 Access System 

2. 510(K) SUMMARY 

Please refer to Appendix B for the 51 0(k) Summary. 

Section 2: 51 O(k) Summary CONFIDENTIAL 3 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

3. TRUTHFUL AND ACCURACY STATEMENT 

[As required by 21 CFR 807.87(k)] 

I certify that, in my capacity as Chief Operating Officer at Route 92 Medical, that to the best of 
my knowledge all data and information submitted in the premarket notification are truthful and 
accurate and that no material fact has been omitted. 

! {b){6) ! 
~ .·-·-·-·-·-·-·-·~s:1·-·-·-·-·~---------

Kirsten Valley 
Chief Operating Officer 
Route 92 Medical, Inc. 

September 8, 2022 

Date 

Section 3: Truthful and Accuracy Statement CONFIDENTIAL 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

4. DEVICE DESCRIPTION AND COMPARISON TO PREDICATE DEVICE 

The subject of this application is a modification to the legally marketed Predicate Device, Route 

92 Medical Full Length 088 Access System cleared under K210635. The Modified Device, the 
Route 92 Medical Full Length 07n.._,1. ________ .c--·-"'--·---..:--.-------11.----·--......:-. ___ c._,.J ____ D ____ ,,, ___ o..,:-L~ . .r.-..1.:--.1 

Full_ Length_ 08 8_ Access. System. ! ___________________________________________________________ { b) { 4 ) ________________________________________________________ ___J 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b) ( 4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 

[·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· (b)(4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·__i. There are no differences in the 
indications for use as shown in Section 4.1 below. Both the Full Length 088 Access System and 

the Full Length 070 Access System include a Full Length Support Catheter and a Delivery 

Catheter. The subject Full Length 070 Support Catheter has an inner diameter of 0.070" as 

compared to the predicate Full Length 088 Support Catheter which has an inner diameter of 

0.088." This well-defined modification to the legally marketed device was subjected to rigorous 

design control requirements, risk analysis and verification and validation testing using well­

established test methods to evaluate the modification. 

4.1. Indications for Use 

The indications for use for the Full Length 070 Access System (modified device) are as stated 

below: 

The Route 92 Medical Full Length 070 Access System is indicated for use with 

compatible catheters in facilitating the insertion and guidance of microcatheters into a 

selected blood vessel in the neurovascular system. 

There are no differences between the subject/modified device and the predicate device with 

respect to indications and intended use. 

4.2. Principles of Operation 

The principles of operation are unchanged from the predicate device. The Support Catheter is 

placed through a guide catheter. The provided Delivery Catheter facilitates navigation of the 

Support Catheter through the vasculature. After removal of the Delivery Catheter, the Support 

Catheter provides a lumen for the introduction of microcatheters. 

4.3. Device Description 

Predicate Device 

The Route 92 Medical Full Length 088 Access System (K210635), or Predicate Device, is 

comprised of the Full Length 088 Support Catheter and the 088 Delivery Catheter and does not 

include any accessories and is not intended to be marketed as part of a system. 

The Full Length 088 Support Catheter (Predicate Device) is a single-lumen, coil-reinforced, 

variable stiffness polymer shaft catheter (Figure 4-1). The distal 65cm of the polymer shaft is 

Section 4: Device Description and Comparison to Predicate Device CONFIDENTIAL 5 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

Figure 4-1: Predicate Route 92 Medical Full Length 088 Support Catheter 

The 088 Delivery Catheter (Predicate Device) is a single-lumen, variable stiffness catheter with a 
long, smooth, tapered tip delineated by two radiopaque markers as illustrated in Figure 4-2. The 

_______ distal_ 90. cm. of the_ catheter shaft _is_ hy<lrophilically coated._ i (b )( 4) : ·-·-·-·-·-·-·-·-·-·-·-·-

Figure 4-2: Predicate Device Route 92 Medical 088 Delivery Catheter 

The Support Catheter and Delivery Catheter are used together as a system as shown in Figure 4-
3. The Delivery Catheter is inserted into the Support Catheter via an RHV (rotating hemostasis 
valve) and facilitates placement of the Support Catheter at the targeted site. Both the Delivery 

Catheter and the Support Catheter are coated with a hydrophilic coating to minimize friction and 
facilitate movement. 

Section 4: Device Description and Comparison to Predicate Device CONFIDENTIAL 6 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

(b)(4) 
Figure 4-3: Predicate Device Route 92 Medical Full Length 088 Access System, with Delivery 

Catheter Inserted into Support Catheter 

To place the Access System, a standard neurovascular guidewire may be used through the 
Delivery Catheter. The Delivery Catheter is inserted through the Support Catheter and the 
Delivery Catheter/Support Catheter assembly is inserted as a system through a guide sheath 
placed in the femoral artery. The system is advanced to the targeted location under fluoroscopy 
using standard endovascular techniques. Once the Support Catheter is positioned at the target 
site, the Delivery Catheter is removed. A microcatheter may then be advanced through the 
Support Catheter to the targeted location in the vasculature. 

Modified Device 

The Route 92 Medical Full Length 070 Access System is a modification of the legally marketed 
Route 92 Medical Full Length 088 Access System. 

The indications for use for the Full Length 070 Access System are identical to the indications for 
use for the Full Length 088 Access System as described in Section 4.1. Like the Predicate 
Device, the subject device includes no accessories and is not intended to be marketed as part of a 
system. Also like the Predicate Device, a Delivery Catheter and Support Catheter comprise the 
Full Length 070 Access System. 

The 070 Support Catheter (Modified Device) is shown in Figure 4-4. Like the Predicate 088 
Support Catheter, the 070 Support Catheter is a single-lumen, coil-reinforced, variable stiffness 
polymer shaft catheter. The distal 65cm of the polymer shaft is coated with a hydrophilic 

___ coating. l_""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""· ( b) ( 4) """"""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""". i 

(b)(4) 

Section 4: Device Description and Comparison to Predicate Device CONFIDENTIAL 7 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 
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; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 

=:i b 4 
Figure 4-4: Modified Device, Route 92 Medical 070 Support Catheter 

As described above, the 070 Support Catheter (Modified Device) is identical to the Predicate 088 

Support Catheter (Figure 4-1) except for the following modifications: 

• Compared to the Predicate 088 Support Catheter, the outer diameter (0.084" vs . 0.101") 

and inner diameter (0 .070" vs . 0.088") of the Modified 070 Support Catheter are smaller 

• The Modified Support Catheter is provided in only one length, 132 cm; the Predicate 

Support Catheter is offered in two lengths, 125 cm and 132 cm 
,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

• 

• {b){4) 
The 070 Delivery Catheter (Modified Device) is shown in Figure 4-5. Like the predicate 088 

Delivery Catheter, the 070 Delivery Catheter is a single-lumen, variable stiffness catheter with a 

long, smooth, tapered tip [ ____________________________________ (~)!_~) __________________________________ J The distal 90 cm of the catheter 

shaft is hydrophilically coated. i (b)(4) i 
,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J. ................................................................................................................................................................................................................................................................................................................................................................... _._._._ 

(b)(4) 
l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·­

(-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Figure 4-5: Modified Device, Route 92 Medical 070 Delivery Catheter 

Section 4: Device Description and Comparison to Predicate Device CONFIDENTIAL 8 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

As described above, the 070 Delivery Catheter is identical to the Predicate 088 Delivery Catheter 
(Figure 4-2) except for the following modifications: 

• The Modified Delivery Catheter has an 0.062" outer diameter along the entire length and 
does not have a larger .080" distal segment 

i i 

• ! (b)(4) ! 
i-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

l _________ ? _________________ J-----------~----------(b)(4) __ ,-----------------------------------------------] 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-T6){4f·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 serves as a Reference Device. 

The principles of operation as described for the Predicate Device are unchanged. As with the 
Predicate Device, the Support Catheter and Delivery Catheter are used together as a system as 
shown below in Figure 4-7. 

(b)(4) 
Figure 4-6: Modified Device, Route 92 Medical Full Length 070 Access System, with Delivery 

Catheter Inserted into Support Catheter 

4.4. Comparison to Predicate Device 

The modifications to the Predicate Device are well defined and detailed in Table 4-1. 
Specifically, the modified Route 92 Medical Full Length 070 Access System is compared to the 
cleared Route 92 Medical Full Length 088 Access System and the modifications are described. 
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Table 4-1: Comparison of the Modified Device, the Route 92 Medical Full Length 088 Access System, 
to the Predicate Device, the Route 92 Medical Full Length 088 Access System (K210635) 

Attribute Route 92 Medical Full Route 92 Medical Full Modification 
Length 088 Access System, Length 070 Access System, 

REF 4002 (132cm), REF REF 7002 
4004 (125 cm), K210635 MODIFIED DEVICE 
PREDICATE DEVICE 

Indications for The Route 92 Medical Full The Route 92 Medical Full No difference. 
Use Length 088 Access System Length 070 Access System 

is indicated for use with is indicated for use with 
compatible guide catheters compatible guide catheters 
in facilitating the insertion in facilitating the insertion 
and guidance of and guidance of 
microcatheters into a microcatheters into a 
selected blood vessel in the selected blood vessel in the 
neurovascular system. neurovascular system. 

Device The Route 92 Medical The Route 92 Medical No difference. 
Description Access System is comprised Access System is comprised 

of a Support Catheter and a of a Support Catheter and a 
Delivery Catheter. The Delivery Catheter. The 
Suppmt Catheter is a single- Support Catheter is a single-
lumen, coil-reinforced lumen, coil-reinforced 
variable stiffness catheter. variable stiffness catheter. 
The Delivery Catheter is a The Delivery Catheter is a 
hubbed, single lumen hubbed, single lumen 
variable stiffness catheter. variable stiffness catheter. 
Both catheters are Both catheters are 
hydrophilically coated. The hydrophilically coated. The 
devices are provided sterile devices are provided sterile 
and non-pyrogenic and are and non-pyrogenic and are 
intended for single use only. intended for single use only. 

User Physicians trained in Same as Predicate Device No difference. 
neurovascular interventional 
techniques 

Classification 21 CFR 870.1250, Same as Predicate Device No difference. 
Regulation, Neurovascular Percutaneous 
Product Code Catheter, QJP 
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·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Shelf Life 8 months 

Inner Diameter 0.088" 

Outer Diameter O .101" 

Working Length 132 cm (REF 4002) 
125 cm (REF 4004) 

6 months 

Support Catheter 
0.070" 

0.084" 

132 cm 

The Modified Device 
is labeled for 6-
month shelf life; as 
with the Predicate 
Device, the labeled 
shelflife is supported 
by testing of aged 
devices. 

Modified Device has 
a smaller inner 
diameter because the 
outer diameter has 
been decreased 

Modified Device has 
a smaller outer 
diameter to 
accommodate 
different anatomies 

The 070 Modified 
Device is offered in 
only one working 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- __ length.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
(b)(4) 
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(b)(4) 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Inner Diameter 0.019" Same as Predicate Device No difference. Also, 
no change compared 
to the Reference 
Device! (b)(4) : 

l--·-·-·-·-·-·-·-·-·-·-·-·-• 

Outer Diameter Distal: 0.080" 0.062" Modified Device has 
Proximal: 0.062" constant outer 

diameter along the 
entire length of shaft 
to accommodate the 
smaller inner 
diameter lumen of the 
Full Length 070 
Support Catheter. 
Also, no change 
compared to the 
Reference Device 
i (b)(4) i 
••-•-•-•-•-•-•-•-•-•-•-•-•-•-•I 
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Working Length 151 cm Same as Predicate Device No difference. Also, 
no change compared 
to Reference Device 

l_ ________ ( b )( 4) _________ j 
( ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 
i i 

I {b){4) I 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

As shown in Table 4-1, the indications for use are unchanged and the fundamental scientific 
technology is the same. Additionally, there are no changes to the operating principles or 
mechanism of action. 
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; ' i i 

I (b)(4) I 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

The Predicate Device (K.210635) and the Reference Device Delivery Catheteri (b)(4) l meet 
l--·-·-·-·-·-·-·-·-·-·-·-) 

all applicable biocompatibility requirements in accordance with the requirements of FDA-
recognized consensus standard ISO l 0993-1 for an externally communicating device, contacting 
circulating blood with a limited contact duration (<24 hours). The Modified Device was 
evaluated by a toxicologist/qualified individual for biological risk in accordance with the same 
requirements. The biological safety evaluation is summarized below: 

• 

• 

• No additional biocompatibility testing is warranted. Existing biocompatibility data for the 
Full Length 088 Support Catheter (Predicate Device) and the Reference Device Delivery 
Catheter!__ ___ (b )( 4) _____ i demonstrate that the Full Length 070 Support Catheter (Modified 
Device) meets applicable biocompatibility requirements per ISO 10993-1. 

Based on this assessment, the Full Length 070 Access System (REF 7002) is biocompatible in 
accordance with the requirements ofISO 10993-1 for an external communicating device, 
contacting circulating blood with a limited contact duration (<24 hours), which supports 
substantial equivalence of the Modified Device to the Predicate Device. 
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5. DESIGN CONTROL ACTIVITIES 

5.1. Risk Analysis 

To assess the impact of the modifications to the cleared device, risk analysis was performed in 
accordance with FDA-recognized consensus standard, ISO 14971. The proposed modifications 
to the Predicate Route 92 Medical Full Length 088 Access System (K210635) described in 

Section 4 did not result in the identification of any new risks that could occur during use, 
considering the safety, performance, intended use, potential misuse, biological hazards, 
environmental hazards, and hazards related to device failure due to design and processing. Any 
adverse events that may be associated with the use of the device or with the procedure were 
considered. 

As part of the risk analysis, each modification was assessed to determine the appropriate 
verification and validation activities needed to demonstrate that the design outputs of the 
Modified Device meet the design input requirements. This analysis is shown in Table 5-1. 

5.2. Verification and Validation Activities 

Verification and validation testing was performed on the Route 92 Medical Full Length 070 
Support Catheter of the Modified Device. Well-established methods were used to evaluate the 
device modifications compared to the Predicate Device; the same protocols_used_ to_ evaluate_the ___ _ 

,._.K.210.63.5 __ P.re.dicat.e..De..Yice_wer.e_us.e.d._for._ass.essirnuhe_Mo_dif1..e.d_De.YicL. ________________ Jb)l_4) _________________ __.,i 

I (b)(4) [ 
L"---·-r--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·Jb..H~)___ ______________________________________ ___] The confidence and reliability acceptance criteria were' 

unchanged. 

The 070 Delivery Catheter of the Modified Device is identical in all aspects, including design 

and intended use, to the Reference Device cleared via! _____ (~.H~) ____ _j The information pertaining to 
performance testing of the 070 Delivery Catheter previously provided is incorporated herein by 

reference to ! _____ (_b )( 4) ___ i No further testing of the 070 Delivery Catheter was required to support 
this current submission. 

Table 5-1 summarizes the results of the risk management activities determined during the design 
control activities. The Modified Device met all the pre-established acceptance criteria. Like the 
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L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·m-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~----·-·-·-·--·-·-·-·-·-·-·-·-·-·~---·-·--·-·-·-·-·-·-·-·-·L._. ________________________________________ L._. __________________________________________________________________ ~_. ______________________________ l._. ________________________________________________ w 

===================================================-·-·-·-·-·-·-·-·-· 
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Conclusion 

As required by the risk analysis, all verification and validation activities for the Modified Device, 
Route 92 Medical Full Length 070 Access System were performed by designated individuals, 
and results demonstrated that the predetermined acceptance criteria were met. In addition, Route 
92 Medical is in conformance with the design control procedure requirements as specified in 21 
CFR 820.30. A signed Declaration of Conformity with Design Controls containing this statement 
may be found in Appendix C. 

The established methods, protocols, and acceptance criteria that were used to support the 
previously cleared 51 0(k) were applied to testing of the modified device. Rigorous design control 
procedures were used to evaluate the well-defined modifications. The successful completion of 
these verification and validation activities ensures that design outputs meet design inputs, and 
that the device conforms to defined user needs and intended uses. All of the pre-determined 
acceptance criteria were met providing evidence of safety and efficacy. 
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6. PROPOSED LABELING 

The proposed DFU for the Modified Device, the Route 92 Medical Full Length 070 Access 
System, is provided in Appendix D, both as a clean copy and as a redline compared to the 
cleared DFU. The DFU for the Predicate Device was modified only to add the dimensional 
and compatibility information for the Full Length 070 Access System configuration. The 
intended use of the Modified Device, the Route 92 Medical Full Length 070 Access System, 
is the same as the Predicate Device, the Route 92 Medical Full Length 088 Access System 
(K210635). 

The two proposed pouch labels ( one for the Support Catheter and one for the Delivery 
Catheter) and the proposed shelf carton label may be found in Appendix E. On both the shelf 
carton label and the pouch labels, the drawings and dimensions have been updated to reflect 
the Modified Device. Of note, the Delivery Catheter will be labeled with the trade name 
"Tenzing 7." 
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7. SUBSTANTIAL EQUIVALENCE DISCUSSION 

The well-defined modifications to the Predicate Device, Route 92 Medical Full Length 088 
Access System (K210635) do not impact the fundamental scientific technology of the device and 
there is no change to the device's operating principles or mechanism of action. In addition, the 
intended use and indications for use for the Modified Device, the Route 92 Medical Full Length 
088 Access System, are identical to the Predicate Device. 

Rigorous design control activities were employed to ensure that the Modified Device met all of 
the pre-established verification and validation requirements. The successful completion of these 
design control activities using the established acceptance criteria and testing methodology that 
were used to evaluate the Predicate Device demonstrates that the Full Length 070 Access System 
is substantially equivalent to the cleared Full Length 088 Access System (K210635). 
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From: 
To: 
Cc: 
Subject: 

Date: 
Attachments: 

Hi Leigh, 

Williams. Dhanya K 

Anderson, Leigh; Muradyan. Naira; Smith. Myra K.; Clay, Nicholas 

Wi lliams. Dhanya K 

RE:! (b)(5) j K222743 Route 92 Medical Full Length 070 Access 
System·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Thursday, September 15, 2022 9:21:51 AM 

imaqe00l.pnq 

Jb.ar1~s._v.e.rv_m~.c.b __ fQLY_Q~LJ1Qte,_.J~Hct:::_w.lth.te)_g_b'.s __ QQ_QD_[ffigti_QDJ ____________________________ J~M~L ____________________________ j 

I (b)(S) I 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Dhanya 

From: Anderson, Leigh <Leigh.Anderson@fda .hhs.gov> 

Sent: Wednesday, September 14, 2022 9:57 PM 

To: Williams, Dhanya K <Dhanya.Kumar@fda.hhs.gov>; Muradyan, Naira 

<Naira.Muradyan@fda.hhs.gov>; Smith, Myra K.<Myra.Sm ith@fda.hhs.gov>; Clay, Nicholas 

<Nicholas.Clay@fda.hhs.gov> 

Subject: RE L_ ________________________________________________ (~.H~L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_j K 22 27 43 Route 9 2 Medi ca I Fu 11 

Length 070 Access System 

Hi Nick and Dhanya, 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
; 

I {b){5) 
; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Thanks 

Leigh 

Leigh Anderson (she/her/hers) 

Biornedfca! 

Neurninterventiorw! Devices Team 

DHTSA: Divh,ion of Neurnsurgka!, Neurninterventiona! and Neurnr:Hagnostic Devices 

OHTS: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and QuaHty 

CDRH ! Food and Drug Adminlstrntlon 

White Oak, Bldg. 66, Rm, 4276 j 10903 New Hampshire Avenue ! Sliver Spring, MD 20993 

Ph: 301-7%-5613 

leigh .a nderson@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback 

regcm::iing the customer service you have received: 
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https://www._research ._net/s/cdrhcustornerservice ?! D= 1712&5=[ 

From: Williams, Dhanya K <DIFF1\f2.i<urnar(wfda.hhs.gov> 

Sent: Monday, September 12, 2022 12:40 PM 

To: Muradyan, Naira <f'Jairzdv1uradyzin(ilfda.hhs.gov>; Smith, Myra K. <fV1yra.Srnith(o.'Jfda.hhs.pov>; 

Anderson, Leigh < Ltigl:LAmJ.f.L:i.WJ@JdiL.b.b.~.,.lUJY.>; CI a y, Ni ch o I as <N\;hQJi-J.;:C,.CtNf'.9..f.d.i-l.,.bb,c:cJm.v.> 

Cc: Williams, Dhanya K <Dhanya.Kurna1{wfrJa.hhs,gov> 

Subject: RE ::._ __________________________________________________ ( b )( 5) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_i K 2 2 2 7 43 Route 9 2 Medi ca I Fu 11 
Length 070 Access System 

Hi Nick, 

First, welcome to our team! I'm looking forward to working with you. 

I took a look and here are my thoughts for the two files Naira described below: 

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024
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{b){5) 
Feel free to email or IM me with any other questions. 

Thanks, 
Dhanya 

From: Muradyan, Naira <r,lairaJv1uradyan(aJfda.hhs.Fov> 

Sent: Monday, September 12, 2022 12:13 PM 

To: Williams, Dhanya K <D.l:i.i-J.DY~1.,.l<.V.n:Li-l.L@Jd,J.,.b.h~,JWV>; Smith, Myra K. <J\'1Y.L~!.5.mLh(!L[d~Ll:ih;;_,gQy>; 

Anderson, Leigh <Lei,:rfi./\nderson(ilfda.hhs.,:rov>; Clay, Nicholas <f\Jjcholas.Clay(wfrJa.hhs.Fov> 

Subject L_ ______________________________________________ J~_)_(~) _________________________________________________ __.i K 2 2 2 7 4 3 Route 9 2 Medi ca I Fu 11 

Length 070 Access System 

Hi Dhanya, Leigh and Myra, 

Nick w ill be leading the review of these two files that came in last Friday and since he's new to our 

devices could you please he lp him to get started: 
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Thank you everyone, 

Naira Muradyan, PhD 
Assistant Director 

Neurointerventional Devices Team 
DHT5A: Division of Neurosurgical, Neurointerventional & Neurodiagnostic Devices 
OHT5: Office of Neurological & Physical Medicine Devices 
Office of Product Evaluation and Quality 
CDRH I Food and Drug Administration 
White Oak, Bldg. 66 Rm 3657 I -10903 New Hampshire Avenue I Silver Spring, MD 20993 
Tel: 240-402-49H1 
Naira.Muradyan@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the 
customer service you have received: https://www.research.net/s/cdrhcustomerservice?ID=1712&S=E 
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From: Smith, Myra K. 

To: 
Subject: 

Cla¥, Nicholas-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
RE:l__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·(b)(5) _________________________________ \ K222743 Route 92 Medical Full Length 070 Access System 

Date: Thursday, September 15, 2022 2:51 :05 PM 

Attachments: imaqe001.pnq 
imaqe007.pnq 
imaqe008.pnq 
image009.png 

.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ i i 

! (b)(S) ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

-Myra 

Myra Smith , M.S. 
Microbiologist 

Neurointerventional Devices Team 
FDA/CDRH/OHT5/DHT5A 
White Oak/ Bldg 66/Rm 4206 
10903 New Hampshire Ave 
Silver Spring/ MD 20993 
Phone: (301) 796-6507 
myra.smith@fda .. hhs.gov 

[i fill " [i 
Excellent customer set·vice is important to us. Please take a moment to provide feedback mgat·ding 
the custom et· service you have received: 
https://www.research.net/s/cd rhcustomerservice ?I D=l 712&S=E 

From: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Sent: Thu rsday, September 15, 2022 2:47 PM 

To: Smith, Myra K.<Myra.Smith@fda.hhs.gov> 

Subject: RE:i (b)(5) !K222743 Route 92 Medical Full Length 070 

Access Syste'm • 

Hell o there Myra: 

Thank you again fo r you r email. For K222743, it is my understanding that you concur w ith the sponsor's 

ration a I e [·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.J·b) ( 5)·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Thank you again. 

-Nick 

From: Smi t h, Myra K. <Mvr-a.sn,ith(iiJfda.hhs.gov> 

Sent: Monday, September 12, 2022 5:12 PM 

To: Clay, Nicholas <~<ic l1o!c1s.Clavff0fda.hh:3.P:OV> 

Subject: RE! (b)(5) ! K222743 Route 92 Medical Full Length 070 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 
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Access System 

Hi Nick, 

Myra Smith, M.S. 
Microbiologist 

Neurointerventional Devices Team 
FDA/CDRH/OHT5/DHT5A 
White Oak/ Bldg 66/Rm 4206 
10903 New Hampshire Ave 
Silver Spring/ MD 20993 
Phone: (301) 796-6507 
myra.smith@fda.hhs.gov 

[i fill " [i 
Excellent customer set·vice is important to us. Please take a moment to provide feedback mgat·ding 
the custom et· service you have received: 
https ://www.research.net/s/cd rhcustornerservi ce? ID= 1712. &S= E 

From: Clay, Nicholas <~<icl1o!c1s.Ciayff0fda.hh:3.,{QV> 

Sent: Monday, September 12., 2.02.2. l:59 PM 

To: Smith, Myra K. <!\!lvra.Srnithii'i'lfda.hrcgov> 

Subject: RE: l __________________________________________ J~)~~)-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-] Kn n 43 Route 9 2. M eel i ca I Fu 11 Length O 70 
Access System 

Good afternoon Myra: 

Thank you for your message. I look forward to working with you on these and other submissions. 
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Thank you again. 

-Nick 

From: Smith, Myra K. <ivlvra.Srnithiii"lfdaJ,r1:<gov> 

Sent: Monday, September 12, 2022 12:18 PM 

To: Mura dya n, Na i ra < N.ii.i! . .il.,.\-:l.~u .. ,;1Ji.Y.;;1J.H(!.f.d.;;1JJ.tt;,,ggy>; Wi 11 i ams, Dh an ya I< < ~/.fJ.il.D.¥.il.,.l(WJfJ.ii.C.@.td.ii.,!JJJ.~.E.Q:✓.>; 

Anderson, Leigh <trJ£tJ.AD.d.e.r5.Q.O.@.fd.sl.,.h)J5.iWY>; Clay, Ni ch o I as <Ni.c.h.Q.l.ii.;i.,.U.il.Y..@.f.d.fl .. .!J.b5.,ggy> 

Subject: RE! (b){5) ! K222743 Route 92 Medical Full Length 070 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Access System 
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Hi Na ira, 

I am glad to assist Nick. 

-Myra 

Myra Smith , M.S. 
Microbiologist 

Neurointerventional Devices Team 
FDA/CDRH/OHT5/DHT5A 
White Oak/ Bldg 66/Rm 4206 
10903 New Hampshire Ave 
Silver Spring/ MD 20993 
Phone: (301) 796-6507 
myra.smith@fd a.hhs.gov 

[ti ~ ,;,. [lfil 

Excellent customer- service is important to us. Please take a monient to pmvide feedback regarding 
the custorner service you have received 
ht t ps ://www._research.net/s/cd rh cu_stomerservi ce'? I.D= 17.12.&S= E 

From: Muradyan, Naira <1\Jaira.\/uradvantalfda.hhs.gov> 

Sent: Monday, September 12, 2022 12:13 PM 

To: Williams, Dhanya K <Dhan'/a.Kurnar(a)fdc1.hhs.gm1.>; Smith, Myra K. <Mvr·a.sr,~ith(cilfcbJ1hs.§'OV>; Anderson, 

Leigh <.l!;;J_g)J.,AD.Q.f;;L'i.QD .. @.td.;;1.JJ.b5.,£QY>; CI a y, Ni ch o I as < N.i.rJJ_Q).;;1,;JJ;;1y@.td3.J1lJ.;i.B.QY.> 

Subject L_ _________________________________________ _J!>._)J~L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·----1K222 7 43 Route 9 2 Medi ca I Fu 11 Length O 70 
Access System 

Hi Dhanya, Leigh and Myra, 

Nick wil l be leading the review of these two files t hat came in last Friday and since he's new to our devices could 

you please help him to get started: 
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Thank you everyone, 

Nairn Murndyan, PhD 
Assistant Director 

Neurointerventional Devices Team 
DHT5A: Division of Neurosurgical, Neurointeiventional & Neurodiagnostic Devices 
OHT5: Office of Neurological & Physical Medicine Devices 
Office of Product Evaluation and Quality 
CDRH I Food and Drug Administration 
White Oak, Bldg. 66 Rm 3657 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Tel: 240-402-4918 
Naira.Muradyan@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer 
service you have received: https://www.research.net/s/cdrhcustornerservice?I D= 171,2&S= E 
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510(k) Summary K222743 
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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ENGLISH 

INSTRUCTIONS FOR USE 

Route 92 Medical® Full Length 088 Access_System, __ 132cm __ and 125cm and Full Length 070 
A S 132 i (b)(4) ! ccess ystem, cm '·-·-·--·-·--·-·-·-·-·---·---·--·-·-·-·-·-·-·' 
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" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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Redlined Support Catheter Label (Pouch Label). Additions are shown in green. 
r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·Redlined_ Delivery_ Catheter_ Label_ (Pouch Label)._ Additions_ are_ shown_ in _green.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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Redlined Access System Label (Carton Label). Additions are shown in green. 
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Sorry to bother you again, but if you could please respond to this request by COB 
09/14, then it will help facilitate the next steps of our review. 

From: Clay, Nicholas 

Sent: Tuesday, September 13, 2022 10:14 AM 

To: kirsten@r92m.com 

Cc: K222743@docs.fda.gov 

Subject: i 

Good morning Kirsten: 

(b)(4) 

My name is Nicholas Clay, and I'm the lead reviewer for our recent 510(k) submission. 
As we continue our review A (b)(4,_) _______________ -1 

{b){4) 

Thank you again. Please let me know if you'd like to speak further. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8C75A.396C1BC0]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?ID=l510&S=E 
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Good Morning Nick, 

(b)(4) 
(b)(4) 

(b)(4) 
Lastly, there have been no prior submissions for this device. 

Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov> 

Date: Wednesday , September 14, 2022 at 7:22 AM 

To: Kirsten Valley <kirsten@r92m.com> 

Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 

Subject: RE: [EXTERNAL] Re: ! (b)(4) ~----------------------~ 

Good morning Kirsten: 

To help facilitate our review, could you please also address the following? 

If you could please respond to this request by noon tomorrow (9/15), then it will help 
facilitate our review. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com> 

Sent: Tuesday, September 13 , 2022 1:43 PM 

To: Clay, Nicholas <Nicholas . Clay@fda.hhs.gov> 

Cc: K222743@docs.fda.gov 

Subject: [EXTERNAL] Re:! (b)(4) ~----------~~----------~ 

CAUTION: This email originated from outside of the organization. Do not click links or 
open attachments unless you recognize the sender and know the content is safe. 
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Hi Nicholas, 

You are correct. (b)(4) 

(b)(4) 

Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Tuesday, September 13, 2022 at 7:14 AM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: i (b)(4) ~----------------------~ 

Good morning Kirsten: 

My name is Nicholas Clay, and Ia€™m the lead reviewer for your recent 510(k) 
submission. As we continue our review, I was wondering if you could please clarify if 

(b)(4) 
Thank you again. Please let me know if youa€™d like to speak further. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8C8D2.2A78D940]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://secure-web.cisco.com/ltKip_mi4N-YTXljJUG2KrN8zro9AmTKJ­
VArXXfxmKbhaac5DJbNEhxGQXfrhbnCutnmHPfw9yLU XhX_AsjWNWAlzGSalz8S4i7ooecFT58JnnVU0xpyUv5 
3eRiku­
FL5VXfXIXksVkcTe4kuJnppluJMfHEpTqcSnQK7e26RfceWyHEsNPSRvlBKpHYgfg/https%3A%2F%2Fwww.res 
earch.net%2Fs%2Fcdrhcustomerservice%3FID%3D1510%26S%3DE<https://secure-
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

Form Approved : 0MB No. 0910-0120 
Expiration Date: June 30, 2023 

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See PRA Statement on last page. 

Date of Submission 

los12012022 

J User Fee_ Payment ID Number 

i (b)(4) : ' • 

I FDA Submission Document Number (If known) 

SECTION A TYPE OF SUBMISSION 

PMA& PDP 

D Original 

D Modular Submission 

D Amendment 

D Report (annualorPAS) 

D Report Amendment 

D Other: 

D Premarket Report 
(reprocessed SUD) 

D Licensing Ag reement 

IDE 

0 Original IDE: 

D Amendment to 
Orig inal IDE 

D Supplement: 

D Amendment to 
Supplement 

D Report: 

D Amendment to Report 

PMA/PDP Supplement 

D 180 day - PAS protocol or 
labeling change, location 
change, trade name 
change 

D 180 day - Design or 
labeling change 

0 Special CBE 

D Panel Track 

D 30-day Notice 

D Real-time Review 

0 Amendment to PMA/PDP 
Supplement 

HDE 

D Orig inal Submission 

D Amendment to Original 

D Report 

D Report Amendment 

D HDE Supplement: 

D 75-<lay Supplement 

D 30-<lay Notice 

□ Special CBE 

D Amendment to 
Supplement 

510(k) 

igj Original Submission: 

D Traditional 

igj Special 

D Abbreviated 

D 3rd Party Traditional 

D 3rd Party Special 

D 3rd Party Abbreviated 

D Dual Track (Dual 
51 0(k) and CLIA 
Waiver by Application) 

D Amendment 

D Supplement 

Class II Exemption 
Petition 

D Original Submission 

D Additional Information 

Emergency Use 
Authorization 

D Original 

D Supplement 

D Amendment 

D Report 

Expanded Access to Devices 

CUA 

CUA Categorization Record 
(CR) 

D Orig inal 

D Amendment 

CUA Waiver by Application 
(CW) 

D Orig inal 

D Amendment 

D Supplement 

De Novo 

D Original: 

D Direct 

0 Post-NSE 

D Amendment 

D Supplement 

Pre-Emergency Use 
Authorization 

D Original 

D Supplement 

D Amendment 

D Compassionate Use Request NOT associated with an IDE 

D Follow-up Report for Compassionate Use NOT associated with an IDE 

D Emergency Use Follow-up Report NOT associated with an IDE 

Q-Submission 

D Pre-Submission 

D Informational Meeting 

D Submission Issue Meeting 

D Day 100 Meeting 

D Agreement Meeting 

D Determination Meeting 

D Study Risk Determination 

D Other (Specify below) 

Other Submission 

0 513(g) 

D Appeal 

D Other (Briefly describe 
submission below) 

SECTION B APPLICANT / SPONSOR 
Company/Institution Name 

Roule 92 Medical, Inc. 

Street Address 

155 Bovet Road, Suite 100 

State/Province 

CA 

Contact Name 

Kirsten Valley 

Division Name (if applicable) 

Fax Number (including area code) 

FORM FDA 3514 (8/20) 

Establishment Registration Number/FEI (if known) 

3016522967 

I 
ZIP/Postal Code 

94402 

City 

San Mateo 

Country 

USA 

I 
Contact Title 

Chief Operating Officer 

I 
Phone Number (including area code) 

650-279-8427 

I 
Contact Email Address 

kirstcn@r92rn.com 
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SECTION C OFFICIAL CORRESPONDENT (e.g., may be a consultant and/or 510(k) Third Party) (if different from Section B) 
Company/Institution Name Establishment Registration Number/FE! (if known) 

Street Address City 

State/Province I ZIP/Postal Code Country 

Contact 1 Name I Contact 1 Tille 

Contact 1 Division Name (if applicable) I Contact 1 Phone Number (including area code) 

Contact 1 Fax Number (including area code) I Contact 1 Email Address 

Contact 2 Name I Contact 2 Title 

Contact 2 Division Name (if applicable) I Contact 2 Phone Number (including area code) 

Contact 2 Fax Number (including area code) I Contact 2 Email Address 

Contact 3 Name I Contact 3 Title 

Contact 3 Division Name (if applicable) I Contact 3 Phone Number (including area code) 

Contact 3 Fax Number (including area code) I Contact 3 Email Address 

To add another set of Section C items, please click on the button to the right. May be repeated as needed. I Add Section C 

SECTION D 

Check all that apply. 

2 

3 

4 

5 

[gj Adults Only (greater than 21 years of age) 

D Adults and Pediatrics 

Route 92 Medical Full Length 070 Access System 

INTENDED USE POPULATION 

D Neonate/Newborn (birth through 28 days) 

D Infant (from 29 days to 2 years of age) 

D Child (from 2 years to 12 years of age) 

D Adolescent (from 12 years to 18 years of age) 

D Transitional Adolescent A (18 tl1rougl1 21 
years of age) 

D Transitional Adolescent B (18 through 21 
years of age) 

Trade Name 

Common/Generic Name (Include if no Trade Name) 

FORM FDA 3514 (8/20) Page 2 of 8 

D Other (Specify below) 

I 
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FDA document numbers of all prior related submissions (regardless of outcome) QI state no prior submission in box 1. 

No prior submission 2 3 

4 5 6 

7 8 9 

10 11 12 

SECTION G PRODUCT CLASSIFICATION -APPLICABLE TO ALL SUBMISSIONS 
Product Code(s) (when applicable) (If more than one, please separate with commas.) 

QJP (Catheter, Percutaneous, Neurovasculature) 

C.F.R. Section (If applicable) Classification Panel/Medical Specialty 

21 CFR 870.1250 Neurology 

Device Class 

Class I ~ Class II 0 Class Ill D Unclassified 

SECTION H1 REASON FOR APPLICATION - PMA, PDP, OR HDE 

New Device 

STED 

D Post-approval Study Protocol 

D HOE Request for Annual Distribution 
Number (AON) 

Process Change: 

D Manufacturing 

D Packaging 

D Sterilization 

D Vendor/Supplier Change 

D Other (Specify below) 

D Change in Design, Component, or 
Specification: 

Software/Hardware 

Color Additive 

Material 

Specifications 

Other (Specify below) 

D Labeling Change: 

Indications 

Instructions 

PAS update 

Performance Characteristics 

Shelf Life 

Trade Name 

Other (Specify below) 

D Location Change: 

Manufacturer 

Sterilizer 

Packager 

D Report Submission: 

D Annual or Periodic 

D Post-approval Study 

D Amendment: 

Withdrawal 

Change in Ownership 

Change in Correspondent 

Change of Address 

Request for Extension 

Response lo FDA Correspondence 

D Other (Specify below) 

D Bundle Submission - If this is selected, list in the spaces below any PM As in the Bundle. 

2 3 

4 5 6 

7 8 9 

FORM FDA 3514 (8/20) Page 3 of 8 
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SECTION H2 REASON FOR APPLICATION - IDE 

0 Original IDE 

D Supplement: 

D New Study/New Protocol 

D Change in Correspondent 

D Change in Manufacturer 

D Change in Sponsor 

D Change in Design 

D Change in Informed Consent 

D Change in Manufacturing 

D Change in Protocol 

D 5-Day Notice - Device or Manufacturing 

D 5-Day Notice - Protocol 

D Compassionate Use Request (under an IDE) 

D Live Case Request 

D Request Deviation from Protocol 

D Expansion of Study (Study/Sites) 

D Extension of Time to Submit Annual Report or 
Respond to FDA Letter 

D Amendment lo Original IDE: 

Amendment Before Final Decision 

Response to Refuse to Accept 

D Response to Disapproval 

D Response to Approval with Conditions 

D Withdrawal 

D Other (Specify below) 

Supplement (Continued) 

D Request for Waiver 

D IRB Certification 

D Request for CMS Recategorization 

D Study Resumed 

D Study Suspension 

D Other (Specify below) 

D Amendment to Supplement: 

D Response lo Disapproval 

D Response lo Approval with Conditions 

D Withdrawal 

D Amendment Before Final Decision 
(additional Information) 

D Other (Specify below) 

SECTION H3 REASON FOR SUBMISSION -Q-SUBMISSION 

Pre-Submission: 

D Request Face-to-Face Meeting 

Request Teleconference 

Request Email Response 

Submit Meeting Minutes 

Request Meeting Minutes Disagreement 
T-con 

D Agreement Meeting: 

D Request Face-to-Face Meeting 

D Request Teleconference 

D Other (Specify): 

FORM FDA 3514 (8/20) 

D Submission Issue Meeting: 

Request Face-to-Face Meeting 

Request Teleconference 

Request Email Response 

Submit Meeting Minutes 

D Request Meeting Minutes Disagreement 
T-con 

D Determination Meeting: 

Request Face-lo-Face Meeting 

Request Teleconference 

Page 4 of 8 

D Report: 

D Adverse Effect 

D Final, Study Completed 

D Annual Progress 

D Interim Progress 

D Semiannual Investigator List 

D Failure to Obtain Informed Consent 

D Compassionate Use Follow-up 

D Emergency Use 

D Live Case Follow-up 

D Completion of Patient Enrollment 

D Completion of Patient Follow-up 

D Other (Specify below) 

Amendment lo Report: 

D Response to Deficiency Letter 

D Withdrawal 

D Amendment Before Final Decision 
(additional Information) 

D Other {Specify below) 

D Additional Information 

D Change in Legal Entity: 

D Change in Correspondent 

D Change in Sponsors 

D Change in Manufacturer 

D Other (Specify below) 

D Informational Meeting: 

D Request Face-to-Face Meeting 

D Request Teleconference 

D Submit Meeting Minutes 

D Request Meeting Minutes Disagreement 
T-Con 
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SECTION H4 REASON FOR SUBMISSION - 510(k) 

~ Original D Amendment Before Final Decision: D Supplement: 

D Withdrawal of Original D Change in Ownership D Response to Refuse to Accept (RTA) 

D Change in Correspondent D Response to Additional Information 

0 Withdrawal Request 

D Withdrawal 

D Amendment After Final Decision 

D Reprocessed SUD D Corrective Action 0 STED 

D Third Party (Complete Section C) 
I 

D Other Reason (Specify): 

Information on devices to which substantial equivalence is claimed (If known) 

510(k) Number Trade Name Submitter Product Code 

Primary Predicate (A) K2 I 0635 Route 92 Medical Full Length 088 Access System Route 92 Medical QJP 

Predicate or 
KI9043I Route 92 Medical Delivery Catheter Route 92 Medical DQY 

Reference Device (B) 

Predicate or 
Reference Device (B) 

To add another Predicate or Reference Device (B) entry row, please click on the button to the right. May be repeated as needed. 

SECTION H5 DE NOVO SUBMISSIONS 

D Post NSE De Novo: Number of the 51 0(k) that was NSE'd in the past 30 days: 

D Withdrawal 

SECTION HG REASON FOR APPLICATION - CUA 

Includes CLIA Parent Document number, CR number, or CW number. 

D CUA Categorization Record (CR): 

D CUA Categorization of marketed device (include marketing submission number) 

D CUA Categorization of device exempt from premarket review 

D Additional information regarding an open CR (include CR number) 

D CUA Waiver by Application (CW): 

D Request for CUA Waiver by Application for marketed device (include marketing submission number) 

D Request for Dual 510(k) Clearance and CUA Waiver by Application (include Pre-submission number) 

D Response to FDA correspondence 

D Additional information regarding an open CW (include CW number) 

D Other Reason (Specify) 

FORM FDA 3514 (8/20) Page 5 of 8 

I 
Add Device 
Information I 
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SECTION I MANUFACTURING/ PACKAGING/ STERILIZATION SITES RELATING TO A SUBMISSION 

Applicable only to IDEs 

FDA Document Number (if known) 
Note: Submission of this information does not affect Registration and Listing. 

D Original Facility Establishment Identifier (FEI) Number D Manufacturer D Contract Sterilizer 

0 Add D Delete D Contract Manufacturer D Repackager/Relabeler 

Company/Institution Name Establishment Registration Number/FE! (if known) 

Street Address City 

State/Province I ZIP/Postal Code Country 

Contact 1 Name I Contact 1 Title 

Contact 1 Division Name (if applicable) I Contact 1 Phone Number (including area code) 

Contact 1 Fax Number (including area code) I Contact 1 Email Address 

Contact 2 Name I Contact 2 Title 

Contact 2 Division Name (if applicable) I Contact 2 Phone Number (including area code) 

Contact 2 Fax Number (including area code) I Contact 2 Email Address 

Contact 3 Name I Contact 3 Title 

Contact 3 Division Name (if applicable) I Contact 3 Phone Number (including area code) 

Contact 3 Fax Number (including area code) I Contact 3 Email Address 

To add another set of Section I items, please click on the button to the right. May be repeated as needed. I Add Section I I 

FORM FDA 3514 (8/20) Page 6 of 8 
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SECTION J UTILIZATION OF STANDARDS 

Note: Please see guidance document titled "Appropriate Use of Voluntary Consensus Standards in Premarket Submissions for Medical Devices" 
for details on the Declaration of Conformity. 

How to fill out this section: 

Recognition Number: Stale the FDA recognition number. If the standard is not recognized, write NR. 

Declaration of Conformity or General Use: Select 'Declaration of Conformity' if including a "Declaration of Conformity to a Recognized 
Standard" statement. For all other uses, select 'General Use' and indicate if you have made deviations from the Recognized/Non-recognized 
standard. 

Standard: State the Standards Development Organization (SDO), the Designation Number (including year), and the Title. 

location: State the section and/or the page number(s) in the submission where the standard is applied. 

I 

0 
2 

1 

0 
2 

0 
3 

0 
4 

0 

Recognition 
Number 

8-185 

3-4-4 

Recognition 
Number 

5-40 

2-258 

6-408 

14-529 

Declaration of Conformity or General Use 

If General Use, Deviation? 
Declaration of Conformity 

If General Use, Deviation? 
General llse 

Yes 

Declaration of Conformity or General Use 

If General Use, Deviation? 
General lJse 

No 

If General Use, Deviation? 
General Use 

No 

If General Use, Deviation? 
General Use 

No 

If General Use, Deviation? 
General Use 

No 

Standards Development Organization (SDO), 
Designation Number-Year, and Title 

ASTM F451-08, standard specification for acrylic bone 
cement. 

AAMT ANST BP22: 1994 (R) 2011 Blood Pressure 
Transducers 

Standards Development Organization (SDO), Designation 
Number-Year, and Title 

ISO 14971 :2007 Medical devices-Applications of risk management 
to medical devices 

ISO I 0993-1:2018 Biological evaluaiton or medical devices- Part I· 
Evaluation and testing within a risk management process 

ISO 10555-1:2013: Intravascular catheters- Sterile and single-use 
intravascular catheters- Part 1: General requirements 

ISO 11135: 2014 Sterilization of health-care products-Ethylene 
oxide- Requirements for the development, validation and routine con 

Location 

Section 3, 
p. 15 

Section 4, 
p.32 

location 

p.18 

p. 16, 17, 28 

p.25 

p.20 

To add another row for Section J, please click on the button to the right. May be repeated as needed. 
(To remove a particular row, please click on the "X" button at the beginning of the row.) 

Add Row/Standard 

SECTION K UTILIZATION OF CDRH GUIDANCE DOCUMENTS 

How to fill out this section: 

Title: Enter the title of the guidance documents used in the preparation of your premarket submission. CDRH guidance documents can be found 
at http:llwww.fda.gov/Medica/Devices/DeviceRegulationandGuidance/GuidanceDocumentsldefaulthtm. 

Title of Guidance Document 

l The 5 lO(k) Program: Evaluating Substantial Equivalence in Premarket Notifications [5 lO(k)] 

0 
2 Refuse to Accept Policy for 51 0(k)s 

0 
3 Use of International Standard ISO I 0993-1, "Biological evaluation of medical devices- Part I· Evaluation and testing within a risk management process" 

0 
4 The Special 51 0(k) Program 

0 
To add another row for Section K, please click on the button to the right. May be repeated as needed. I Add Row/Document I 

(To remove a particular row, please click on the "X" button at the beginning of the row.) . . 

This section applies only to requirements of the Paperwork Reduction Act of 1995. 

FORM FDA 3514 (8/20) Page 7 of 8 
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*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average .5 hours per response, including the 
time to review instructions, search data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid 0MB number." 

FORM FDA 3514 (8/20) Page 8 of 8 
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lUi fOOD & D~UG 
isDMiHISTRi"1TiOH 

Food and Drug Administration 
CDRH/OPEQ/OHTV /DHTVA 

W066 RM2524 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 

Premarket Notification 51 O(k} Review 

Date: September 30, 2022 

Reviewer: Nicholas E. Clay, Ph.D. 

510(k)# K222743 Subject: Special 

Applicant: Route 92 Medical, Inc. 
Device Trade Name: Route 92 Medical Full Length 
070 Access System 

Contact Name: Kirsten Valley Contact Title: Chief Operating Officer 

Correspondent Firm: Route 92 Medical, Inc. Phone: (650) 279-8427 Email: kirsten@r92m.com 

Received Date: September 9, 2022 Due Date: October 9, 2022 

Pro Code(s): QJP Class: II Reg#: 870.1250 Reg Name: Percutaneous Catheter 

Predicate Devices: 
Submission# Pro Code Device Trade Name Applicant 
K210635 QJP Route 92 Medical Full Length 088 Route 92 Medical Inc. 

Access System 

K222743 Lead Memo Route 92 Medical, In ... Route 92 Medical Ful... Page 1 of27 
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Thank you for your rapid reply, Kirsten. If we have any ot her questions, I'll let you know. 

From: Kirsten Valley <kirsten@r92m.com> 
Sent: Tuesday, September 13, 2022 1:43 PM 
To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 
Cc: K222743@docs.fda.gov 

Subject: [EXTERNAL] Re!__ _________________________ (b )(4) ·-·-·-·-·-·-·-·-·-·-·-·-·- ! 

Hi Nicholas, 

v o u a re correct. r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-(b )(4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

!_ ________________________ (b )( 4) ·-·-·-·-·-·-·-·-·-·-·-·-! 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 
Rou te 92 Medical 
650-279-8427 

From: "Clay, Nicho las" <Nichoias.Clay(i.ufrb .hhs.gov> 
Date: Tuesday, Sept ember 13, 2022 at 7:14 AM 

To: Kirst en Valley <kirstren@}1:'J2m.r:orn> 
Cc: JIK2.2.2.7 43(Gi}docs, fda,gg_/ 1 <K2227 43=~~)docsJda.rM2Y> 

Subject :[. ___________________________ (b )(4) -·-·-·-·-·-·-·-·-·-·-·-·-·-· l 

Good morning Kirsten: 

My name is Nicholas Clay, and I'm t he lead reviewer for your recent 510(k) submission. As we continue our review, I was wondering if you could please clarify if 
r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- (bf(4)-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-I 

Thank you again. Please let me know if you'd like to speak further. 

Nicholas E Clay, Ph.D. 
Acting Team Lead 

T:-1T.fi;\2: N0ui·\..::ot0rv%:1t:or:o.\ :)evic:::-s 
0HT5A.: :2: .... ~;;;h_:;~ o'f Met:rDit:PJ:uil, f✓ 2uro\r.t-.:::-1<u1~\s.::t:J: ~ir.d :'-ku:-s.::dl;::gnDitk: Dt-1<:i:.::2!:; 
Ol--H(;: OH!r;:? 0t t'--k:i;wh19i<=<J ;::=-·d) Phy:::ck,:=l :":-%::':id:10 :.k:Vk:?:::c 
on:i:.::2 ol Yrnduct E:;,::lu,::°h)t: ,::H::: C:t:<:;.\l"iy 
GN1t.r:r ta: Dr:1<:tr:::: and ~<l.d:0i0g:r;a: Hr:a:tr. 
1t::3lJ3 ~'h::'·R Ha:rq)shi;'t- A'"it-1W% 

SHYN Spfi=l[!, MD ;?t:1~~1 

nicholas.clay{@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 
https:/ /www. research. n et/sL cd rhcusto m erse rvice ?I D•cclS 1 0&Scc E 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 0(k) Number (if known) 
K222743 

Device Name 

Indications for Use 

Route 92 Medical Full Length 070 Access System 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 

The Route 92 Medical Full Length 070 Access System is indicated for use with compatible guide catheters in facilitating 
the insertion and guidance of microcatheters into a selected blood vessel in the neurovascular system. 

Type of Use (Select one or both, as applicable) 

IZJ Prescription Use (Part 21 CFR 801 Subpart D) D Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995. 

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid 0MB number." 

FORM FDA 3881 (6/20) Page 1 of 1 PSC Publ1sh1ng Sel"\1ces (illl) 44'!..(,740 Ef 
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September 8, 2022 
Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Regulation Number: 21 CFR 870.1250 
Regulation Name: Neurovascular Percutaneous Catheter 
Regulation Class: Class II 
Panel: Neurology 
Product Code: QJP 

155 Bovet Road, Suite 100 
SAN MATEO, CA 94402 

E~Mail: INFO@R92M.COM 

Web: R92M.COM 

Re: Special 510(k) for Route 92 Medical Full Length 070 Access System, Device Modification to 
K210635 (Route 92 Medical Full Length 088 Access System) 

Dear 51 0(k) Review Team: 

Route 92 Medical is submitting the enclosed Special 510(k) notification to request clearance for a change 
to the Route 92 Medical Full Length 088 Access System cleared under K210635. The modified device, 
the Route 92 Medical Full Length 070 Access System, is being manufactured and submitted by the 
manufacturer authorized to market the existing, unmodified device. 

The Indications for Use of the modified device are unchanged from the predicate, legally marketed 
device. Like the previously cleared Route 92 Medical Full Length 088 Access System (K210635), the 
modified device, the Route 92 Medical Full Length 070 Access System, is indicated for use with 
compatible guide catheters in facilitating the insertion and guidance of microcatheters into a selected 
blood vessel in the neurovascular system, and is provided for single use and by prescription use only. In 
addition, the fundamental scientific technology of the modified device is unchanged from the legally 
marketed device. Well-established methods have been used to evaluate the change and summary-level 
performance data conducted under design validation (21 CFR 820.30(g)) have been submitted in 
accordance with the Special 51 0(k) provisions. There have been no prior submissions for this device. 

Route 92 Medical considers our intent to market this device as confidential commercial information and 
requests that it be treated as such by FDA per 21 CFR 807.95. The company has taken reasonable 
precautions to protect this confidentiality. 

Thank you in advance for your consideration of this application. Please direct any questions or requests 
for additional information to me at the below phone number or by electronic mail. 
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Sincerely, 

I (b)(6) I 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 
Kirsten Valley 
Chief Operating Officer 
Route 92 Medical, Inc. 
Phone: ( 650)-279-8427 
Email: kirsten@r92m.com 

Included: one ( 1) eCopy of Special 51 0(k) 

Page 2 
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Department of Health & Human Services 
Food and Drug Administration 

Center for Devices and Radiological Health 
Center for Biologics Evaluation and Research 

510(k) #: 

Contains Non binding Recommendations 

51 O{k) Acceptance Checklist 
Not for use with Third Party 510(k)s 

Choose Submission Type: D Traditional D Abbreviated 1ZJ Special 

(Should be completed within 15 days of DCC receipt) 
The following information is not intended to serve as a comprehensive review. 

FDA recommends that the submitter include this completed checklist as part of the submission. 

K222743 Date Received by DCC: Sep 9, 2022 

Lead Reviewer: Nicholas E. Clay 

Center: CDRH Office: OHT 5 Division: DHTSA 

Decision: 

(i' Accept. If Accept, notify submitter. 

r Refuse to Accept. If Refuse to Accept, notify submitter electronically and include a copy of this checklist. 

j Print Form I 

Is an Addendum attached?: l Yes (i' No Click paperclip icon on the left panel if Addendum is attached. 

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete; it means the reviewer did not assess the 
element during the RTA review and that the element will be assessed during substantive review. 

IMPORTANT - Many checklist elements include additional details regarding information to address the element that can be seen by 
hovering over the element (Example - Element 4 in Section A of the checklist). 

Sp~£ial;:5 f G(kfFactors 

;; available 
0

at h 

'Please complete the below quest'lons,to deter;,,ineif o:priat view au Sp&Jal ;,o(kj. <=omplete ih~:Refuse to .. 
Accept Checklist for a Traditional 51 O{kf if st.ibrrtl on is con'lerted. 

1) 51 0(k) is submitted to modify a legally marketed device (predicate) AND the Special 51 0(k) submission is 
submitted by the manufacturer legally authorized to market the predicate device. 

Comments: 

2. Performance data are needed to evaluate the change. If a manufacturer determines under their design control 
procedures that no additional verification or validation testing is necessary to evaluate a change, manufacturers may 
submit these changes as a Special 51 O(k) with a clear rationale supporting their conclusion that no performance data are 
necessary. When FDA does not agree with the manufacturer's assessment, FDA intends to continue with the additional 
Special 510(k) factors. 

Comments: 

3) There is a well-established method to evaluate the change. Well-established methods include those used in the 
previously cleared 510(k), an FDA-recognized consensus standard or FDA guidance document, qualified medical device 
development tools (MDDTs), are widely available and accepted, or found acceptable through a different premarket 
submission by the same manufacturer of the predicate. 

Comments: 

04205.06.03 Page 1 of8 

□ 

□ 

□ 
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4) The data can be reviewed in a summary or risk analysis format. The results from verification and validation 
associated with design or labeling changes should be able to be placed in a summary or risk analysis format without 
losing information necessary to support SE. Complete test reports should not be submitted in a Special 5 7 O(k). If complete ~ 
test reports are submitted, FDA intends to assess whether the information can be reviewed in a summary format before 
converting to a Traditional 5 7 O(k). 

Comments: 

Is the submission appropriate for review as a Special 51 O(k)? Answer Yes if the change was submitted by the manufacturer of the 
predicate, well-established methods are available for any performance data necessary, and performance data can be reviewed in a 
summary or risk analysis format. 

(i' Yes, submission is appropriate for a Special 51 O(k). Continue checklist below. 

No, submission is not appropriate for a Special 51 O(k). Discontinue this RT A checklist, convert to a Traditional, and apply the 
Traditional checklist. 

04205.06.03 Page 2 of 8 

□ 
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h;;cklif t\1ihth~ts~bt11lssioij 
eek ~s:tn"~:,corp~~r.t~:s~~ti~n f; 

ntify the1o?atton Gf supportfrig informati<Yn. 

1) Submission contains a Table of Contents 

·1a 1~;nt1~4tne~a9i:rif'b!r 
an eleme:rit,ifaddltional .spa 

2) Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling 
section, etc.) 

3) All pages of the submission are numbered. 

4) Type of 51 O(k) is identified (i.e., Traditional, Abbreviated, or Special) 

Comments: 

++Ele.ments◊of a Com lete Sub 
CFR SOJ.87 i:lntess other 

+,,, ,,, 

Ye! filo 

~ □ 001, 1 

~ □ 

□ ~ 

~ □ 

:. AQY ~selo Accept" ~eetiiorf!1-l?~~ver-,.FOAsta items . 
• , ~i:~ ;11;ie tr1aflth .tfativ~ly ~°,~rleteto aUowt on/taieacctepte•· .. •• {ort() request hiissing •· 

cije :.1 . ·...... RT:A.:review .. ··· ······ ········ •'¾ ••••• 

,.::::Etic ;th•~ du!GK{1Stj be~(idr ....•• ···. : ···•. ······ ~ sul:Y~ti'siori~fhe SU~!'1itt~r,:t1ifflr<{~de~ratio'na1e:fot:?hiiss~if~r 
tnY:~ . .···· .·· atare deemed oo abte;1fa•(~ti~riale3lS:~n;,vfoed,'thecriterion'iS considere(:F+f'.'resent{¥es}: Ah assessment of the 
ra"tf~nale wifl be i:::onsidered during t e review of thescobmiss~n. 

04205.06.03 Page 3 of8 
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C:beGk !'Yes" if it€m is ptesem, "N/A" ffit is<not'l'ieeded ~nd ''.NO:!' if1fciS:'il'\Ot ili(fudeclbut 
'¾,$),11;eded: ' ¾ 

A. Administrative 

ul{rae~tif(tfl:ep?g~ 
~nt~ sectionfo~an 

n of supportJng'informaflon. 

1) All content used to support the submission is written in English (including translations of 
test reports, literature articles, etc.) 

2) Submission identifies the following (FDA recommends use of the CDRH Premarket 
Review Submission Cover Sheet form [Form 3514], available at https://www.fda.gov/ 
media 72421 down oad): 

a) Device trade/proprietary name 

b) Device class and panel OR 
Classification regulation OR 
Statement that device has not been classified with rationale for that conclusion 

3) Submission contains an Indication for Use Statement with Rx and/or OTC designated 
(see also 21 CFR 801.109, and FDA's final rule,"~" (81 FR 
3 • 

d . See recommended 

4) Submission contains a 510(k) Summary or 51 0(k) Statement. 

5) Submission contains a Truthful and Accuracy Statement per 21 CFR 807.87(1) 
See recommended format. 
htt s: wwwfda ov Medico/Devices DeviceRe ulationandGuidance 

HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification51 Oki 
ucm1427O7 htm) 

6) Submission is a Class Ill 51 0(k) device. 
See recommended content (h 12.s: www fda gov medical-devices 12.remarket-
notification-51 Ok 12.remarket-notification-closs-iii-certification-and-summo id-

7) The submission identifies prior submissions for the same device included in the current 
submission (e.g., submission numbers for a prior not substantially equivalent [NSE] 
determination, prior deleted or withdrawn 51 0(k), Q-Submission, IDE, PMA, etc.). 

OR 

States that there were no prior submissions for the subject device. 

a) If there were prior submissions, the submitter has identified where in the 
current submission any issues related to a determination of substantial 
equivalence from prior submissions for this device are addressed. 

8) The submission utilizes voluntary consensus standard(s) (See section 514(c) of the FD&C 
Act). This includes both FDA-recognized and non-recognized consensus standards. 

a) The submission cites FDA-recognized voluntary consensus standard(s) 

04205.06.03 
Page4 of 8 

tes No 

□ □ 

□ 

IZl □ 3514, 2 

IZl □ 3514, 3 

□ 0 3881, 1 

□ □ 007 

□ □ 005,4 

□ □ 

□ □ 3514, 3 

□ □ 

□ □ 3514, 7 

□ 3514, 7 
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C:beGk !'Yes" if it€m is ptesem, "N/A" ffit is<not'l'ieeded ~nd ''.NO:!' if1fciS:'il'\Ot ili(fudeclbut 
'¾,$),11;eded: ' ¾ 

ul{rae~tif(tfl:ep?g~ 
~At~ sectjor{fo~an 

n of supportJng'informaflon. 

i) The submission includes a Declaration of Conformity (DOC) as outlined 
in FDA's guidanc andard 
in Pre • 

a 
submissions-medical-devices 

OR 

If citing general use of a standard as noted in FDA's guidance 
"A Standard in Premarket 
Su is of such use is included 
along with the underlying information or data that supports how the 
standard was used. 

b) The submission cites non-FDA-recognized voluntary consensus standard(s) 

Combination Product Provisions - Per 503(g) ofthe FD&C Act. Select "N/A" if the 
product is not a combination product. 21 CFR 3.2(e). The remaining criteria in this section 
will be omitted from the checklist if "N/ A" is selected. If you are unsure if the product is a 
combination product, consult with the CDRH Product Jurisdiction Officer or CBER Product 
Jurisdiction Officer. 

B. Device Description 

11) The device has a device-specific guidance document, special controls, and/or 
requirements in a device-specific classification regulation regarding the device 
description that is applicable to the subject device. 

12) Descriptive information is present and consistent within the submission (e.g., the 
device description section is consistent with the device description in the labeling). 

13) The submission includes descriptive information for the device, including the 
following: 

a) A description of the principle of operation or mechanism of action for achieving 
the intended effect. 

b) A description of proposed conditions of use, such as surgical technique for 
implants; anatomical location of use; user interface; how the device interacts 
with other devices; and/or how the device interacts with the patient. 

c) A list and description of each device for which clearance is requested. 

d) Submission contains representative engineering drawing(s), schematics, 
illustrations, photos and/or figures of the device. 

OR 

Submission includes a statement that engineering drawings, schematics, etc. 
are not applicable to the device (e.g., device is a reagent and figures are not 
pertinent to describe the device). 

14) A detailed description of all device modification(s) including rationale for each 
modification. 
When labeling or specific technological characteristics (e.g., materials, dimensions) are 
unchanged in comparison to the predicate, the submission should clearly state that no 
changes were made. 

15) Device is intended to be marketed with accessories and/or as part of a system. 

04205.06.03 
Page 5 of8 

tes No 

□ AppC 

□ 

□ □ 

□ □ 

□ 

□ 005, 5 

~ □ 005, 7 

~ □ □ 005,5 

□ 005, 8 

□ □ 005, 8-~ 

GI 

□ □ 005, 7 
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C. Substantial Equivalence Discussion 

16) Submitter has identified a predicate device(s), including the following information: 

a) Predicate device identifier provided (e.g., 51 0(k) number, De Novo number, 
reclassified PMA number, classification regulation reference, if exempt (e.g., 21 
CFR 872.3710) or statement that the predicate is a preamendment device). 

For predicates that are preamendments devices, information is provided to 
document preamendments status. 

Information regarding documenting preamendment status is available on line. 
(https://www.fda.gov/medical-devices/quality-and-compliance-medical-devices/ 
preamendment-status) 

b) The identified predicate(s) is consistent throughout the submission (e.g., the 
predicate(s) identified in the Substantial Equivalence section is the same as that 
listed in the 51 0(k) Summary (if applicable) and that used in comparative 
performance testing). 

(b)(4) 
17) Submission includes a comparison of the following for the predicate(s) and subject 

device and a discussion why any differences between the subject and predicate(s) do 
not impact safety and effectiveness [see section 513(i)(1)(A) of the FD&C Act and 21 CFR 
807.87(f)] 
See the FDA guidance document 'The 510(k) Program: Evaluating Substantial Equivalence 
in Premarket Notifications [51 O(k)I," available at https:// www.fda.gov/regulatory-
in formation/sea rch-f da-gu i da nce-docu men ts/51 Ok-progra m-eva I uati ng-s ubsta n tia l­
equ iva lence-prema rket-notifications-510k for more information on comparing intended 
use and technological characteristics. 

a) Indications for Use 

b) Technology, including technical specifications, features, materials, and 
principles of operation 

D. Design Control Activities 

18) Design Control Activities Summary includes all of the following: 

a) Identification of Risk Analysis methods(s) used to assess the impact of the 
modification on the device and its components AND the results of the analysis. 

b) Identification of the device change(s). 

c) Identification of all risks associated with each device change, including 
identification of risks that are considered new because of the change; and. 

d) Risk control measures to mitigate identified risks (e.g., labeling, verification). 

e) Based on the Risk Analysis, an identification of the verification and/or validation 
activities required, to comply with 21 CFR 820.30. This identification includes a 
summary of test methods (including any protocol deviations), acceptance 
criteria, results in a summary or risk analysis format (e.g., basic descriptive 
statistics, where appropriate), and why each is adequate to establish substantial 
equivalence. If unchanged from a previous premarket submission, the 
manufacturer references the location of protocols and acceptance criteria by 
providing a submission and section numbers. 

04205.06.03 
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i) For non-standardized test methods only: 
A reference to the protocol used for the existing device with an 
identification of any differences (e.g., protocol, test conditions, pre­
defined acceptance criteria, sample size) from the previous 51 0(k). If 
protocol changes were made, the results summary describes why the 
test methods, acceptance criteria, and results support SE. 

f) A signed statement by the manufacturer's designated individual(s) responsible 
for design control activities. Both items must be present to answer "Yes." 

i. Statement that, as required by the risk analysis, all verification and validation 
activities were performed by designated individual(s) and the results 
demonstrated that the predetermined acceptance criteria were met. 

ii. Statement that the submitter has complied and not currently in violation of 
the design control procedure requirements as specified in 21 CFR 820.30 and 
the records are available for review upon request. 

E. Proposed Labeling (see also 21 CFR part 801 and as applicable) 

19) Submission includes proposed package labels and labeling (e.g., instructions for use, 
package insert, operator's manual). 

a) All changes in proposed labeling resulting from device modification(s) are 
highlighted or prominently identified. 
FDA recommends clean and red/ined copies be provided. 

04205.06.03 
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Digital Signature Concurrence Table 

Nicholas Clay D'.gitallysigned by 

Reviewer Sign-Off 
Nicholas Clay-S 

-5 Date: 2022.09.15 15: 12: 12 
-04100 1 

Management Sign-Off 
(digital signature 
optional)* 

* Management review of checklist and concurrence with with decision required. 
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INSTRUCTIONS FOR USE 
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Build Correspondence I Convert to PDF 

Route 92 Medical 
Kirsten Valley 
Chief Operating Officer 
155 Bovet Road, Suite 100 
San Mateo, California 94402 

Re: K222743 
Trade/Device Name: Route 92 Medical Full Length 070 Access System 
Regulation Number: 21 CFR 870.1250 
Regulation Name: Percutaneous Catheter 
Regulatory Class: Class II 
Product Code: QJP 
Dated: September 8, 2022 
Received: September 9, 2022 

Dear Kirsten Valley: 

October 4, 2022 

We have reviewed your Section 51 0(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 51 0(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it maybe 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

Please be advised that FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 
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K222743 - Kirsten Valley 

801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

Page 2 

https ://www .f da. gov/ combination-products/ guidance-regulatory-information/ postmarketing-safety-reporting­
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050. 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting­
mdr-how-report-medical-device-problems. 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical­
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 
(https://www.fda.gov/training-and-continuing-education/cdrh-leam). Additionally, you may contact the 
Division oflndustry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://www.fda.gov/medical-devices/ device-advice-comprehensive-regulatory­
assistance/ contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

Nairn Muradyan, Ph.D. 
Assistant Director 
DHT5A: Division ofNeurosurgical, 

N eurointerventional 
and Neurodiagnostic Devices 

OHT5: Office ofNeurological 
and Physical Medicine Devices 

Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 
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Sorry to bother you again, but if you could please respond to this request by COB 09/ 14, then it will help facilita t e the next steps of our review. 

From: Clay, Nicholas 
Sent: Tuesday, September 13, 2022 10:14 AM 
To: kirsten@r92m.com 
Cc: K222743@docs.fda.gov 

Subject:[_ _________________________ ( b )( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Good morning Kirsten: 

My name is Nicholas Clay, and I'm the lead reviewer for your recent 510(k) submission. As we continue our review, I was wondering if you could please clarify if 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· l6ff 4} -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Thank you again. Please let me know if you'd like to speak further. 

Acting Te,:;m Lead 

THT5A1; f✓ 2uro\r.:tN'lt-:~~\M:J: 02\dt:-.::!:; 

~):--ffSA" :;:v:":-;i◊M 0t Nr:i;wu;rg:r.:&~, ="'J0lJr():r:t.==::v(:r.::ior.<::.: ;::r:d =~(:t.i:'(B::i~:'f:M◊":-;t.(r; D0v:r.:0:-; 
OHT5: ONk-.:: ::;t hlt-t:w\s.::gk:;:J ,:::-1<: Phy!:,k:;:=l f":-%dkJ:~0 02\dt:-.::!:, 
Oft:r.:0 nt PwfJvct r.v~:h.1~:t.:0r. a-=::: Ot:a:ity 
C(:mt0r lO;' D0v:1:0-s and R.o.d:0\09:ea: H0a:th 
1t:1M; :">J:;:w :--b:r:p:::hi=':? A~·:?=-'d;:;: 

Sih,'M srn:19, MD 2t:1~3 

nicholas.clay@fda.hhs.g_ov 

Excellent customer service is importan t to us. Please t ake a moment to provide feedback regarding the customer service you have received: 
htt tis://www. research.net/ s/ cd rhcusto rn erse rvice ?I D=151 O&S= E 
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From: Williams. Dhanya K 

To: Anderson, Leigh; Muradyan. Naira; Smith. Myra K.; Clay, Nicholas 

Cc: Williams. Dhanya K·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Subject: RB (b)(5) ! K222743 Route 92 Medical Full Length 070 Access 

Sy~tem • 

Date: Thursday, September 15, 2022 9:21:51 AM 

Attachments: imaqe00l.pnq 

Hi Leigh, 

Thanks very much for your note. Nick - with Leigh's confirmation: (b)(5) : 

I {b){5) ! 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Dhanya 

From: Anderson, Leigh <Leigh.Anderson@fda .hhs.gov> 

Sent: Wednesday, September 14, 2022 9:57 PM 

To: Williams, Dhanya K <Dhanya.Kumar@fda.hhs.gov>; Muradyan, Naira 

<Naira.Muradyan@fda.hhs.gov>; Smith, Myra K.<Myra.Sm ith@fda.hhs.gov>; Clay, Nicholas 

<Nicholas.Clay@fda.hhs.gov> 

Subject: RE : [ ________________________________________________ J~M-~)-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i K 22 27 43 Route 9 2 Medi ca I Fu 11 

Length 070 Access System 

Hi Nick and Dhanya, 

i i 
i i 

I (b)(5) I 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Thanks 

Leigh 

Leigh Anderson (she/her/hers) 

Biornedfca! 

Neurninterventiorw! Devices Team 

DHTSA: Divh,ion of Neurnsurgka!, Neurninterventiona! and Neurnr:Hagnostic Devices 

OHTS: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and QuaHty 

CDRH ! Food and Drug Adminlstrntlon 

White Oak, Bldg. 66, Rm, 4276 j 10903 New Hampshire Avenue ! Sliver Spring, MD 20993 

Ph: 301-7%-5613 

leigh .a nderson@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback 

regcm::iing the customer service you have received: 
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https://www._research ._net/s/cdrhcustornerservice ?! D= 1712&5=[ 

From: Williams, Dhanya K <DIFF1\f2.i<urnar(wfda.hhs.gov> 

Sent: Monday, September 12, 2022 12:40 PM 

To: Muradyan, Naira <f'Jairzdv1uradyzin(ilfda.hhs.gov>; Smith, Myra K. <fV1yra.Srnith(o.'Jfda.hhs.pov>; 

Anderson, Leigh < Ltigl:LAmJ.f.L:i.WJ@JdiL.b.b.~.,.lUJY.>; CI a y, Ni ch o I as <N\;hQJi-J.;:C,.CtNf'.9..f.d.i-l.,.bb,c:cJm.v.> 

Cc: Williams, Dhanya K <Dhanya.Kurna1{wfrJa.hhs,gov> 

Subject: RE L_ __________ ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b )( 5) ·-·-·-·-·-·-·-·-·-·-·-·-·-,-·-·-·-·-·-·-·-·-·-·~-_.J K 2 2 27 43 Route 9 2 Medi ca I Fu 11 
Length 070 Access System 

Hi Nick, 

First, welcome to our team! I'm looking forward to working with you. 

I took a look and here are my thoughts for the two files Naira described below: 
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-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

{b){S) 
Feel free to email or IM me with any other questions. 

Thanks, 
Dhanya 

From: Muradyan, Naira <r,lairaJv1uradyan(aJfda.hhs.Fov> 

Sent: Monday, September 12, 2022 12:13 PM 

To: Wil liams, Dhanya K <D.l:i.i-J.DY~1.,.l<.V.n:Li-l.L@Jd,J.,.b.h~,JWV>; Smith, Myra K. <J\'1Y.L~!.5.mLh(!L[d~t.l:ih;;_,gQy>; 

Anderson, Leigh <Lei,:rfi./\nderson(ilfda.hhs.,:rov>; Clay, Nicholas <f\Jjcholas.Clay(wfrJa.hhs.Fov> 

Subject:[ ___________________________________________________ ( b )( 5 ) ___________________________________________________ j K 22 27 4 3 Route 9 2 Medi ca I Fu 11 

Length 070 Access System 

Hi Dhanya, Leigh and Myra, 

Nick w ill be leading the review of these two fi les that came in last Fri day and since he's new to our 

devices could you please he lp him to get started: 
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Thank you everyone, 

Naira Muradyan, PhD 
Assistant Director 

Neurointerventional Devices Team 
DHT5A: Division of Neurosurgical, Neurointerventional & Neurodiagnostic Devices 
OHT5: Office of Neurological & Physical Medicine Devices 
Office of Product Evaluation and Quality 
CDRH I Food and Drug Administration 
White Oak, Bldg. 66 Rm 3657 I -10903 New Hampshire Avenue I Silver Spring, MD 20993 
Tel: 240-402-49H1 
Naira.Muradyan@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the 
customer service you have received: https://www.research.net/s/cdrhcustomerservice?ID=1712&S=E 
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From: 
To: 
Subject: 
Date: 
Attachments: 

Smith, Myra K. 
Clay, Nicholas 
RE:l. _________________________________________ (_~)f5J. __________________________ ~-·-·-·-·-·-·J Route 92 Medical Full Length 070 Access System 

Thursday, September 15, 2022 2:51:05 PM 
imaqe001.pnq 
imaqe007.pnq 
imaqe008.pnq 
image009.png 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· (_ b_) ( 5) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___j 
-Myra 

Myra Smith , M.S. 
Microbiologist 

Neurointerventional Devices Team 
FDA/CDRH/OHT5/DHT5A 
White Oak/ Bldg 66/Rm 4206 
10903 New Hampshire Ave 
Silver Spring/ MD 20993 
Phone: (301) 796-6507 
myra.smith@fda .. hhs.gov 

[i fill " [i 
Excellent customer set·vice is important to us. Please take a moment to provide feedback mgat·ding 
the custom et· service you have received: 
https://www.research.net/s/cdrhcustomerservice ?I D=l 712&S=E 

From: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Sent: Thursday, September 15, 2022 2:47 PM 

To: Smith, Myra K.<Myra.Smith@fda.hhs.gov> 

Subject: REj (b){5) :) K222743 Route 92 Medical Full Length 070 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

Access System 

Hell o there Myra: 

Thank you again for your email. For K222743, it is my understanding that you concur w ith the sponsor's 

[_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b )( 5 )·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-__.i 

Thank you again. 

-Nick 

From: Smith, Myra K. <Mvr-a.sn,ith(iiJfda.hhs.gov> 

Sent: Monday, September 12, 2022 5:12 PM 

To: Clay, Nicholas <~<icl1o!c1s.Clavff0fda.hh:3.P:OV> 

Subject: REi (b)(5) : K222743 Route 92 Medical Full Length 070 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 
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Access System 

Hi Nick, 

Myra Smith, M.S. 
Microbiologist 

Neurointerventional Devices Team 
FDA/CDRH/OHT5/DHT5A 
White Oak/ Bldg 66/Rm 4206 
10903 New Hampshire Ave 
Silver Spring/ MD 20993 
Phone: (301) 796-6507 
myra.smith@fda.hhs.gov 

[i fill " [i 
Excellent customer set·vice is important to us. Please take a moment to provide feedback mgat·ding 
the custom et· service you have received: 
https ://www.research.net/s/cd rhcustornerservi ce? ID= 1712. &S= E 

From: Clay, Nicholas <~<icl1o!c1s.Ciayff0fda.hh:3.,{QV> 

Sent: Monday, September 12., 2.02.2. l:59 PM 

To: Smith, Myra K. <!\!lvra.Srnithii'i'lfda.hrcgov> 

Subject: REi (b)(5) i K2.2.2.743 Route 92. Medical Full Length 070 
~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Access System 

Good afternoon Myra: 

Thank you for your message. I look forward to working with you on these and other submissions. 

! ! 
' ' 

I (b)(5) I 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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Thank you again. 

-Nick 

From: Smith, Myra K. <ivlvra.Srnithiii"lfdaJ,r1:<gov> 

Sent: Monday, September 12, 2022 12:18 PM 

To: Mura dya n, Na i ra < N.ii.i! . .il.,.\-:l.~u .. ,;1Ji.Y.;;1J.H(!.f.d.;;1JJ.tt;,,ggy>; Wi 11 i ams, Dh an ya I< < ~/.fJ.il.D.¥.il.,.l(WJfJ.ii.C.@.td.ii.,!JJJ.~.E.Q:✓.>; 

Anderson, Leigh <trJ£tJ.AD.d.e.r5.Q.O.@.fd.sl.,.h)J5.iWY>; Clay, Ni ch o I as <Ni.c.h.Q.l.ii.;i.,.U.il.Y..@.f.d.fl .. .!J.b5.,ggy> 

Subject: RE: !-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-{~.~{~L. _______________________________________ ___] K 22 27 43 Route 9 2 Medi ca I Fu 11 Length 0 70 
Access System 
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Hi Na ira, 

I am glad to assist Nick. 

-Myra 

Myra Smith , M.S. 
Microbiologist 

Neurointerventional Devices Team 
FDA/CDRH/OHT5/DHT5A 
White Oak/ Bldg 66/Rm 4206 
10903 New Hampshire Ave 
Silver Spring/ MD 20993 
Phone: (301) 796-6507 
myra.smith@fd a.hhs.gov 

[ti ~ ,;,. [lfil 

Excellent customer- service is important to us. Please take a monient to pmvide feedback regarding 
the custorner service you have received 
ht t ps ://www._research.net/s/cd rh cu_stomerservi ce'? I.D= 17.12.&S= E 

From: Muradyan, Naira <1\Jaira.\/uradvantalfda.hhs.gov> 

Sent: Monday, September 12, 2022 12:13 PM 

To: Williams, Dhanya K <Dhan'/a.Kurnar(a)fdc1.hhs.gm1.>; Smith, Myra K. <Mvr·a.sr,~ith(cilfcbJ1hs.§'OV>; Anderson, 

Leigh <.l!;;J_g)J.,AD.Q.f;;L'i.QD .. @.td.;;1.JJ.b5.,£QY>; CI a y, Ni ch o I as < N.i.rJJ_Q).;;1,;JJ;;1y@.td3.J1lJ.;i.B.QY.> 

Subject L-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·Jh..H.~.L-._·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·j K2 22 7 43 Route 9 2 Medi ca I Fu 11 Length O 70 
Access System 

Hi Dhanya, Leigh and Myra, 

Nick wil l be leading the review of these two files t hat came in last Friday and since he's new to our devices could 

you please help him to get started: 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
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Thank you everyone, 

Nairn Murndyan, PhD 
Assistant Director 

Neurointerventional Devices Team 
DHT5A: Division of Neurosurgical, Neurointeiventional & Neurodiagnostic Devices 
OHT5: Office of Neurological & Physical Medicine Devices 
Office of Product Evaluation and Quality 
CDRH I Food and Drug Administration 
White Oak, Bldg. 66 Rm 3657 I 10903 New Hampshire Avenue I Silver Spring, MD 20993 
Tel: 240-402-4918 
Naira.Muradyan@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer 
service you have received: https://www.research.net/s/cdrhcustornerservice?I D= 171,2&S= E 
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From: 
To: 
Subject: 
Date: 
Attachments: 

Hi Nick, 

Anderson. Leigh 

Clay. Nicholas 

RE: [EXTERNAL] Re: Additional Questions Regarding K222743 

Wednesday, September 28, 2022 11:38: 11 AM 

imaae00l.png 

Thanks for checking with the company and getting more information. 

___ J __ t_~i_n._~ __ c_~_~J idering their rationale, it is likely reasonab le that theyi (b)(S) ! 
[ _______ ( b) ( 5 ) _______ l L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Thanks 

Leigh 

From: Clay, Nicholas <N icholas.Clay@fda.hhs.gov> 

Sent: Wednesday, September 28, 2022 11:29 AM 

To: Anderson, Leigh <Leigh .Anderson@fda.hhs.gov> 

Subject: FW: [EXTERNAL] Re: Additional Questions Regarding K222743 

Good morning Leigh: 

_____ Tha nk_you_ for_the_ ad_ hoc disc_ussion _yesterd_ay._ The _sponsor _offered_ the_ fol low_ing_expl_a nation_ fo r ·-·-·-·-·-·-·-·-·-·-
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From: Kirsten Valley <kirsten(iDr92rn corr> 

Sent: Wednesday, September 28, 2022 11:19 AM 

To: Clay, Nicholas <f\Jicholas.CJ2v(Dtda.hhs.gov> 

Cc: K2227l{Jra:idocs.fda.oov 

Subject: Re: [EXTERNAL] Re: Additional Questions Regarding K222743 

Hi Nick, 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Attached_12lease find our responses to your questions. Also attached is an updated! (b)(4) i [-·-·-·-·-·-·-·-·-·-·. ·cii)C4Y-·-·-·-·-·-·-·-·-·-. ! '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clav(wfda.hhs.gov> 

Date: Tuesday, September 27, 2022 at 4:19 PM 

To: Kirsten Valley <klrst.en(rur92rn.co1-r1> 

Cc: "1<2.22743.@docs..fda.govll<.K222743(Wd.ocdd.a .. gov> 

Subject: RE: [EXTERNAL] Re: Additional Questions Regarding K222743 

Thank you for your response, Kirsten. I was hoping you could please address the following as well : 
,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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needed? 

If you cou ld please respond by noon Eastern on Wednesday {09/28}, then it will help facilitate our 

review. If possib le. please kind ly confirm acceptance of this email at your earliest convenience . 

Thank you again. 

-Nick 

From: Kirsten Valley <ki1sten("il!92n:.com> 

Sent: Sunday, September 25, 2022 10:55 AM 

To: Clay, Nicholas <Nicholas.Cla/Ki)fda.hlhgov> 

Cc: iG227 43 (a1docs. fda .gov 

Subject: [EXTERNAL] Re: Add itional Questions Regarding K222743 

Hello Nick, 

Attached, please find the responses to your questions. Please let me know if you have any additional 

questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay(ii)fda.hhs.gov> 

Date: Thu rsday, September 22, 2022 at 9:19 PM 

To: Kirsten Valley <klrsten(rur92nLco1-r1> 

Cc: "K222/43(mdocs.fda.fu1 ov" <K22D43iDdocs.fda.,wv> 

Subject: Additional Questions Regarding K222743 

Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the following 

questions: 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
; 

I (b)(4) 
; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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If you cou ld please respond to this request by 9 am {Eastern) on 09/26, then it will help facilitate our 

review. 

Please let me know if you want to discuss further. Thank you again. 

Nicholas E. Clay\ Ph.D. 
Acting Team Lead 

THT5A2: Neurdnternentbnd Devices 
DHT5A; D!vbion of M0urnsurgicai, Meum!ntervention;,! and Neurnd!agnostlc Dmtices 
OHT5: Office of Neurologlcai and Physicd Medicine Devkes 
Off!c0 of Pmduct Ev;,!uation and QuaH:y 
c.,nt0r for Dfrvices and Rad!ologkai H0alth 
HlHl3 New Hampshire Avenue 
Silver Spring, MD 20983 

nicholas.clay@fda.hhs.gov 

U.S .. FOOD & DRUG 
ADM!NISTHA.TICiN 

Excellent customer service is important to us. Please take a moment to provide feedback regarding 

the customer se rvice you have received: 

https ://www. research. net/s/cd rhcustorn_erservice"? I.D=.15.lO&S=E 
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From: 
To: 
Subject: 
Date: 
Attachments: 

Clay Nicholas 
Anderson Leigh 
RE : Question on! (b)(5) ifor 1<222743 
Thursday, Septe~l.iei1°29~·.:rn2n·6:25:00 AM 
image001.png 
imaqe002.pnq 
imaqe003.pnq 

Thank you for offering your perspective again, Leigh. I greatly appreciate it. 

From: Anderson, Leigh <Leigh.Anderson@fda.hhs.gov> 

Sent: Thursday, September 29, 2022 9:11 AM 

To: Clay, Nicholas <Nicholas .Clay@fda .hhs.gov> 

Subject: RE : Question onl_ _______ (b)(5) ______ __!for K222743 

Hi Nick, 

Sure, no problem. Fair question. 

Thanks 

Leigh 

From: Clay, Nicholas <'~ic!·,ol ,s.Cay(ccfda.!·,!·,s.go,;> 

Sent: Wednesday, September 28, 2022 8:42 PM 

To: Anderson, Leigh <L,c!r;l·,.Ande•-sm;@fda._hhs.g,:,v> 

Subject: Question onl_ _______ (!>J!.?L. ___ jor K222743 

Good evening Leigh: 
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I understand you have a high workload, but I greatly appreciate your help in getting me up to speed. Thank you again. 

Nicholas E. Clay, Ph,D, 
Acting Tf:an: Lead 

1}-fE~A2: Neu:uit:fo:>it:Tif◊trn1 D-:::'.,d::::0s 
0}-fff)A: Olvlsim: n{ N::::utos:..irgli:::.:::l, :¼s:..irulnforvsnibt:Rl m1d Neu:0:d:.,;;gnustk. Vsv:i:;es 
OH15: Otfr:::::: of i"-•l:H.ltobgk:.,;;l -:::;:d PMy:;,lc::d M::H.ild~:::: 00vlc::::s 
Otti~s ot i'ndud twdeeillion ~~d Ou~Hy 

1 OJZU h;::::w r-kirnpsr:ite Av::::~u0 
SHvec Spreng_ Mrl 2ihl% 

nicholas.clay@)fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have 

received: 

https:1/www .r·esea r·ch. net/sled d1cu stornerservice ?I D=1510&.S=E 
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.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

; 
; 
; 
; 
; 
; 
; 
! 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

APPENDIX E: Proposed Labels, Modified Device 

• LBL 2086, Pouch Label, Full Length 070 Support Catheter 

• LBL 0473, Pouch Label, Tenzing 7 Delivery Catheter (070 Delivery Catheter) 

• LBL 2088, Shelf Carton Label, Full Length 070 Access System 

Appendix E: Proposed Labels, Modified Device E-1 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

LBL 2086, Pouch Label, Full Length 070 Support Catheter 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Appendix E: Proposed Labels, Modified Device E-2 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

LBL 0473, Pouch Label, Tenzing 7 Delivery Catheter 

Appendix E: Proposed Labels, Modified Device E-3 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

LBL 2088, Shelf Carton Label, Full Length 070 Access System 

Appendix E: Proposed Labels, Modified Device E-4 

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Thank you for providing clarification, Kirsten. 

From: Kirsten Valley <kirsten@r92m.com> 
Sent: Thursday, September 15, 2022 10:10 AM 
To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Cc: K222743@docs.fda.gov -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Subject: Re: [EXTERNAL] Re:! (b}(4) I 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Good Morning Nick, 

.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 

{b){4) 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 

From: "Clay, Nicholas" <Nichoias.Cl21v(i)fda.hhs,gClv> 

Date: Wednesday, September 14, 2022 at 7:22 AM 

To: Kirsten Valley <kirsten@r92rn,corn> 

Cc: 11_K/_2_2_74J{e?_0gr/:_Jrh1J19V 11 <KJ))]4J@?tj9rrJQ_~_,_ggy> 

Subject : RE: [EXTERNAL] Rel.___·-·-·-·-·-·-·-·-·-·-·-·- (b )( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-· I 

Good morning Kirsten: 

To help facilitate our review, could you please also address the following? 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
' ' i i 

I (b)(4) I 
!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j 

If you could please respond to this request by noon tomorrow (9/15), then it will help facilitate our review. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten0);'"J2ns.co,n> 
Sent: Tuesday, September 13, 2022 1:43 PM 
To: Clay, Nicholas <Nichoi<is.Cl3y(0fd<i.hhs,gov> 
Cc: _K??,?]~f?_@!_0_g_q;Jg_~_,g_qy 

Subject: [EXTERNAL] Re:[___·-·-·-·-·-·-·-·-·-·-·-·-· (b )( 4)·-·-·-·-·-·-·-·-·-·-·-·-·-___j 

CAUTION. This email «lglnated from cuulde of the Ofganllatton. Oo not cllck links« open attachments unless you rn<:<>gnlre the sender and know too ;;ontent ts sale. 

Hi Nicholas, 

I {b}{4} ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 
Route 92 Medical 
650-279-8427 

From: "Clay, Nicholas" <r~ichoias.Clav(i'11fda.hhs.goy> 

Date: Tuesday, September 13, 2022 at 7:14 AM 
To: Kirsten Valley <kirsten@r92rn.mm> 
Cc: "K222743Q'vdocs.fda.gov" <KLU.74J(Wdocs.fdci.gov> 

Subject:[·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b )( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-___i 
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Good morning Kirsten: 

My name is Nicholas Clay, and I'm t he lead reviewer for your recent 510(k) submission. As we continue our review, I was wondering if you could please clarify if 

l _________________________________________________________ (b)(4) _________________________________________________________ ! 
Thank you again. Please let me know if you'd like to speak further. 

Nicholas L Clay, Ph.D. 
Acf:ing Team Lead 

T:•ff-5A2: :'-,kurs.:::ntt-ri.;-.:::'E:::;r.;::;.\ D0vlc0~; 
:".1:-·H:5A: ~):v::::inr.: ot %N:rn:::t:rg:rai. =~(:t.1ro:r.t:?='1.!0M~kH:a: a-:fJ ="'J0U='()(:i,:=gr.:rmtic Dr:v:t(:t 
OHT5: o·nk:=:.c ◊'f n0t:rd(FJkJ! <1:~d rr.y~;k::<il :\-fa<:k:\:'l2 :}0i.;lc0~; 
Offt(: of ~rndud [y,:=hi,:=t:or: ;::r:f.: CH;<::.:it.y 
C0nter f: .... :: Dev\i.:es mid R;;;d\o\\..:g\co.\ Heo.\H-; 
·H.:::Hf:;l =~\'?\(i} ~a=--:::p·: .. J-:(::;: Av==::H::? 
Sn'd0r Spri;1g. MD '.,?t::3:J-2 

nicholas.clax@fda.hhs.gov 

Excellent customer service is importan t to us. Please t ake a moment to provide feedback regarding the customer service you have received: 
https://www.research.net/sLcdrhcustomerservice ?I D=1510&S=E 
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From: 
Sent: 
To: 
CC: 
Subject: 
Attachments: 

DCCLetters@fda.hhs.gov [DCCLetters@fda.hhs.gov] 
9/9/2022 8:58:27 PM 
kirsten@r92m.com 
DCCLetters@fda.hhs.gov 
K222743 Acknowledgement Letter 
K222743-Acknowlegement Letter.pdf 

September 9, 2022 

Thank you for your submission. We have attached your acknowledgement letter for your records. If you have 
any questions about your acknowledgement letter, please contact us at DCCmailroom(l1<fda.hhs.gov. Please do 
not reply to this email. 

*** This is a system-generated email notification*** 
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ADMINISTRAT!ON 

Acknowlegement Letter 

09/09/2022 

Kirsten Valley, Chief Operating Officer 
Route 92 Medical, Inc. 
155 Bovet Road, Suite 100 
San Mateo, CA 94402 
UNITED STATES 

Dear Kirsten Valley: 

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration 
(FDA) has received your submission. This submission has been assigned the unique document 
control number below. All future correspondence regarding this submission should be identified 
prominently with the number assigned and should be submitted to the Document Control Center 
at the address listed below. Failure to do so may result in processing delays. If you believe the 
information identified below is incorrect, please contact the Office of Product Evaluation and Quality 
(OPEQ) submission support at (301) 796-5640 or ___ QPEOSubmissionSupport(a)fda.hhs.gov. 

Submision Number: K222743 
Received: 09/09/2022 
Applicant: Route 92 Medical, Inc. 
Device: Route 92 Medical Full Length 070 Access System 

We will notify you when the review of this submission document has been completed or if any 
additional information is required.If you are submitting new information about a submission 
for which we have already made a final decision, please note that your submission will not 
be re-opened. For information about CDRH review regulations and policies, please refer to 
http://www.f da. gov /MedicalDevices/DeviceRegulationandGuidance/ default.htm . 

U.S.Food & Drug Administration 
10903 New Hampshire Ave. 
Silver Spring, MD 20993 

Sincerely yours, 

Center for Devices and Radiological Health 
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October 4, 2022</br></br><p>i'Je have completed our review. Please refer to the attached 
letter for details.</p> 

<p>If you have any questions, please contact the lead reviewer assigned to your 
submission, Nicholas Clay.</p> 

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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Hello Nick, 

Attached, please find the responses to your questions. Please let me know if you have 
any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov> 

Date: Thursday, September 22, 2022 at 9:19 PM 

To: Kirsten Valley <kirsten@r92m.com> 

Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 

Subject: Additional Questions Regarding K222743 

Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the 
following questions: 

If you could please respond to this request by 9 am (Eastern) on 09/26, then it will 
help facilitate our review. 

Please let me know if you want to discuss further. Thank you again. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 
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10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8D0FF.7AAC26D0]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://secure-web.cisco.com/lloX9os_JiSe2bpZ3hFBsKHyx-dUF9UhfxyNrec73-
vehj9Cnvof5xAS9ZpXpZQT9OZfQ9ilzirYsgBmHQ0VGXKTig0ExNkooLB2py0spBm4lnhWYxWrFHprKUwlOzgr9 
Mx26jr9cQqOLXB01lEOXIYZnRTXTZ7lx-lovu34rTwT3-LoakqEq6H2LLa70MWUj­
XSJPLj3qys5gDy4XUvfsg/https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3D1 
510%26S%3DE 
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September 15, 2022</br></br><font face="arial"> 

<b>Acceptance Review Notification - Accepted</b> 

<br/><br/> 

</font> 

<p>An administrative acceptance review was conducted on your submission K222743, and it 
was found to contain all of the necessary elements and information needed to proceed 
with the substantive review. We will contact you should we require any additional 
information during the course of the substantive review.</p> 

<p>The lead reviewer assigned to your submission is me, Nicholas Clay. The file is 
being reviewed in Office of Health Technology 5, Division of Health Technology 5 A. The 
first line supervisor is the Assistant Director, Neurointerventional Devices. You may 
contact me at any point during the review if you have questions or concerns. You can 
provide valuable support for CDRH to continue to improve our programs by raising to the 
attention of management relevant issues that arise during the course of this review. If 
you feel there is an unresolved issue or a matter that requires additional attention, 
you should contact the Assistant Director. If your concern or issue is not addressed by 
the Assistant Director, you should contact the Division Director or OHT Director. The 
contact information for each management level can be found in the <a 
href="https://www.fda.gov/about-fda/cdrh-offices/cdrh-management-directory­
organization">CDRH Management Directory</a>.</p> 

<p>We will contact you should we require any additional information during the course 
of the substantive review. FDA aims to apply <a 
href="https://www.fda.gov/media/73188/download">the least burdensome principles</a> 
when requesting additional information. </p> 

<p>If you have general questions about the review process for your submission, you 
should contact <a 
href="mailto:OPEQSubmissionSupport@fda.hhs.gov">OPEQSubmissionSupport@fda.hhs.gov</a>. 
<Ip> 

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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Good afternoon Kirsten: 

Thank you for previously participating in IR for th is su bm issio(_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b )_( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Please let me know if you'd like to speak further. Thank you again. 

1":-·f:(;A:'.:: ="'J0:;:--0\:1tf='V0:1~:0M&~ f.}0v:c:;::-; 

:::.HT5A: 0\1.:':fil◊fl Di hlt-t:f◊fit:fg\<:&1. :'-,kurs.:::r:t0:·,}2r.:~ior.;::;.\ ;~}:d f✓ 2u:·o<=l<it;fl◊fifo.: D0,}\<:0~; 
OHT◊'. Offic:;: ot %N:rniaglr;ai ~::1::: Phy:-;ic~:l ~1r:f.:id=--i(: ~)0'/•ic:;::-; 
OH\i.:0 0{ Prnduct E'd.;;;lu.;;;t:oi: .;;;r:Q tH.;;;;:ity 
G(:r.:tN ~():' D0v:c0":-; &Md Rad:0h19:c<::.: HN::.:H: 
i[:'.:}{:c?,: Nt-'vV :·•L:i.:r:p-st-;irn AV%:"H:t-

Silwr Sµri'lg. MD ](;%J 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 
httgs://www. research. n et/s/ cd rhcusto m erse rvice ?I D=151 O&S= E 
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Hi Nicholas, 

r (b)(4) 1 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 
Rou te 92 Medical 
650-279-8427 

From: "Clay, Nicholas" <Nicho las.Clay@fda.hhs.gov> 
Date: Tuesday, September 13, 2022 at 7:14 AM 
To: Kirsten Valley <kirsten@r92m.com> 
Cc: "K222743@docs.fda.g_ov" <K222743@docs.fda~gov> 
Subject:i (b)(4) : 

l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Good morning Kirsten: 

My name is Nicholas Clay, and I'm the lead reviewer for your recent 510(k) subm ission. As we continue our review, I was wondering if you could please clarify if 

i (b)(4) : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Thank you again. Please let me know if you ' d like to speak further. 

Acting Te,:;m Lead 

THT5A1; f✓ 2uro\ntN'lt-:~~\M:J: 02'lk-.::!:; 
~):--ffSA" :;:v:":-;i◊M 0t t'--k:i;wu;rg:r.:&~, :'J0lJr():r:t.==::v(:n:ior.<::.: ;::r:d =~(:u:of.:i<:-f:M◊":-;t.(r; D0v:r.:0:-; 
OHT5: ONk-.:: ::;t hlt-t:w\s.::glc<::1 ;:::-1<: Phy!:;k:;:=l f":-%did:~0 02'lk-.::!:; 
Oft:r.:0 nt PwfJuct F.v<:lu<:t.:0r. <:r.::: Ot:a:ity 
C(:mt0r lO;' D0v:1:0-s and R.3.d:0\09:ea: H0a:th 
1t:1M; :'J:;:w :--b:r:p:::hi=':? A~·:?=-'d;=i: 
Sih,'M srn:19, MD 2t:1~3 

nicholas.clay@fda.hhs.g_ov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the custo mer service you have received: 
htt tis://www. research.net/ s/ cd rhcusto rn erse rvice ?I D=151 O&S= E 

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Contains Nonbinding Recommendations 

Appendix C. Acceptance Checklist for Special 510(k)s 

(Should be completed within 15 days of DCC receipt) 
The following information is not intended to serve as a comprehensive review. 

FDA recommends that the submitter include this completed checklist as part of the application. 

510(k)#: Date Received by DCC: 

510(k) Lead Reviewer: 

Center: Office: 

Decision: Accept __ Refuse to Accept __ 

If Accept, notify the submitter. 

Division: 

If Refuse to Accept, notify submitter electronically and include a copy of this checklist. 

Is an Addendum attached?: Yes No 

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete; 
it means the reviewer did not assess the element during the RTA review and that the element 
will be assessed during substantive review . 

• 
Yes 

1. 510(k) is submitted to modify a legally marketed device (predicate) AND [ZJ 
the Special 510(k) submission is submitted by the manufacturer legally 
authorized to market the predicate device. 

Comments: 

2. Performance data are needed to evaluate the change. If a manufacturer [Z] 
determines under their design control procedures that no additional 
verification or validation testing is necessary to evaluate a change, 
manufacturers may submit these changes as a Special 5 I O(k) with a clear 
rationale supporting their conclusion that no performance data are necessary. 
When FDA does not agree with the manufacturer's assessment, FDA intends to 

91 

iii-1 

No 

□ 

□ 
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Contains Nonbinding Recommendations 

continue with the additional Special 51 O(k) factors. 

Comments: 

3. There is a well-established method to evaluate the change. Well-established [X] □ 
methods include those used in the previously cleared 5 IO(k), an FI)A-
recognized consensus standard or FDA guidance document, qualified medical 
device development tools (MDDTs), are widely available and accepted, or 
found acceptable through a d[fferent premarket submission by the same 
manufacturer of the predicate. 

Comments: 

4. The data be reviewed in a summary or risk analysis format. The results [X] □ 
from vertfication and validation associated with design or labeling changes 
should be able to be placed in a summary or risk analysis format without losing 
information necessary to support SE. Complete test reports should not be 
submitted in a Special 510(k). If complete test reports are submitted, FDA 
intends to assess whether the information can be reviewed in a summary format 
before converting to a Traditional 51 O(k). 

Comments: 

Is the submission appropriate for review as a Special 510(k)? Answer Yes if'the change 
was submitted by the manufacturer of the predicate, well-established methods are available 
for any pe;formance data necessary, and performance data can be reviewed in a summary or 
risk analysis format. 

~ Yes, submission is appropriate for a Special 51 O(k). Continue checklist below. 

D No, submission is not appropriate for a Special 510(k). Discontinue this RTA checklist, 
convert to a Traditional and apply the Traditional checklist . 

• .. 
*Submitters including the checklist with their submission should identify the 
page numbers where requested information located. Use the comments 
section for an element if additional space is needed to identify the location of 
supporting information. Yes No *Page# 

1. Submission contains a Table of Contents. IZl □ p. 1 

2. Each section is labeled ( e.g., headings or tabs designating Device Description %] □ 
Thrc£~ section, Labeling section, etc.). Cover 

3. All pages of the submission are numbered. IZl □ Thrddgttrut 
All pages should be numbered in such a manner that information can be 
referenced by page number. This may be done either by consecutively 
numbering the entire submission, or numbering the pages within a section 

92 

iii-2 

h ii, 
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A. 

Contains Nonbinding Recommendations 

(e.g., 12-1, 12-2 .. .). 

4. Type of 51 0(k) is identified (i.e., Traditional, Abbreviated, or Special) XJ □ Section ii, 

If type of 51 O(k) is not designated, review as a Traditional 51 O(k). 
Cover Letter 

Comments: 

• Any "No" answer will result in a "Refuse to Accept" decision; however, FDA staff has discretion to 
determine whether missing items are needed to ensure that the submission is administratively 
complete to allow the submission to be accepted or to request missing checklist items interactively 
from submitters during the RTA review. 

• Each element on the checklist should be addressed within the submission. The submitter may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criterion is considered present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Administrative 

1. All content used to support the submission is written in English KJ □ 
(including translations of test reports, literature articles, etc.). 

Comments: 

2. Submission identifies the following (FDA recommends use of the 
CDRH Premarket Review Submission Cover Sheet form (Form 
3514, available at htt,2s://www.fda.gov/media/7242l/download)): 

a. Device trade/proprietary name ~ □ Section ii 

b. Device class and panel OR ~ □ Section ii 
Classification regulation OR 

Statement that device has not been classified with rationale for 
that conclusion 

Comments: 

3. Submission contains an Indications for Use Statement with Rx IX] □ p.2 

93 
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Contains Nonbinding Recommendations 

and/or OTC designated (see also 21 CFR 801.109, and FDA's final 
rule, "Use of Symbols in Labeling" (81 FR 38911), available at 
https:/ /vvvvw.federalregister.gov/documents/2016/06/ l 5/2016-
13989/use-of-symbols-in-labeling). 

See recommendedformat 
(htt[!s:ll1vww.[da.govlmedial86323ldcnvnload). 

Comments: 

4. Submission contains a 51 0(k) Summary or 51 0(k) Statement. ~ □ p.3 
Refer to 21 CF'R 807.92 and 21 CFJ? 807.93 for contents of 5 IO(k) 
Summary and Statement, respectively. Adequacy of the content will 
be assessed during substantive review. 

Comments: 

5. Submission contains a Truthful and Accuracy Statement per 21 ~ □ p.4 
CFR 807.87(!). 

See recommendedformat (https:llwww.[da.govlmedical-
deviceslpremarket-notifjcation-5 J 0klpremarket-notifj__cation-
truth[id-and-accurate-statement). 

Comments: 

6. Submission is a Class III 51 0(k) Device. □ XJ 
Select "NIA" only ([submission is not a Class III 5J0(k). 

a. Contains Class III Summary and Certification per 21 CFR □ □ Di 
807.87(k). 

See recommended content (https:llw1+'w.fda.govlmedical-
devices/-premarket-notifjcation-5 J 0klpremarket-notifj__cation-
class-iii-certi[ication-and-summar1:). Select "NIA" only if 
submission is not a Class III 5J0(k). 

Comments 

7. The submission identifies prior submissions for the same device IX] □ 
Section ii, included in the current submission ( e.g., submission numbers for a Cover 

prior not substantially equivalent [NSE] determination, prior Letter 
deleted or withdrawn 51 0(k), Q-Submission, IDE, PMA, etc.). 

OR 
States that there were no prior submissions for the subject device. 

94 
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Contains Nonbinding Recommendations 

Prior submissions (or no prior submissions) for this device should 
be included in Section F (prior related submissions) of the CDRH 
Premarket Review Submission Cover Sheetform (Form 3514, 
available at https:llwww.[da.gov1medial72421ldmvnload). This 
information may also be included in the Cover Letter (i.e., as a 
statement that there were no prior submissions for the device or a 
listing of the number(s) of the prior submissions). 

a. If there were prior submissions, the submitter has identified □ □ ~ 
where in the current submission any issues related to a 
determination of substantial equivalence from prior 
submissions for this device are addressed. 

To address this criterion, it is recommended that the 
submission include a separate section with the prior 
submission number(,;;), a copy of the FDA feedback (e.g., letter, 
meeting minutes), and a statement of how or where in the 
submission this priorfeedback was addressed. Note that 
adequacy of how the feedback was addressed will be assessed 
during the substantive review. 

Select "NIA" if the submitter states there were no prior 
submissions. 

Comments: 

8. The submission utilizes voluntary consensus standard(s) (See !Kl □ 
section 514(c) of the FD&C Act). This includes both FDA-
recognized and non-recogni::ed consensus standards. Select "NIA" 
if the submission does not utilize voluntary consensus standards. 

a. The submission cites FDA-recognized voluntary consensus lJ □ p. 15,16, 
standard(s). 18,23 
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Contains Nonbinding Recommendations 

l. The submission includes a Declaration of Conformity [¼] □ p.15,16, 

(DOC) as outlined in FDA's guidance "Appropriate 18,23 

Use of Voluntary Consensus Standards in Premarket 
Submissions for Medical Devices," available at 
htt12s://www.fda.gov/regulatory:-information/search-
fda-guidance-documents/appro,2riate-use-voluntary-
cons en sus-standards-12remark et-submissions-medical-
devices. 

OR 
If citing general use of a standard as noted in FD A's 
guidance "Ap12ro12riate Use of Voluntary Consensus 
Standards in Premarket Submissions for Medical 
Devices,"the basis of such use is included along with 
the underlying information or data that supports how 
the standard was used. 

b. The submission cites non-FDA-recognized voluntary □ xJ 
consensus standard( s). 

l. The basis of use is included along with the underlying □ □ 
infom1ation or data that supports how the standard was 
used. 

Comments: 

Combination Product Provisions - Per 503(g) of the FD&C Act. [Zj 

Select N/A if the product is not a combination product. 21 CFR 3.2(e). 
The remaining criteria in this section will be omitted from the checklist if 
"NI A" is selected. If you are unsure if the product is a combination 
product, consult with the CDRH Product Jurisdiction Officer or CBER 
Product Jurisdiction Officer. 

9. Submission identifies the product as a combination product. □ □ 

10. The combination product contains as a constituent part an □ □ 
approved drug as defined in section 503(g)(5)(B) of the FD&C 
Act. Select "N/A" if the combination product does not contain as a 
constituent part an approved drug. Please also select "N/ A" if a 
right of reference or use for the drug constituent part(s) is included 
with the submission. If "N/ A" is selected, part a below is omitted 
from the checklist. 
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a. The submission includes appropriate patent statement or □ □ 
certification and a statement that the submitter will give 
notice, as applicable. See section 503(g)(5)(A)&(C) of the 
FD&CAct. 

Comments: 

B. Device Description 

11. The device has a device-specific guidance document, special □ ~ 
controls, and/or requirements in a device-specific classification 
regulation regarding the device description that is applicable to the 
subject device. 

If "NIA" is selected, parts a and b below are omitted from the 
checklist. 

a. The submission addresses device description □ □ □ 
recommendations outlined in the device-specific guidance. 

OR 
The submission provides an alternative approach intended to 
address the applicable statutory and/or regulatory criteria. 

Select "NIA" if there is no applicable device-specific 
guidance. Select "No'·' if the submission does not include a 
rationale for any omitted infhrmation or any alternative 
approach as outlined above. Note that the adequacy of how 
recommendations in a device-spec(lic guidance, etc., have 
been addressed should be assessed during the substantive 
review. 

b. The submission includes device description information that □ □ □ 
addresses relevant mitigation measures set forth in the special 
controls or device-specific classification regulation applicable 
to the device. 

OR 
The submission uses alternative mitigation measures and 
provides rationale why the alternative measures provide an 
equivalent assurance of safety and effectiveness. 

Select "NIA" if there are no applicable special controls or 
device-specific class(fication regulation. Select "No" if the 
submission does not include a rationale fhr any omitted 
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Contains Nonbinding Recommendations 

information or any alternative approach as outlined above. 
Note that the adequacy of how such mitigation measures have 
been addressed should be assessed during the substantive 
review. 

Comments: 

12. Descriptive information is present and consistent within the XJ □ Section 4, 

submission (e.g., the device description section is consistent with Section 6, 
Appendix D 

the device description in the labeling). Appendix E 

Comments: 

13. The submission includes descriptive information for the device, 
including the following: 

a. A description of the principle of operation or mechanism of :fJ □ pp. 5,8 
action for achieving the intended effect. 

b. A description of proposed conditions of use, such as surgical ~ □ pp. 5-9 
technique for implants; anatomical location of use; user 
interface; how the device interacts with other devices; and/or 
how the device interacts with the patient. 

C. A list and description of each device for which clearance is □ □ ~ pp. 8-9 
requested. 

Select "NIA" if there is only one device or model. "Device" 
may refer to models, part numbers, various sizes, etc. 

d. Submission contains representative engineering drawing( s ), ~ □ pp. 8-9 
schematics, illustrations, photos and/or figures of the device. 

OR 
Submission includes a statement that engineering drawings, 
schematics, etc. are not applicable to the device (e.g., device is 
a reagent and figures are not pertinent to describe the device). 

In lieu of engineering drawings, schematics, etc. of each 
device to be marketed, " representative" drawings, etc. may be 
provided, where " representative " is intended to mean that the 
drawings, etc. provided capture the differences in design, size, 
and other important characteristics of the various models, 
sizes, or versions of the device(-;) to be marketed. 
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Comments: 
y••····· 

14. A detailed description of all device modification( s) including ~ □ pp. 9-15 
rationale for each modification. 

When labeling or specific technological characteristics (e.g., 
materials, dimension::,) are unchanged in comparison to the 
predicate, the submission should clearly state that no changes were 
made. 

Comments: 

15. Device is intended to be marketed with accessories and/or as part □ [¼] 
of a system. 

Select "NIA" if the device is not intended to be marketed with 
accessories and/or as part of a ::,ystem. fl "NIA" is selected, parts 
a-c below are omitted.from the checklist. 

a. Submission includes a list of all accessories to be marketed □ □ 
with the subject device. 

b. Submission includes a description (as detailed in item □ □ □ 
13a., 13b., and 13d. above) of each accessory. 

Select "NIA" if the accessmy(ies) has been previously 
cleared, or is exempt, and the proposed indications for use are 
consistent with the cleared indications. 

C. A 51 O(k) number is provided for each accessory that received □ □ 
a prior 51 O(k) clearance 

AND 
A statement is provided that identifies accessories that have 
not received prior 51 O(k) clearance. 

Comments: 

C. Substantial Equivalence Discussion 

16. Submitter has identified a predicate device(s), including the 
following information: 

a. Predicate device identifier provided ( e.g., 51 O(k) number, De XJ □ 
Novo number, reclassified PMA number, classification 
regulation reference, if exempt ( e.g., 21 CFR 872.3710), or 
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■1■11111 ter 

statement that the predicate is a preamendment device). 

For predicates that are preamendments devices, information is 
provided to document preamendments status. 

Information regarding documenting e.reamendment status is 
available online (https://www.fda.gov/medical-
devices/q_ualit'i!.-and-come_liance-medical-
devices/preamendment-status). 

b. The identified predicate( s) is consistent throughout the [}(] □ pp 9-26, 

submission (e.g., the predicate(s) identified in the Substantial 29, 
Appendix 

Equivalence section is the same as that listed in the 51 O(k) B 
Summary (if applicable) and that used in comparative 
performance testing. 

Comments: 

17. Submission includes a comparison of the following for the 
predicate(s) and subject device and a discussion why any 
differences between the subject and predicate(s) do not impact 
safety and effectiveness [see section 513(i)(l)(A) of the FD&C Act 
and 21 CFR 807.87(£)] 

See the FI)A guidance document ''The 51 O(k) Program: 
Evaluating_ Substantial Equivalence in Premarket Notifications 
[510(k)l," available at https://www.fda.grnlt~gulatorv-
in{ormation/search-fda-guidance-documents/51 Ok-e_rogram-
eval1wting-substantial-eq_uivalence-J2_remarket-noti{ications-51 Ok 
for more information on comparing intended use and technological 
characteristics. 

a. Indications for use ~ □ pp.5, 9 
ff there are no differences between the subject device and the 
predicate(s) with respect to indications and intended use, this 
should he explicitly stated. 

b. Technology, including technical specifications, features, [}g □ pp. 9-15 
materials, and principles of operation 

Examples of technological characteristics include, hut are not 
limited to design, features, materials, energy source, and 
principle of operation. 
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FDA recommends a tabular formatfor comparing 
technological characteristics. Any characteristic that is the 
same as the predicate(s) should be explicitly stated. 
Differences in technological characteristics should be 
identified and a rationale provided why they do not raise 
different questions of safety and effectiveness. 

D. Design Control Activities 

18. Design Control Activities Summary includes all of the following: 

a. Identification of risk analysis method(s) used to assess the XJ □ pp. 17-27 

impact of the modification on the device AND the results of 
the analysis. 

b. Identification of the device change(s). x □ □ pp. 19-26 

C. Identification of all risks associated with each device change, X] □ pp. 19-26 

including identification ofrisks that are considered new 
because of the change; and 

d. Risk control measures to mitigate identified risks ( e.g., XJ □ 
labeling, verification). pp. 19-26 

e. Based on the Risk Analysis, an identification of the [2J □ pp. 19-26 

verification and/or validation activities required to comply 
with 21 CFR 820.30. This identification includes a summary 
oftest methods (including any protocol deviations), 
acceptance criteria, results in a summary or risk analysis 
format ( e.g., basic descriptive statistics, where appropriate), 
and why each is adequate to establish substantial equivalence. 
If unchanged from a previous premarket submission, the 
manufacturer references the location of protocols and 
acceptance criteria by providing a submission and section 
numbers. 

1. For non-standardized test methods only: gJ □ □ pp.19-26 

• A reference to the protocol used for the existing 
device with an identification of any differences 
( e.g., protocol, test conditions, pre-defined 
acceptance criteria, sample size) from the 
previous 51 0(k). If protocol changes were 
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Contains Nonbinding Recommendations 

made, the results summary describes why the 
test methods, acceptance criteria, and results 
support SE. 

f. A signed statement by the manufacturer's designated ~ □ 
individual(s) responsible for design control activities. Both Appendix 

items below must be present to answer "Yes." 
C 

1. Statement that, as required by the risk analysis, all 
verification and validation activities were performed by 
designated individual(s) and the results demonstrated 
that the predetermined acceptance criteria were met. 

ii. Statement that the submitter has complied and is not 
currently in violation of the design control procedure 
requirements as specified in 21 CFR 820.30 and the 
records are available for review, upon request. 

Comments: 

E. Proposed Labeling (see also 21 CFR parts 801 and 809 as applicable) 

19. Submission includes proposed package labels and labeling ( e.g., Kl □ 
p. 28, 
Appendix D 

instructions for use, package insert, operator's manual). Appendix E 

a. All changes in proposed labeling resulting from device XJ □ Appendix D 

modification(s) are highlighted or prominently identified. 

FDA recommends clean and redlined copies be provided. 

Comments: 

Reviewer Sign-Off 

Management Sign-Off 
( digital signature 
optional)* 

*Management review of checklist and concurrence with decision required. 
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Good morning Kirsten: 

My name is Nicholas Clay, and I'm the lead reviewer for your recent 510(k)~s_u_b_m_i_s_·s_i_o_n_. __ . 
As we continue our review, I was wondering if you could please clarify if! ~K~ 

(b){4) 
Thank you again. Please let me know if you'd like to speak further. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8C759.36A724D0]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?ID=l510&S=E 
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Hi Nicholas, 

(b)(4) 
Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov> 

Date: Tuesday, September 13, 2022 at 7:14 AM 

To: Kirsten Valley <kirsten@r92m.com> 

Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 

Subject: i (b)(4) 
'--------------'---'--'------''------------' 

Good morning Kirsten: 

My name is Nicholas Clay, and Ia€™m the lead reviewer for your recent 510(k) 
submission. As we continue our review, I was wondering if you could please clarify if 

{b){4) 

Thank you again. Please let me know if youa€™d like to speak further. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8C75D.A6619A90]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://secure-web.cisco.com/1YZpRrzmmoqh5er9r­
BgBRX7jV_U5CblLDWyJDxY2Uj29kjbFXNtNHjzQwrbqc_NvovfYamkFvq0kyMqnzhhSinSP6IhZgKaKaYtfsxWQ 
EccIECN9ftzQLiIJ6jLvdi88HlquoyzoxPlc35KYhwEhE8xAjSvfEJXvrBXuiiW6RQeO9b pcJmocHaE3FbE­
jObnElzV6hJoHGVzyzqNkfDaQ/https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID 
%3D1510 9a26S%3DE 
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Thank you for your response, Kirsten. 

From: Kirsten Valley <kirsten@r92m.com> 
Sent: Wednesday, September 28, 2022 11:19 AM 
To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 
Cc: K222743@docs.fda.gov 
Subject: Re: [EXTERNAL] Re: Additional Questions Regarding K222743 

Hi Nick, 

Attached please find our responses to your questions. Also attached is an updated! (b)(4) i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 

Route 92 Medical 
650-279-8427 

From: "Clay, Nicholas" <Nicholas.Cl21v(i)fda.hhs.gClv> 

Date: Tuesday, September 27, 2022 at 4:19 PM 

To: Kirsten Valley <kirstlcn@r92rn,corn> 

Cc: 11_K/_2_2_74J{e?_0gr/:_Jrh1J19V 11 <KJ))]4J@?tj9rrJQ_~_,_ggy> 
Subject: RE: [EXTERNAL] Re: Additional Questions Regarding K222743 

Thank you for your response, Kirsten. I was hoping you could please address the following as well: 

If you could please respond by noon Eastern on Wednesday (09/28), then it will help facilitate our review. If possible, please kindly confirm acceptance of this 
email at your earliest convenience. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirster,(ii,r92rLrn,n> 
Sent: Sunday, September 25, 2022 10:55 AM 
To: Clay, Nicholas <rJici'!oi0s.Clay@fda.!,r,s.gs:iv> 
Cc: K222743~}rdocs.fd3.go_y~ 
Subject: [EXTERNAL] Re: Additional Questions Regarding K222743 

Hello Nick, 

Attached, please find the responses to your questions. Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 

Route 92 Medical 
650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay(a)fda.hhs.,zc,y> 

Date: Thursday, September 22, 2022 at 9:19 PM 
To: Kirsten Valley <kirsten(iil1'92rn.rnrn> 
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Cc: 11 K2227 43=~~)docsJda.rM2Y11 <K2.2.2.7 43(Gi}docs, fda,gqy> 
Subject: Additional Questions Regarding K222743 

Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the following questions: 

If you could please respond to this request by 9 am (Eastern) on 09/26, then it will help facilitate our review. 

Please let me know if you want to discuss further. Thank you again. 

Nicholas Ea Clay, Ph.D. 
Acting Team Lead 

T:-1T.fi;\2: N0ui·\..::ot0rv%:1t:or:o.\ :)evic:::-s 
0HT5A.: :2: .... ~;;;k:;r.: ◊'f Met:nJit:PJ:uil, f✓ 2uro\r.t0:-1<u1~\s.::t:J: ~ir.d :"-fou:-s.::dl;::gr.:Ditlc Dt-1<:i:.::2!:; 
Ol--H(;: OH(f;:? 0t Nr:i;wh19ic<J ;::=1r.: Phy:::ck,:=l :":-%::':id:10 :.k:Vk:?$ 
on:i:.::2 ol Yrnduct E:;,::lu,::t◊r: ,::r:<: cn...:<:;.\l"iy 
GN1t.r:r ta: Dr:v:rr:::: ar.:fJ ~<l.d:0i0g:r;a: Hr:a:tr. 
1t::3lJ3 ~'J%W Ha:rq)shi;'t- _;:\y::;-;H.;% 

SHYN Spfi=l[!, MD ;?t:1~~1 

nicholas.clay{@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 
https:/ /www. research. n et/sL cd rhcusto m erse rvice ?I D•cclS 1 O&Scc E 
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Hello Nick, 

Attached, please find the responses to your questions. Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 

Route 92 Medical 
650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov> 

Date: Thursday, September 22, 2022 at 9:19 PM 

To: Kirsten Valley <kirsten@r92m.com> 
Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 

Subject: Additional Questions Regarding K222743 

Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the following questions: 

If you could please respond to this request by 9 am (Eastern) on 09/26, then it will help facilitate our review. 

Please let me know if you want to discuss further. Thank you again. 

Acting Te,:;m Lead 

THT5A:Z: ~,J0uro\ntMYt-:r::\or;a: 00Yit%:S 
~):--ffSA" :;:v:":-;i◊M 0t Nr:i;wu;rg:r.:&~, ="'J0lJr():r:t.==::v(:r.::ior.~::.: ;::r:d =~(:t.i:'(B::i~:'f:M◊":-;t.(r; D0v:r.:0:-; 
OHT;;: 01fit% of f-..l0~:rn\\..:gico.\ :.:::P .. ! H-;y:;i('.;:,:::l Medk:i:w 00Yit%:S 

Ofh:::0 D{ Pwdud EV~illfot:::;:r. ~a-=d C.d...:J:lty 
C(:mt0r lO;' D0v:1:0-s and R.o.d:0\09:ea: H0a:th 
H:=:2il.t.$ :'-,hw :-b:r:µ:;;hl:--.:: A.V-.:::'P....:t-

Sib!f:l Sph:19, ?Y1t) /.f:f.,:;Y} 

nicholas.clay(U)fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 
https://www.research.net/s/cdrhcustornerservice?ID"15 l 0&S,E 
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Response to Sept 27, 2022 Email re: K222743 
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Route 92 Medical 
Kirsten Valley 
Chief Operating Officer 
155 Bovet Road, Suite 100 
San Mateo, California 94402 

Re: K222743 
Trade/Device Name: Route 92 Medical Full Length 070 Access System 
Regulation Number: 21 CFR 870.1250 
Regulation Name: Percutaneous Catheter 
Regulatory Class: Class II 
Product Code: QJP 
Dated: September 8, 2022 
Received: September 9, 2022 

Dear Kirsten Valley: 

October 4, 2022 

We have reviewed your Section 5 lO(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 51 0(k) Premarket Notification Database 
located at https://www .accessdata.f da. gov/scripts/ cdrh/ cf docs/ cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

Please be advised that FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
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K222743 - Kirsten Valley 

801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

Page 2 

https :/ /www.fda.gov/ com bin a ti on-products/ guidance-regulatory-informati on/postmarketi ng-safety-reporti ng­
combination-products ); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050. 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803 ), please go to https:/ /vvvvw.fda.gov/medical-devices/medical-device-safety/medical-device-reporting­
mdr-how-report-medical-device-problems. 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical­
devices/device-advice-comprehensive-regulatorv-assistance) and CDRH Learn 
(https://wvvw.fda.gov/training-and-continuing-education/cdrh-leam). Additionally, you may contact the 
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://v.1,vw.fda.gov/medical-devices/device-advice-comprehensive-regulat01y-
ass istance/ contact-us-division-industry-and-consumer-education-dice) for more inform a ti on or contact DI CE 
by email (DICE(ii),fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

Naira Muradyan -S 
Nairn Muradyan, Ph.D. 
Assistant Director 
DHT5A: Division ofNeurosurgical, 

N eurointerventional 
and Neurodiagnostic Devices 

OHT5: Office ofNeurological 
and Physical Medicine Devices 

Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

510(k) Number (if known) 
K.222743 

Device Name 

Indications for Use 

Route 92 Medical Full Length 070 Access System 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 

The Route 92 Medical Full Length 070 Access System is indicated for use with compatible guide catheters in facilitating 
the insertion and guidance of microcatheters into a selected blood vessel in the neurovascular system. 

Type of Use (Select one or both, as applicable) 

IZ] Prescription Use (Part 21 CFR 801 Subpart D) D Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995. 

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid 0MB number." 

FORM FDA 3881 {6/20) Page 1 of 1 PSC Publishing Services (301) 443-6740 EF 
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510(k) Summary K222743 

Sponsor: 

Contact: 

Date Prepared: 

Device Name: 

Common Name: 

Classification Name: 

Device Classification: 

Predicate Device: 

Reference Device: 

Device Description 

Route 92 Medical 
155 Bovet Road, Suite 100 
San Mateo, CA 94402 

Kirsten Valley 
(650) 581-1179 

October 3, 2022 

Route 92 Medical Full Length 070 Access System 

Percutaneous Catheter 

Catheter, Percutaneous, Neurovasculature (Product Code 
QJP, 21 CFR 870.1250) 

Class II 

Route 92 Medical Full Length 088 Access System 
K210635 
Route 92 Medical Delivery Catheter 
Kl 90431 

The Route 92 Medical Full Length 070 Access System is comprised of a Support Catheter and a Delivery 
Catheter. The Support Catheter is a single-lumen, variable stiffness catheter. The Delivery Catheter is a 
hubbed, single-lumen variable stiffness catheter. Both catheters are hydrophilically coated. The devices 
are provided sterile and non-pyrogenic and are intended for single use only. 

Indications for Use 

The Route 92 Medical Full Length 070 Access System is indicated for use with compatible guide 
catheters in facilitating the insertion and guidance of microcatheters into a selected blood vessel in the 
neurovascular system. 

Comparison to the Predicate Device 

The method of action, design, and materials of the Route 92 Medical Full Length 070 Access System are 
equivalent to the Predicate Device as shown in the following table. 

I 
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Attribute Predicate Device 
Route 92 Medical Full Length 088 
Access System (K210635) 

Indications The Route 92 Medical Full Length 
for Use 088 Access System is indicated for 

use with compatible guide catheters in 
facilitating the insertion and guidance 
of microcatheters into a selected 
blood vessel in the neurovascular 
system. 

Device Sterile, single-use, variable stiffness, 
Description coil-reinforced catheter 

Targeted Patients requiring use of a 
population microcatheter in the neurovascular 

system 

User Physicians trained in neurovascular 
interventional techniques 

Anatomical N eurovasculature only 
Sites 

Materials Polymers and metals commonly used 
in the manufacture of medical devices 

Sterilization 100% ethylene oxide 

Shelf Life 8 months 

Support Catheter 

Inner 0.088" 
Diameter 

Outer 0.101" 
Diameter 

Length 132 cm and 125 cm 

Delivery Catheter 

Inner 0.019" 
Diameter 

Outer Distal: 0.080" 
Diameter Proximal: 0.062" 

Length 151 cm 

Non-Clinical Testing 

Biocompatibility Testing 

Subject Device 
Route 92 Medical Full Length 070 
Access System (K222743) 

The Route 92 Medical Full Length 
070 Access System is indicated for 
use with compatible guide catheters in 
facilitating the insertion and guidance 
of microcatheters into a selected 
blood vessel in the neurovascular 
system. 

Same 

Same 

Same 

Same 

Same 

Same 

6 months 

0.070" 

0.084" 

132 cm 

Same 

0.062" 

Same 

2 
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The patient-contacting materials were unchanged compared to the predicate device; therefore, no 
additional biocompatibility testing was required. 

Performance Testing 

The successful completion of the performance testing listed in the following table demonstrates that the 
Route 92 Medical Full Length 070 Access System is suitable for its intended use. 

Test Test Method Results 

Dimensional Device dimensions were measured PASS 
Verification to confirm conformance to the All samples met the pre-detennined 

specifications acceptance criteria 

Luer Integrity Tested per ISO 80369-7:2016 PASS 

All samples met the pre-detennined 
acceptance criteria 

Tensile Strength The tensile strength of the catheter PASS 
sections and bonds was tested All samples met the pre-detennined 

acceptance criteria 

Kink Resistance Test specimen segments were PASS 
formed into a defined bend All samples met the pre-determined 
diameter to evaluate kink acceptance criteria 
resistance 

Torsion The test specimens were rotated to PASS 
Resistance evaluate integrity after rotation All samples met the pre-determined 

acceptance criteria 

Tip Flexibility Test specimens were tested for tip PASS 
flexibility All samples met the pre-determined 

acceptance criteria 

Air Leakage Tested per ISO 10555-1:2013 PASS 
Annex D. All samples met the pre-determined 

acceptance criteria 

Liquid Leakage TestedperISO 10555-1:2013 PASS 
Annex C. All samples met the pre-determined 

acceptance criteria 

Static Burst TestedperISO 10555-1:2013 PASS 
AnnexF. All samples met the pre-determined 

acceptance criteria 

Dynamic Burst Mechanical integrity was PASS 
maintained up to the specified All samples met the pre-determined 
pressures acceptance criteria 

3 
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Test Test Method Results 

Hydrophilic The integrity of the hydrophilic PASS 
Coating [ntegrity coating was evaluated after All samples met the pre-detennined 

multiple insertion and withdrawal acceptance criteria 
cycles. 

Simulated Use Deliverability and compatibility PASS 
Testing with accessory devices were All samples met the pre-determined 

evaluated in a neurovascular model acceptance criteria 

Conclusions 

The Route 92 Medical Full Length 070 Access System has the same intended use, the same technological 
characteristics and same method of action as the predicate device. Differences between the subject and 
predicate devices do not raise new concerns of safety and effectiveness of the device. The successful 
completion of performance testing demonstrates that the Route 92 Medical Full Length 070 Access 
System is substantially equivalent to the predicate device. 

4 

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Hi Nick, 

Attached please find our responses to your questions. Also attached is an updated 
; 
! (b)(4) 

Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov> 

Date: Tuesday, September 27, 2022 at 4:19 PM 

To: Kirsten Valley <kirsten@r92m.com> 

Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 

Subject: RE: [EXTERNAL] R=· Additional Questions Regarding K222743 

Thank you for your response, Kirsten. I was hoping you could please address the 
following as well: 

If you could please respond by noon Eastern on Wednesday (09/28), then it will help 
facilitate our review. If possible, please kindly confirm acceptance of this email at 
your earliest convenience. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com> 

Sent: Sunday, September 25, 2022 10:55 AM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Cc: K222743@docs.fda.gov 

Subject: [EXTERNAL] Re: Additional Questions Regarding K222743 

CAUTION: This email originated from outside of the organization. Do not click links or 
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open attachments unless you recognize the sender and know the content is safe. 

Hello Nick, 

Attached, please find the responses to your questions. Please let me know if you have 
any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Thursday, September 22, 2022 at 9:19 PM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: Additional Questions Regarding K222743 

Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the 
following questions: 

If you could please respond to this request by 9 am (Eastern) on 09/26, then it will 
help facilitate our review. 

Please let me know if you want to discuss further. Thank you again. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 
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Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8D35E.58514FA0]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://secure-web.cisco.com/1JibBjtqp34 7HkNsRTw9z6vG1NjiLa9YSzWZC0-d­
jpXvrnh_N8cc0isouSIIvbSXRz4W-
WtxvgXaiRECLfn616eZWWvo24wSk4ujEzf0jvgGKr9jpkJ XAgCiK7JKisv-DnymMkMPtjF1M-k49ny8Xf­
LMWUG9ZZ8Q 92Cip5uwb3wEGTzwWQDHpRCt8w9 hB0160klyco 5YSAZsixrJMCAQZJTSQ5cnCk1DkVPUw/http 
s%3A%2F%2F;ww.research.net%2Fs%2Fcdrhc~stomerservi~e%3FID%3D1510%26S%3DE<https://secure 
-web.cisco.com/lpafvORR1D20HswXAk5ZXSD6-7OcBYipEFUcYXmH2BSn4h­
k7De0RYKHmLz6i_11FiilU9a4Lian-83edBKZYeOiBGa-_GJ2O83e7-zAlfjJK-
VJgo6Azi VbJ5mrhs8AGnvEB o0RmHKMbHsC1WdvgcF90Bb3naii Tt6KpW1 zKgj 2 0xUwbXBpkgaFrj rqfAzOrF1'Jj 
Y-
dQFGarIRuOX5QJvcH4NVNAkkDx 24e5YqihbU/https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomer 
service%3FID%3D1510%26S%3DE> 
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510(k) Summary 
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Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the 
following questions: 

If you could please respond to this request by 9 am (Eastern) on 09/26, then it will 
help facilitate our review. 

Please let me know if you want to discuss further. Thank you again. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8CE92.6083D830]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?ID=l510&S=E 
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Good morning Kirsten: 

To help facilitate our review, could you please also address the following? 

If you could please respond to this request by noon tomorrow (9/15), then it will help 
facilitate our review. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com> 

Sent: Tuesday, September 13, 2022 1:43 PM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Cc: K222743@docs.fda.gov 

Subject: [EXTERNAL] Re:! (b)(4) '------------'---'--'---'-----------~ 

CAUTION: This email originated from outside of the organization. Do not click links or 
open attachments unless you recognize the sender and know the content is safe. 

Hi Nicholas, 

(b)(4) 
Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Tuesday, September 13 , 2022 at 7:14 AM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: i (b)(4) 
'-------------------------~ 

Good morning Kirsten: 
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My name is Nicholas Clay, and Ia€™m the lead reviewer for your recent 510(k) 
submission. As we continue our review, I was wondering if you could please clarify if 

(b)(4) 

Thank you again. Please let me know if youa€™d like to speak further. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8C821.EDA63B80]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?ID=l510&S=E<https://secure­
web.cisco.com/lz-YPsQt7V18osB3zGP0Q7B5t­
jUjb6X8XhKlxGJMQSMIHdRxpQQ6DMjtqoVHKqUKf0IiuW2mrPPmemFd_24Td9txji2nfcDr6xOvuep9Fp8mD9ce 
aBOZDhT-yuJ-
cnWWMieg K28 nlcStO7CUL2ylOJFwsXOmPpz gLG2srjug7E vGOupWpv6rZ bkE5gdt4cAbUsthptAHybW4-
1BHA/htt~s%3i%2F%2Fwww.research.net%2is%2Fcdrhcusiomerservice~3FID%3D1510%26S%3DE> 
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510(k) Summary K222743 
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Good morning Kirsten: 

To help facilitate our review, could you please also address the following? 

I {b){4) I 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 
If you could please respond t o this request by noon tomorrow (9/15), then it will help facilitate our review. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com> 
Sent: Tuesday, September 13, 2022 1:43 PM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 
Cc: K222743@docs.fda.gov 

Subject: [EXTERNAL] Re:[__ ________________________ (b )( 4) -·-·-·-·-·-·-·-·-·-·-·-___: 

Hi Nicholas, 

You are correct.! (b)(4) i 
L_ ________________________ (b )( 4 ) __________________________ _! 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 
Rou t e 92 Medical 
650-279-8427 

From: "Clay, Nicho las" <Nicholas.Clay(i.ufrb .hhs.gov> 

Date: Tuesday, Sept ember 13, 2022 at 7:14 AM 

To: Kirst en Valley <kirstren@}1:'J2m.r:orn> 
Cc: 11 K2.2.2.7 43(9}docs, fda,gg_){ 11 <K2227 43=~~)docs,fda.rM2Y> 
Subject : :._ _____________________________ (b )( 4) ______________________________ i 

Good morning Kirsten: 

I My name is Nicholas_ Clay,_ and_l'm t he l_ead_ reviewer for you_r _recent 5101k)_s(~)(Jrion._As we_co_ntin_u_e_ our review, I_ was wondering ifyou_cou_ld please.clarify_ :f 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Thank you again. Please let me know if you'd like to speak further. 

Nicholas E Clay, Ph.D, 
Acting Team Lead 

T:-1T.fi;\2: N0ui·\..::ot0rv%:1t:or:3.\ :)evic:::-s 
0HT5A.: :2: .... ~;;;k:;r.: o'f Met:nJit:PJ:uil, f✓ 2uro\r.t0:'l.:'0fl~is.::t:J: ~ir.d :'-ku:-s.::dl;::gr.:Ditlc Dt-l.:':t2!:; 
OHr(-,: OH(f;:? 0t t'--k:i;wh19ic<J ;::=1r.: Phy:::ck,:=l :-:-%:::id:10 :.k:Vk:?$ 

on:i:.::2 ol Yrnduct E:;,::lu,:=t◊t: ,::r:<: C:t:<:;.\l"iy 
GN1t.r:r ta: Dr:l.:':tr:::: ar.:fJ ~<l.d:0i0g:r;a: Hr:a:tr. 
1t::3lJ3 ~'J%W Ha:rq)shi;'t- _;:\y::;-;H.;% 

SHYN Spfi=l[!, MD ;?t:1~~1 

nicholas.clay{@fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 

https:/ /www. research. n et/sL cd rhcusto m erse rvice ?I D0ccl5 1 O&Scc E 
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ADM NiSTRATiON 

Food and Drng Administration 
CDRH/OPEQ/OHTV/DHTVA 

WO66 RM2524 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 

Premarket Notification 51 O{k) Review 

Date: September 30, 2022 

Reviewer: Nicholas E. Clay, Ph.D. 

510(k)# K222743 Subject: Special 

Applicant: Route 92 Medical, Inc. 
Device Trade Name: Route 92 Medical Full Length 
070 Access System 

Contact Name: Kirsten Valley Contact Title: Chief Operating Officer 

Correspondent Firm: Route 92 Medical, Inc. Phone: (650) 279-8427 Email: kirsten@r92m.com 

Received Date: September 9, 2022 Due Date: October 9, 2022 

Pro Code(s): QJP Class: II Reg#: 870.1250 Reg Name: Percutaneous Catheter 

Predicate Devices: 
Submission # Pro Code Device Trade Name Applicant 
K210635 QJP Route 92 Medical Full Length 088 Route 92 Medical Inc. 

Access System 

Recommendation 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

K222743 Lead Memo Route 92 Medical, In ... Route 92 Medical Ful... Page 1 of27 
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Good afternoon Kirsten: 

(b)(4) 
Please let me know if you'd like to speak further. Thank you again. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8D73D.0B054020]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?ID=l510&S=E 
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Good morning Kirsten: 

My name is Nicholas Clay, and I'm t he lead reviewer for your recent 510(k) submission. As we continue our review, I was wondering if you could please clarify if 
! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·cb)TllJ"-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Thank you again. Please let me know if you'd like to speak further. 

Nicholas Ea Clay, Ph.D. 
Acf:ing Team Lead 

r:•fT5A2: :'-,k;J:'◊\:rt-.:::-1<0:~~\on;;d De,}\C::.c~; 
:".1:--H:5A: ~):v::::inr.: ot %N:rn:::t:rg:rai, =~(:t.if◊:r.t:?='1.!0M~kH:a: a-:fJ ="'J0U='()(:i,:=gr.:rmtic Dr:v:t(:t 
OHT-5: ◊Hie:::- o·~ Neur0k.:9ierd ,rnQ rhysk:.;;;l *10:..:id:10 ::>evk:::-s 
Offt(: of ~rndud [y,:=hi,:=t:or: ;::r:f.: CH;~::.:it.y 
C0nter f: .... :: Dev\i.:es and R;;;d\o\\..:g\co.\ Heo.\H-; 
it:803 f✓ -.::w Hii~q)fihl:·::.c A'lt-:~t:-.:: 

Sn'd0r Spri:~g. MD '.,?t::3:J-2 

nicholas.clay(iDfda.hhs.qov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 
https:J/www.research.net/sjcdrhcustornerseryice?l[)=151Q8'S=E 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

510(k) Number {if known) 
K222743 

Device Name 

Indications for Use 

Route 92 Medical Full Length 070 Access System 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2023 

See PRA Statement below. 

The Route 92 Medical Full Length 070 Access System is indicated for use with compatible guide catheters in facilitating 
the insertion and guidance of microcatheters into a selected blood vessel in the neurovascular system. 

Type of Use {Select one or both, as applicable) 

lZ] Prescription Use (Part 21 CFR 801 Subpart D} D Over-The-Counter Use (21 CFR 801 Subpart C} 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995. 

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

«An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
infonnation unless it displays a currently valid 0MB number." 

FORM FDA 3881 (6/20) Page 1 of 1 PSC Publishing Services (301) 443-6740 EF 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

Section i: Medical Device User Fee Cover Sheet 
(Form FDA 3601) 

Section i: Medical Device User Fee Cover Sheet CONFIDENTIAL i-1 
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Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

8.!9.!22, 12:46 P.M Site: tdDUflvfA Cover Sheet 

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: i (b)(4) i 
FOOD AND DRUG ADMINISTRATION '·-·-·-·-·-·-·-·-·-·-·-·~ 
MEDICAL DEVICE USER FEE COVER SHEET 

Write the Payment Identification number on your check. 

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail 
or courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at: 
h ~tps: / /www.fda.gov/Med ica IDevices/DeviceRegu lationa ndG uid ance/HowtoMar ketYo urDevice/ucm3 70879. htrn 

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACI" NAME 
address, city state, country, and post office code) Kirsten Valley 

2.1 E-MAIL ADDRESS 
Route 92 Medical, Inc. kirsten@t92m.com 
155 Bovet Road 2.2 TELEPHONE NUMBER (include Area code) 
San Mateo 
California 408-230-1683 

CA 94402 2.3 FACSIMILE (FAX) NUMBER (Include Area code) 
us 

1.1 EMPLOYER IDENTffICAHON NUMBER (EIN) 

*****1502 

3. TYPE OF PREMARKET APPLJCATION (Select one of the following in each column; if you are unsure, please refer to the 
application descriptions at the following web site: 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm34S263.htm 
Select an a1,mlication tyP.§;. 3.1 Select a center 
[XJ Premarket notification(510(k)); except for third party [X] CDRH 
[ ] 513(g) Request for Information [ J CBER 
[] Biologics License Application (BLA) 3.2 Select one of the !;)mes below 
[ ] Premarket Approval Application (PMA) [X] Original Application 
[] Modular PMA 5J.lpplement Ty~ 
[ ] Product Development Protocol (PDP) [ J Efficacy (BlA) 
[ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP) 
[ ] 30-Day Notice [ ] ReaHlme (PMA, PMR, PDP) 
[ J De Novo Request [ J 180-day (PMA, PMR, PDP) 

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status) 
[X] YES, I meet the small business criteria and have submitted the required NO, I am not a small business 

qualifying documents to FDA ·-·-·-·-·-·-·-·-·-·-·, 
4.1 If Yes, please enter your Small Business Decision Numbe[! __ jb)(4) .J 

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE THAT 
IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES TI·IAT ARE DUE TO FDA? 
[XJ YES (All of your establishments have regii,tered and paid the fee, or this is your first device and you will register and pay the 

fee within 30 days after entering into an operation that requires you to register and submit device listing information.) 
[] NO (If you currently market a medical device and your establishment is required to re9ister and submit device listing 

information, FDA will not accept your submission until you have paid all fees due to FDA. See 
http:/ /wwvv. fd a.gov /Med ica IDevices/DeviceReg u lationandG uid ance/HowtoMa rketYou rDevice/Registrationa nd Listing/ucm05316 5. htm 
for additional information) 

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE 
APPl.IC'ABLE EXCEPTION. 
[ J This application is the first PMA submitted by a qualified small [ J The sole purpose of the application is to support 

business, including any affiliates conditions of use for a pediatric population 
[ J This biologics application is submitted under section 351 of the [ l The application is submitted by a state or federal 

Public Health Service Act for a product licensed for further government entity for a device that is not to be distributed 
manufacturing use only commercially 

7. rs THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A PEDIATRIC 
POPULATION TI·IAT NOW PROPOSES CONDmON OF USE FOR ANY ADULT POPULATJON7 (If so, the application is subject to the 
fee that applies for an original premarket approval application (PMA). 
[ J YES [XJ NO 

PAPERWORK REDUCTION ACT STATEMENT 
Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for 
revie>."ling instructions, searching exii,ting data sources, gathering and maintaining the data needed, and completing and reviewing 
the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, 

.--·-·-·-·-·1 
https:i/u5crfees.fda.glwiC>A ___ HT!vfUmdufm;.:iCSc'liCfgltcm~Popup.jsp?ordm.1.m::i.J!>)Hl_j 1/2 

Section i: Medical Device User Fee Cover Sheet CONFIDENTIAL i-2 

Records processed under FOIA Request 2023-10463; Released by CDRH on 08-15-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Special 510(k) Notification, Route 92 Medical Full Length 070 Access System 

8/9/22, 12 :46 Hvl Site:: :\IDUflvLA Cover 8ht'tH 

including suggestions for reducing this burden, to the address below. 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Red uction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

[Please do NOT return th is form to the above address, except as it pertains to comments on the burden estimate.] 

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION 
r-·-·(b)(4) ·-·-! 09-Aug-2022 

"C!ose Wirn:bw" Print Cover sheet 

h ttp8·//u1:-e1fr:C8.fda.g(iv/OA.J-fl"tv1.l./mduf-tnaCScdCfgJu;m ~f\ipnp.jsp?ordnum,1 (b )( 4) ! 

Section i: Medical Device User Fee Cover Sheet CONFIDENTIAL i-3 
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510(k) Summary 
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Thank you for your rapid reply, Kirsten. If we have any other questions, Ia€™ll let you 
know. 

From: Kirsten Valley <kirsten@r92m.com> 

Sent: Tuesday, September 13 , 2022 1:43 PM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Cc: K222743@docs.fda.gov 
,-------------------------, ; 

Subject: [EXTERNAL] Re: i {b){4) 

CAUTION: This email originated from outside of the organization. Do not click links or 
open attachments unless you recognize the sender and know the content is safe. 

Hi Nicholas, 

(b)(4) 
Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Tuesday, September 13, 2022 at 7:14 AM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: i (b)(4) 

Good morning Kirsten: 

My name is Nicholas Clay, and Ia€™m the lead reviewer for your recent 510(k) 
submission. As we continue our review, I was wondering if you could please clarify if 

(b)(4) 
Thank you again. Please let me know if youa€™d like to speak further. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 
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Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8C7B3.77D8CD00]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?ID=l5l0&S=E<https://secure­
web.cisco.com/lz-YPsQt7V18osB3zGP0Q7B5t­
jUjb6X8XhKlxGJMQSMIHdRxpQQ6DMjtqoVHKqUKf0IiuW2mrPPmemFd_24Td9txji2nfcDr6xOvuep9Fp8mD9ce 
aBOZDhT-yuJ-
cnWWMieg K28 nlcStO7CUL2ylOJFwsXOmPpz gLG2srjug7E vGOupWpv6rZ bkE5gdt4cAbUsthptAHybW4-
1BHA/https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3D1510%26S%3DE> 
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES Form Approved: 0MB No. 0910-0120 
Food and Drug Administration Expiration Date: 06/30/2023 

Indications for Use See PRA Statement below. 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995. 

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid 0MB number." 

FORM FDA 3881 (6/20) Page 1 of 1 PSC Publishing Sel"\ices (llll) 443..(i740 Ef 
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510(k) Summary 
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Route 92 Medical 
Kirsten Valley 
Chief Operating Officer 
155 Bovet Road, Suite 100 
San Mateo, California 94402 

Re: K222743 
Trade/Device Name: Route 92 Medical Full Length 070 Access System 
Regulation Number: 21 CFR 870.1250 
Regulation Name: Percutaneous Catheter 
Regulatory Class: Class II 
Product Code: QJP 
Dated: September 8, 2022 
Received: September 9, 2022 

Dear Kirsten Valley: 

October 4, 2022 

We have reviewed your Section 5 lO(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 51 0(k) Premarket Notification Database 
located at https://www .accessdata.f da. gov/scripts/ cdrh/ cf docs/ cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

Please be advised that FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
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K222743 - Kirsten Valley 

801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

Page 2 

https :/ /www.fda.gov/ com bin a ti on-products/ guidance-regulatory-informati on/postmarketi ng-safety-reporti ng­
combination-products ); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050. 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803 ), please go to https:/ /vvvvw.fda.gov/medical-devices/medical-device-safety/medical-device-reporting­
mdr-how-report-medical-device-problems. 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical­
devices/device-advice-comprehensive-regulatorv-assistance) and CDRH Learn 
(https://wvvw.fda.gov/training-and-continuing-education/cdrh-leam). Additionally, you may contact the 
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://v.1,vw.fda.gov/medical-devices/device-advice-comprehensive-regulat01y-
ass istance/ contact-us-division-industry-and-consumer-education-dice) for more inform a ti on or contact DI CE 
by email (DICE(ii),fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

Naira Muradyan -S 
Nairn Muradyan, Ph.D. 
Assistant Director 
DHT5A: Division ofNeurosurgical, 

N eurointerventional 
and Neurodiagnostic Devices 

OHT5: Office ofNeurological 
and Physical Medicine Devices 

Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 
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Hi Nick, 

Attached please find our responses to your quest ions. Also attached is an updated l_·-·-·-·-·-·-·-·-·-·-·-·-·-· (b)(4) _________________________ ___! 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 

Rou te 92 Medical 
650-279-8427 

From: " Clay, Nicholas" <Nicho las. Clay@fda. hhs.gov> 

Date: Tuesday, Sept ember 27, 2022 at 4:19 PM 

To: Ki rsten Valley <kirsten@r92m.com> 
Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 

Subject: RE : [EXTERNAL] Re: Additional Questions Rega rding K222743 

Thank you for your response, Kirsten. I was hoping you could please address t he following as well: 

If you could please respond by noon Eastern on Wednesday (09/28), then it will help facilitate our review. lfJiossible, please kindly confirm acceptance of this 
email at your earliest convenie nce. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com> 
Sent: Sunday, September 25, 2022 10:55 AM 
To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 
Cc: K222743@docs.fda.gov 
Subject: [EXTERNAL] Re: Additional Questions Regarding K222743 

CAUTION. This email «lglnated from cuulde of the Ofganllatton. Oo not cllck links« open attachments unless you rn<:<>gnlre the sender and know too ;;ontent ts sale. 

Hello Nick, 

Attached, please find t he responses to your questions. Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 

Rou te 92 Medical 
650-279-8427 

From: "Clay, Nicho las" <f<.Jichg1as.C1<1y@fdc1 .hhs.gov> 

Date: Thursday, September 22, 2022 at 9:19 PM 
To: Kirsten Valley <kirsten(a1r92m.com> 

Cc: "K222743(wdocs.fd21.tJQ'✓" <l<222743@Ddocs.fda.gov> 
Subject : Additional Questions Regarding K222743 

Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the following quest ions: 

' ' 

! {b){4) ! 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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{b){4) 
If you could please respond to this request by 9 am (Eastern) on 09/26, t hen it will help facili t ate our review. 

Please let me know if you want to discuss furt her. Thank you again. 

Nicholas Ea Clay, Ph.D. 
Acf:ing Team Lead 

T:-1T.fi;\2: N0ui·\..::ot0rv%:1t:or:o.\ :)evic:::-s 
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Good Morning Nick, 

Attached a re red Ii ned and clean :_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·(b )( 4 )·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.J Apologies far the error. 

[ _________________________________________________________________________________________________________________ { b ){ 4) --------------------------------------------------------------------------------------------------------------___! 

Lastly, there have been no prior submissions for this device. 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 

From: " Clay, Nicholas" <Nicho las. Clay@fda. hhs.gov> 

Date: Wednesday, September 14, 2022 at 7:22 AM 

To: Ki rsten Valley <kirsten@r92m.com> 
Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 
Subject: RE: [EXTERN AL] Re r-·-·-·-·-·-·-·-·-·-·-·-·-cb)( 4j-·-·-·-·-·-·-·-·-·-·-·-·-·-·: 

Good morning Kirsten: 

To help facilitate our review, could you please also address the following? 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

I (b)(4) I 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

If you could please respond to this request by noon tomorrow (9/15), then it will help facilitate our review. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com> 
Sent: Tuesday, September 13, 2022 1:43 PM 
To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 
Cc: K222743@docs.fda.gov 
Subject: [EXTERNAL] Re:l_ ________________________ Jp]l4L_ _______________________ i 

Hi Nicholas, 

i (b)(4) i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 
Rou te 92 Medical 
650-279-8427 

From: "Clay, Nicho las" <Nichoias.Clay(i.ufrb .hhs.gov> 
Date: Tuesday, Sept ember 13, 2022 at 7:14 AM 

To: Kirst en Valley <kirstren@}1:'J2m.r:orn> 
Cc: 11 K2.2.2.7 43(9}docs, fda,gg_){ 11 <K2227 43=~~~_0g_~:~_J9_§_'.ggy> 

Subject : :._ ________________________ ( b )( 4) ·-·-·-·-·-·-·-·-·-·-·-___i 

Good morning Kirsten: 

My name is Nicholas Clay, and I'm t he lead reviewer for your recent 510(k) submission. As we continue our review, I was wondering if you could please clarify if 

l.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·(bl{4J ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: 

Thank you again. Please let me know if you'd like to speak further. 

Nicholas E Clay, Ph.D, 
Acting Team Lead 
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Thank you for providing clarification, Kirsten. 

From: Kirsten Valley <kirsten@r92m.com> 

Sent: Thursday, September 15, 2022 10:10 AM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Cc: K222743@docs.fda.gov 

Subject: Re: [EXTERNAL] Re: (b)(4) 

CAUTION: This email originated from outside of the organization. Do not click links or 
open attachments unless you recognize the sender and know the content is safe. 

Good Morning Nick, 

Attached are redlined and ~! _______________ ~(b~)~(4~) _______________ __, 
(b)(4) i Apologies for the error. 

(b}(4} 
Lastly, there have been no prior submissions for this device. 

Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Wednesday, September 14, 2022 at 7:22 AM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: RE: [EXTERNAL] Re: ! (b)(4) 

Good morning Kirsten: 

To help facilitate our review, could you please also address the following? 

If you could please respond to this request by noon tomorrow (9/15), then it will help 
facilitate our review. 

Thank you again. 
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-Nick 

From: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Sent: Tuesday, September 13, 2022 1:43 PM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Cc: K222743@docs.fda.gov<mailto:K222743@docs.fda.gov> 

Subject: [EXTERNAL] Re: (b)(4) 

CAUTION: This email originated from outside of the organization. Do not click links or 
open attachments unless you recognize the sender and know the content is safe. 

Hi Nicholas, 

(b)(4) 
Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Tuesday, September 13, 2022 at 7:14 AM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: ~-------(_b_)(4_) _______ ~ 

Good morning Kirsten: 

My name is Nicholas Clay, and Ia€1'Mm the lead reviewer for your recent 510 (k) 
submission. As we continue our review, I was wondering if you could please clarify if 

{b){4) 

Thank you again. Please let me know if youa€™d like to speak further. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 
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Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8C8F0.7BC78850]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 
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1BHA/https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomerservice%3FID%3D1510%26S%3DE> 
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Thank you for your response, Kirsten. I was hoping you could please address the following as well: 

If you could please respond by noon Eastern on Wednesday (09/28), then it will help facilitate our review. lfJiossible, please kindly confirm acceptance of this 
email at your earliest convenience. 

Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com> 
Sent: Sunday, September 25, 2022 10:55 AM 
To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 
Cc: K222743@docs.fda.gov 
Subject: [EXTERNAL] Re: Additional Questions Regarding K222743 

CAUTION. This email «lglnated from cuulde of the Ofganllatton. Oo not cllck links« open attachments unless you rn<:<>gnlre the sender and know too ;;ontent ts sale. 

Hello Nick, 

Attached, please find the responses to your questions. Please let me know if you have any additional questions. 

Many thanks, 
Kirsten 

Route 92 Medical 
650-279-8427 

From: "Clay, Nicholas" <f<.Jichg1as.C1<1y@fdc1.hhs.gov> 

Date: Thursday, September 22, 2022 at 9:19 PM 
To: Kirsten Valley <kirsten(a1r92m.com> 

Cc: "K222743(wdocs.fd21.tJQ'✓" <l<222743@Ddocs.fda.gov> 
Subject : Additional Questions Regarding K222743 

Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the following questions: 

If you could please respond to this request by 9 am (Eastern) on 09/26, t hen it will help facilitate our review. 

Please let me know if you want to discuss furt her. Thank you again. 

Nicholas Ea Clay, Ph.D. 
Acf:ing Team Lead 
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nicholas.clay(U)fda.hhs.gov 

Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: 
https://www.research.net/s/cdrhcustornerservice?ID"15l0&S,E 
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Hi Nick, 

The requested edits to the! (b )(4) i Please let me know if you need any additional information. 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Many thanks, 
Kirsten 

Route 92 Medical 
650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov> 
Date: Monday, October 3, 2022 at 12:30 PM 
To: Kirsten Valley <kirsten@r92m.com> 
Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 
Subject: Time-Sensitive: Requested Edits to:_ _______ (b)(4) ________ j (Please Confirm Receipt) 

Good afternoon Kirsten: 

Thank you for previously participating in IR for this submission. Could you please make the requested edits (attached) to the 5 (b)(4) ~y COB 10/04? 
L--·-·-·-·-·-·-·-·-·-·-·-

Please let me know if you'd like to speak further. Thank you again. 

Nicholas L Clay, Ph.D. 
Acting Tef:m Lead 
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Hi Nick, 

The requested edits to the~! _____________ (_b_)(_4_) ____________ _,i• 
Please let me know if you need any additional information. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov> 

Date: Monday, October 3, 2022 at 12:30 PM 

To: Kirsten Valley <kirsten@r92m.com> 

Cc: "K222743@docs.fda.gov" <K222743@docs.fda.gov> 

Subject: Time-Sensitive: Requested Edits to i (b)(4) i (Please Confirm Receipt) 
~--~~~--~ 

Good afternoon Kirsten: 

Thank you for previously participating in IR for this submission. Could you please make 
the requested edits (attached) to the i (b)(4) iby COB 10/04? 

Please let me know if youa€™d like to speak further. Thank you again. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHT5A: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHT5: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8D743.41836360]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://secure­
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Thank you for your response, Kirsten. 

From: Kirsten Valley <kirsten@r92m.com> 

Sent: Wednesday, September 28, 2022 11:19 AM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov> 

Cc: K222743@docs.fda.gov 

Subject: Re: [EXTERNAL] Re: Additional Questions Regarding K222743 

CAUTION: This email originated from outside of the organization. Do not click links or 
open attachments unless you recognize the sender and know the content is safe. 

Hi Nick, 

Attached please find our responses to your questions. Also attached is an updated 
(b)(4) 

Please let me know if you have any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-27 9-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Tuesday, September 27, 2022 at 4:19 PM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: RE: [EXTERNAL] Re: Additional Questions Regarding K222743 

Thank you for your response, Kirsten. I was hoping you could please address the 
following as well: 

If you could please respond by noon Eastern on Wednesday (09/28), then it will help 
facilitate our review. If possible, please kindly confirm acceptance of this email at 
your earliest convenience. 
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Thank you again. 

-Nick 

From: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Sent: Sunday, September 25, 2022 10:55 AM 

To: Clay, Nicholas <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Cc: K222743@docs.fda.gov<mailto:K222743@docs.fda.gov> 

Subject: [EXTERNAL] Re: Additional Questions Regarding K222743 

CAUTION: This email originated from outside of the organization. Do not click links or 
open attachments unless you recognize the sender and know the content is safe. 

Hello Nick, 

Attached, please find the responses to your questions. Please let me know if you have 
any additional questions. 

Many thanks, 

Kirsten 

Route 92 Medical 

650-279-8427 

From: "Clay, Nicholas" <Nicholas.Clay@fda.hhs.gov<mailto:Nicholas.Clay@fda.hhs.gov>> 

Date: Thursday, September 22, 2022 at 9:19 PM 

To: Kirsten Valley <kirsten@r92m.com<mailto:kirsten@r92m.com>> 

Cc: "K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>" 
<K222743@docs.fda.gov<mailto:K222743@docs.fda.gov>> 

Subject: Additional Questions Regarding K222743 

Good afternoon Kirsten: 

As we continue our review of K222743, I was wondering if you could please answer the 
following questions: 
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If you could please respond to this request by 9 am (Eastern) on 09/26, then it will 
help facilitate our review. 

Please let me know if you want to discuss further. Thank you again. 

Nicholas E. Clay, Ph.D. 

Acting Team Lead 

THT5A2: Neurointerventional Devices 

DHTSA: Division of Neurosurgical, Neurointerventional and Neurodiagnostic Devices 

OHTS: Office of Neurological and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

nicholas.clay@fda.hhs.gov<mailto:nicholas.clay@fda.hhs.gov> 

[cid:image001.png@01D8D347.172614A0]<http://www.fda.gov/> 

Excellent customer service is important to us. Please take a moment to provide 
feedback regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?ID=l510&S=E<https://secure­
web.cisco.com/lpafvORR1D20HswXAk5ZXSD6-7OcBYipEFUcYXmH2BSn4h­
k7De0RYKHmLz6i_11FiilU9a4Lian-83edBKZYeOiBGa-_GJ2O83e7-zAlfjJK-
VJgo6AziVbJ5mrhs8AGnvEB o0RmHKMbHsC1WdvgcF90Bb3naiiTt6KpWlzKgj20xUwbXBpkgaFrjrqfAzOrFWj 
Y­
dQFGarIRuOX5QJvcH4NVNAkkDx_24e5YqihbU/https%3A%2F%2Fwww.research.net%2Fs%2Fcdrhcustomer 
service%3FID%3D1510%26S%3DE> 
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September 8, 2022 
Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center WO66-G609 
10903 New Hampshire Avenue 

155 Bovet Road, Suite 100 
SAN MATEO, CA 94402 

E~Mail: INFO@R92M.COM 

Web: R92M.COM 

K222743 

Silver Spring, MD 20993-0002 

Regulation Number: 21 CFR 870.1250 
Regulation Name: Neurovascular Percutaneous Catheter 
Regulation Class: Class II 

FDAICDRHIOCC 

SEP O 92022 

RECElVEO 

Panel: Neurology 
Product Code: QJP 

Re: Special 510(k) for Route 92 Medical Full Length 070 Access System, Device Modification to 
K210635 (Route 92 Medical Full Length 088 Access System) 

Dear 51 0(k) Review Team: 

Route 92 Medical is submitting the enclosed Special 510(k) notification to request clearance for a change 
to the Route 92 Medical Full Length 088 Access System cleared under K210635. The modified device, 
the Route 92 Medical Full Length 070 Access System, is being manufactured and submitted by the 
manufacturer authorized to market the existing, unmodified device. 

The Indications for Use of the modified device are unchanged from the predicate, legally marketed 
device. Like the previously cleared Route 92 Medical Full Length 088 Access System (K210635), the 
modified device, the Route 92 Medical Full Length 070 Access System, is indicated for use with 
compatible guide catheters in facilitating the insertion and guidance of microcatheters into a selected 
blood vessel in the neurovascular system, and is provided for single use and by prescription use only. In 
addition, the fundamental scientific technology of the modified device is unchanged from the legally 
marketed device. Well-established methods have been used to evaluate the change and summary-level 
performance data conducted under design validation (21 CFR 820.30(g)) have been submitted in 
accordance with the Special 51 0(k) provisions. There have been no prior submissions for this device. 

Route 92 Medical considers our intent to market this device as confidential commercial information and 
requests that it be treated as such by FDA per 21 CFR 807.95. The company has taken reasonable 
precautions to protect this confidentiality. 

Thank you in advance for your consideration of this application. Please direct any questions or requests 
for additional information to me at the below phone number or by electronic mail. 

144 
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Sincerely, 
! . 

I (b)(6) I 
i i 

'" Kirsten Valley ; 

Chief Operating Officer 
Route 92 Medical, Inc. 
Phone: ( 650)-279-8427 
Email: kirsten@r92m.com 

Included: one ( 1) eCopy of Special 51 0(k) 
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